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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.



13

. 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).
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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.



45

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.



47

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.



65

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.
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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



83

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.
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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,

16



95

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

25



104

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.
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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
restrictive means are available to achieve the government’s purpose. . The Reilly Court
also made clear that commercial speech restrictions continue to be subject to the
following four-part inquiry developed by the Supreme Court in the Central Hudson case:

“For commercial speech to come within [the First

Amendment], it at least must concern a lawful activity and

not be misleading. Next, we ask whether the asserted

government interest is substantial. If both inquiries yield

positive answers, we must determine whether the regulation

directly advances the government interest asserted, and

whether it is not more extensive than is necessary to serve
that interest.”

447 U.8. 557, 566 (1980). “We have said that the last two steps of the Central Hudson
analysis basically involve a consideration of the “fit’ between the legislature’s ends and

the means chosen to accomplish those ends.” Rubin v. Coors Brewing Co., 514 U.S. 476,

486 (1995).
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Simply put, the suppression of information about PREPs does not fit the
government’s interest in encouraging tobacco cessation and prevention.
A, The Suppression of Reduced-Risk Information Would
Elevate Presumed Paternalistic Benefits for Some
Over Real Harms for Others
The premise behind providing FDA with authority to suppress truthful and non-
misleading information appears to be that the costs associated with the possible changes
in the rates of cessation and initiation might outweigh the benefits resulting from
communications about PREPs. To tilt the balance in this fashion, however, one would
have to value the presumed benefits that may be provided to some individuals over the
real costs that would be imposed on others. Such conjecture, however, cannot justify the
suppression of truthful and non-misleading commercial speech under the First
Amendment. “Such speculation certainly does not suffice when the [government] takes
aim at accurate commercial information for paternalistic ends.” 44 Liquormart, 517 U.S.
at 507.
Moreover, as detailed below, an abstract discussion about costs and benefits fails
to illuminate the serious consequences of suppressing truthful information about PREPs.
1. The Paternalistic and Speculative Benefits
Provided by the Suppression of Information
Are Insufficient to Pass Constitutional Mugter
The suppression of information presumably would be intended to benefit that
segment of the population that would quit or never initiate smoking if information about
PREPs is not available, but who would choose to switch to or begin using them if they

were made aware of these products. Viewed from a “paternalistic” perspective, this

segment of the population would be benefited by the suppression of information.
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Attempting to justify the suppression of information on this basis, however, is at odds
with the Constitution, because patemaﬁsm is not a legitimate governmental interest, and
because the realization of this paternalistic benefit would be impermissibly speculative.
The government “does not have the broad discretion to suppress truthful,
nonmisleading information for paternalistic purposes . . ..” 44 Liquonmart, 517 U.S. at
510. Indeed, the Supreme Court has “rejected the notion that the [glovernment has an
interest in preventing the dissemination of truthful commercial information in order to
prevent members of the public from meking bad decisions with the information.”
Western States, 122 S.Ct. at 1507, “[Tlhe argument {for suppression] assumes that the
public is not sophisticated enough to realize the limitations of advertising, and that the
public is better kept in ignorance than trusted with correct but incomplete information.
We suspect the argument rests on an underestimation of the public . . .. [W]e view ag
dﬁbious any justification that is based on the benefits of public ignorance.” Bates v. State
Bar of Arizona, 433 U.S. 350, 374-375 (1977). “To endeavor to supporf a restriction
upon speech by alleging that the recipient needs to be shielded from that speech for his or
her own protection . . . is practically an engraved invitation to have the restriction struck.”
Wash, Legal Found. v. Friedman, 13 F. Supp. 2d 51, 70 (D.D.C. 1998) (judgment vacated
on other grounds). “[Tjhe government may not restrict speech because it fears, howevé

justifiably, that the speech will persuade those who hear it to do something of which the

government disapproves.” David A. Strauss, Persuasion, Autonomy. and Freedom of
Expression, 91 Colum. L, Rev. 334, 334 (1991).
Moreover, this justification for suppression of information would fail the third

prong of the Central Hudson test because it would require the court “to engage in the sort
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of ‘speculation or conjecture’ that is an unacceptable means of demonstrating that a
restriction on commercial speech directly advances the {government’s] asserted interest.”

44 Liguormart, 517 U.S. at 507. For example, in Rubin v. Coors Brewing Co., 514 U.S.

476 (1“995), the Court concluded that the government’s prohibition on displaying alcohol
content on beer labels failed the third prong of Central Hudson because it would not
sufficiently advance the government’s interests in preventing “strength wars” in the
marketing of alcoholic beverages. The Court reasoned that the government’s burden “is
pot satisfied by mere speculation or conjecture; rather, é governmental body seeking to
sustain a restriction on commercial speech must demonstrate the harms it recites are real
and that its restriction will in fact alleviate them to a material degree.” Id. at 487,
quoting Edenfield v. Fane, 507 U.S. 761, 770-771 (1993).}

It is far from clear that suppressing information would “in fact alleviate” the
perceived harms that might arise from the introduction of PREPs. Any information
sui)pressed by the government likely would find its way to consumers through other
channels, though almost certainly in a less accurate form that has not been subject to
scientific verification. As the IOM Report notes, “marketplace forces already at work
have put this issue on the public policy agenda,” and consumers will seek out PREPs

“with or without scientific guidance.” 10M Report at 7-1, 7-2. Moreover, as discussed

¥ When viewed from a more “utilitarian” perspective, these individuals are not benefited at all by the
suppression of information. From this perspective, adults are better off if they are left free to make their
own decisions based on full information. As University of Chicago Law School Professor Cass Sunstein
puts it, “people should be allowed to select their preferred mixes of risk, employment, salary, medical care,
and so forth,” Cass R. Sunstein, Informing America: Risk, Disclosure, and the First Amendment, 20 Fla,
St, U. L. Rev. 653, 639 (1993); seg also Martin H. Redish, Tobacco Advertising and the First Amendment,
81 lowa L. Rev. 589, 592 (1996} (“The asserted justifications for such regulation of the truthful promotion
of a lawful product derive exclusively from a premise of governmental paternalism that is fandamentally
inconsistent with both the purposes served by free speech and the democratic system of which free speech
is a central element.”)
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below, any advance in the public health that purportedly results from the suppression of
information would be undermined by the adverse effects of such suppression on
individuals who would have used PREPs had the suppressed information been available
to them.

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

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

Tt is neither sound public policy nor constitutionally permissible for the
government knowingly to harm a certain group of individuals by suppressing information
for the presumed benefit of others. The Supreme Court held in the Western States
decision that such a suppression of commercial speech cannot be reconciled with the First
Amendment. Western States, 122 S.Ct. at 1508-09. In this decision, the Court
invalidated provisions of the Food and Drug Modernization Act (“FDAMA”) that

prohibited advertising of “compounded drugs,” which the government argued were

4 Drug compounding, a “traditional component of the practice of pharmacy,” is a process by which a
pharmacist or doctor combines or alters drug ingredients to create a medication typically not commercially
Footnote continued on next page

-10-
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necessary to ensure that drug compounding was not used to circumvent the new drug
approval requirements of the Federal Food, Drug, and Cosmetic Act (“FDCA”). Id. at
1504-06.

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

Following Western States, the suppression of information about PREPs would be
unconstitutional because it would result in real harm for certain groups of people without
furthering a substantial govemmentalrinterest. The suppression of truthful, non-
misleading claims clearly would redound to the detriment of certain individuals -- i.g.,
those who, had they been exposed to the claims, would have switched to PREPs from

conventional tobacco products. Moreover, the only motivation for suppressing truthful

Footnote continued from previous page .
available and which is tailored to the needs of a particular individual, e.g., an individual that is allergic to
an ingredient in a mass-produced product. 1d. at 1500,

<11 -
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and non-misleading reduced-risk information would be the government’s desire to
prevent people from using the information to make choices that the government
disfavors. Yet, as discussed above, the Constitution does not recognize such a motivation
as a legitimate basis for restricting commercial speech. Under these circumstances, not
only would the government impermissibly be saying that it knows what is best for certain
of its citizens, but in doing so, it would affirmatively harm other citizeﬁs,

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

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

Redish, Tobacco Advertising and the First Amendment, supra, at 636.

B. More Targeted Approaches Are Available to Address
Public Health Concerns About PREPs

Far more targeted approaches are available for the government to address

concerns about the impact that PREPs might have on the rates of smoking ¢essation and

Footnote continued from previous page )

~ In response to the Western States decision, FDA issued a Federal Register notice seeking commenis to
“ensure that its regulations, guidances, policies, and practices continue to comply with the governing First
Amendment case law.” 67 Fed. Reg. 34,942 (May 16, 2002).

-12-
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initiation. FDA should ensure that information about the product’s reduced-exposure or
reduced-risk potential is presented to consumers in a truthful and non-misleading manner.
Indeed, authority to prevent false and misleading product information is a standard FDA
regulatory tool that currently applies to all product labeling and promotional materials
regulated under FDCA, and that would be extended to tobacco products by proposals
granting FDA authority to regulate such products. In addition, other public health tools
to encourage tobacco cessation and prevention are available and currently in use. k

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

The Supreme Court held in Western Stateg that “if the [glovernment can achieve
its interests in a manner that does not restrict speech, or that restricts less speech, the
[glovernment must do so.” Western States, 122 S.Ct. at 1506-07 (emphasis added)
(holding that the government failed to demonstrate that preserving the integrity of the
FDCA drug approval process could not be achieved through means that imposed a lesser
burden on speech than the FDAMA prohibition on advertising compounded drugs).
Consequently, the advertising prohibition challenged in that case failed to satisfy the
fourth prong of the Central Hudson test requiring that the restrictions not be more

extensive than is necessary to serve the governmental interest. Id. See also Pearson v.

Shalala, 164 F.3d 650, 655 (D.C. Cir. 1999) (there cannot be “an absolute prohibition on .

.. potentially misleading information . . . if the information also may be presented ina
way that is not deceptive™); Wash. Legal Found, v. Friedman, 13 F. Supp. 2d at 73 (FDA
restrictions on particular forms of manufacturer promotion of off-label uses for FDA-
approved drugs were considerably more extensive than necessary, and “[tJhe most

obvious alternative is full, complete, and unambiguous disclosure by the manufacturer™).

13-
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In Western States, the Supreme Court identified the use of so-called “disclaimers”
as an alternative way to ensure that consumers are not misled by advertisements.
Western States, 122 S.Ct. at 1508 (a governmental interest in preventing misleading
advertising could be achieved by “the far less restrictive alternative” of requiring

compounded drugs to bear warnings stating that the drugs are not FDA-approved and that

their risks are unknown). The D.C. Circuit made the same conclusion in Pearson, stating
that “we are skeptical that the government could demonstrate with empirical evidence
that disclaimers . . . would bewilder consumers and fail to correct for deceptiveness . . .”.
Pearson, 164 F.3d at 659-660; see also In re RM.J., 455 U.S. 191, 203 (1982) (“[Tlhe
remedy in the first instance is not necessarily a prohibition but preferably a requirement
of disclaimers or explanation.”). Furthermore, this principle is “consistent with a well-
established body of law that points to First Amendment limits on federal agencies’
restrictions on commercial speech where less resirictive alternatives are available.”
Steven B. Steinborn & Kyra A. Todd, The End of Paternalism: A New Approach to Food

Labeling, 54 Food & Drug L.J. 401, 402 (1999). “Pearson stands as {a] reminder that

regulatory agencies in general, and FDA in particular, must adopt a regulatory approach

that recognizes the consumer’s right to receive pertinent information.” Id. at 413-414.
Indeed, the Federal Trade Commission has long supported the position that

disclaimers must be considered as an alternative when determining whether health claims

about a product are misleading. Seg Nat’l Comm’n on Egg Nutrition v. FTC, 570 F.2d

157, 164 (7th Cir. 1977); Margaret Githooley, Constitutionalizing Food and Drug Law,
74 Tul. L. Rev. 813, 827 (2000); see also FTC Enforoement Policy Statement on Food

Advertising, 59 Fed. Reg. 28,388, 28,393 (1994) (noting that the “significant scientific

.14 -
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agreement” standard in the Nutrition Labeling and Education Act of 1990 (NLEA) is the
appropriate standard to determine if health claims are misleading only in situations where
the claims are ungualified).

Providing consumers with additional information, such as through the use of
disclaimers, 1s thus a more tailored means to address the potential impact of PREPs on
smoking cessation and initiation. “Any ‘interest’ in restricting the flow of accurate
information because of the perceived danger of that knowledge is anathema to the First

Amendment; more speech and a better informed citizenry are among the central goals of

the Free Speech Clause.” Rubin, 514 U.S. at 497 (Stevens, J., concurring) (emphasis
added). FDA could require, for example, that every tobacco product designated as a
PREP include labeling that reminds consumers that no tobacco product is safe and that
the best option is to quit or not to start in the first place. e

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

An FDA-imposed restriction on the communication of information about PREPs
is not the only policy tool available to address concerns related to tobacco use. As the
Institute of Medicine noted, the regulatory system should not be viewed in isolation, but
rather “as an essential component of a package of public policy initiatives (including
research, education and surveillance) that this commitiee believes is necessary to realize
whatever benefit tobacco or pharmaceutical product innovation can offer in reducing the

nation’s burden of tobacco-related illness and death.” IOM Report at 7-21, 22. “Harm

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

.15 -
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reduction [should be] implemented as a component of a comprehensive national tobacco
. cbntrol program that emphasizes abstinence-oriented prevention and treatment.” Id. at 7-

21

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

Indeed, the government would have the burden of demonstrating that programs
such as these could not adequately address the public health concerns raised by PREPs,
which would obviate the need to suppress truthful, non-misleading information. “If the

First Amendment means anything, it means that regulating speech must be a last -- not

first -- resort.” Western States, 122 S.Ct. at 1507.7

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

- 16 -
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HI. CONCLUSION

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

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

continue to encourage smoking cessation and prevention.

17 -
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Chairman Tom Davis. Dr. Hatsukami.

Dr. HATSUKAMI. Mr. Chairman, I want to thank you for the op-
portunity to present before this committee.

My name is Dorothy Hatsukami, and I'm a professor at the Uni-
versity of Minnesota Medical School. I have conducted research in
the area of tobacco dependence for over 20 years. During the past
4 years I've been funded by the National Institutes of Health to
study approaches and measures for reducing tobacco toxin expo-
sure. I also served on the Institute of Medicine committee that ex-
amined the issue of tobacco harm reduction. I've been asked to an-
swer questions on the feasibility and acceptability of reduced expo-
sure, reduced risk products as an alternative to smokers and the
research challenges that are related to tobacco harm reduction.

At the present time, the feasibility or acceptability of reduced ex-
posure, reduced risk products as an alternative for smokers unable
to quit is simply unknown. It is important to keep in mind that as-
sessment of these products and any claims of reduced exposure of
risk involve examining the impact on the individual as well as the
population at large. For example, individuals may show a reduction
in tobacco toxin exposure. However, if more people start tobacco
use or fewer people quit because they perceive these alternative
products as safer, the total net harm may be increased.

The following four steps should be taken to assure public health
and to avoid public health disaster. To date, quitting tobacco is the
only known way to reduce tobacco-related mortality and morbidity.
Thus, strong messages for tobacco prevention and cessation should
continue to be the primary focus with the public. Furthermore, pri-
orities should be given to continued efforts to develop, promote, and
provide treatments for cessation. Currently, medicinal nicotine
products yield a significantly better safety profile than any tobacco
products. In our study, subjects assigned to the nicotine patch con-
dition experience significantly less carcinogen levels than those as-
signed to reduced exposure smokeless tobacco or cigarette products.
Therefore, the priorities should be to provide and promote the
safest product for our tobacco users and to increase the success
rates for abstinence by improving on our existing treatment meth-
ods.

Second, a strong research agenda should be developed that ad-
dresses, one, understanding tobacco addiction and developing the
best treatments possible to achieve abstinence; two, developing and
testing biomarkers that measure tobacco toxin exposure and that
are related to the development of disease states; three, determining
the extent of reduction in tobacco toxin exposure that will result in
reduced risk for disease; four, determining the absorption of to-
bacco toxins from these tobacco products in humans and under-
standing the reasons for individual differences in the degree of ex-
posure and disease susceptibility; five, determining how messages
regarding these potential reduced risk products can be conveyed to
the public so that the prevention or cessation efforts are not com-
promised; and, six, examining the prevalence and pattern of use of
these reduced exposure products either alone or in combination
with conventional tobacco products. To date, current knowledge in
these areas is very limited.
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Third, organizations independent of the tobacco industry should
test and determine the impact of these products. These organiza-
tions should test for toxins within the product itself and in the case
of cigarettes, as it is burned. In addition, the uptake of tobacco tox-
ins in these reduced risk products and the consequences of this ex-
posure should be assessed. An independent organization could also
be responsible for conducting postmarketing surveillance in order
to assess for prevalence and pattern of use of tobacco products with
purported reduced exposure.

Finally, regulatory authority over tobacco products is essential.
An organization such as the FDA that can critically evaluate the
evidence base for exposure reduction claims as well as regulate
marketing efforts is crucial to protect the public health. Without
oversight, the public could not be assured of the validity of the in-
dustry claims of reduced risk or informed about tobacco toxin con-
stituents to which they are exposed; and therefore informed deci-
sions could not be made.

Tobacco companies need to be required to submit their novel
products and claims to the FDA prior to the appearance of these
products and claims regarding these products in the marketplace.

The FDA should also be given the authority to establish manu-
facturing standards for all tobacco products so that development of
less toxic cigarettes or other tobacco products can become standard
rather than the exception. To me, it is unconscionable that we cur-
rently have the technology to potentially reduce toxin in tobacco
products and yet do not have a mechanism in place to require that
all tobacco products meet these lower levels. Requiring the reduc-
tion of tobacco toxins in all tobacco products would be important
should they be demonstrated to lead to potential reduction in risk
for disease.

In summary, the answer to the questions regarding whether re-
duced exposure, reduced risk products are alternatives for smokers
who are unable to quit depends on the effects of these products on
the individual and the population at large, which is information
that we do not yet have. Therefore, understanding the impact of
these products on public health will require research. In addition,
we need to develop the infrastructure and the resources to conduct
the necessary research and to evaluate these products at all levels.
But to fully protect public health, we need FDA regulatory author-
ity over tobacco products.

Thank you again for this opportunity to present to you.

Chairman Tom Davis. Thank you very much.

[The prepared statement of Dr. Hatsukami follows:]
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Written Testimony
Committee on Government Reform
United States House of Representative
Hearing on Reduced Exposure/Reduced Risk Tobacco Produncts:
An Examination of Potential Public Health Impact
and Regulatory Challenges
June 3, 2003

Dorothy K. Hatsukami, Ph.D.
Professor of Psychiatry
University of Minnesota Medical School

As an invited participant to the Committee on Government Reform hearing entitled,
Reduced Exposure/Reduced Risk Tobacco Products: An Examination of the Potential
Public Health Impact and Regulatory Challenges, | have been asked to address the
following four questions.

In your opinion, do reduced exposure/reduced risk products represent an
acceptable alternative for current smokers who have been unable to quit smoking?

The best scientifically known intervention to reduce harm among smokers is cessation.
Whether reduced exposure/reduced risk products represent an acceptable alterative for
current smokers who are unable to quit is dependent on whether or not we have been able
to develop and provide the best cessation methods to treat smokers. Therefore, greater
resources and time should be devoted to research that increases our understanding of
Jactors associated with tobacco addiction. This understanding, in turn, will inform us of
how to develop more effective treatments for smokers who are unable to quit.

If smokers continue to be unable to quit given the best interventions, whether or not
reduced exposure/reduced risk products represent an acceptable alternative depends also
on scientific knowledge. The science needs to show that the extent of reduction that is
achieved with these products is associated with a significant reduction in disease risk and
that the impact of these products at the population level is not negative. Furthermore, it is
imperative that these areas of investigation be conducted by organizations that are
independent of the producers and marketers of these products.

To determine if reduced risk products are suitable altematives, several aspects
contributing to harm reduction must be examined, For harm reduction to occur, there
must be a significant reduction in morbidity and mortality even with the continued use of
tobacco products or constituents of tobacco products. However, in order to demonstrate
harm reduction, several years of investigation must be conducted with that particular
product. Because this type of study is not likely to be feasible, other methods for
assessing the impact of these products on public health must be considered. In the
Institute of Medicine report, Clearing the Smoke, Assessing the Science Base for Tobacco
Harm Reduction, a model was described that would help to assess total harm associated
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with reduced exposure/reduced risk products. First, the toxicity of the product itself
should be determined. Toxicity should be measured in the tobacco product itself and in
the case of cigarettes, when the tobacco product is heated or combusted. Furthermore,
toxins resulting from combined use of tobacco products should also be examined based
on observations of how individuals actually combine the use of these products.

Second, the uptake of these toxins, using animal and human models, should be assessed.
Measurements of toxin exposure or biomarkers for disease risk must also be biologically
relevant and must be associated with a disease state or risk for disease. The extent of
tobacco toxin exposure must not solely rely on machine measurement, but must rely on
human measurement that takes into account use patterns and amounts. These human
measurements should also take into account differences in individual susceptibility to
disease and biological differences, such as metabolism, that will determine the amount of
tobacco toxins exposure. Prior studies with “light” and “mild” low yield cigarettes have
shown that reduction of mortality and morbidity did not accompany the use of these
fower tar and nicotine yield cigarettes because smokers compensated for the lower yield
of nicotine by puffing longer, inhaling more deeply, or smoking more cigarettes (National
Cancer Institute, 2001). The lesson learned from the lower yield cigarette story is that an
accurate measure of tobacco toxin exposure is only determined by observing the amount
of exposure among human cigarette smokers.

Third, the prevalence of use and population effect must be determined. Even if the toxin
exposure is reduced on an individual level, the total amount of exposure and therefore
harm on a population level may be increased. That is, because these products may be
perceived as safer, individuals who may have never smoked may initiate smoking,
smokers who are considering or will be considering cessation may continue to smoke or
those who have quit may relapse. Again, using the lower yield cigarettes as an example,
a significant number of smokers believed that these cigarettes were safer, which may
have led to a number of smokers choosing to continue smoking, rather than quit (Stratton
et al., 2001).

To date, the only proven methods to reduce the tobacco-related mortality and morbidity
are prevention and cessation. No information is currently available indicating the amount
of tobacco toxin reduction that is necessary in order to achieve a reduction in disease risk
or whether the population interested in using these products would derive any beneficial
effects given their long history of tobacco use or current disease state. Furthermore, no
information is available on whether efforts at prevention and cessation would be
compromised as a result of advertising products as reduced risk. Therefore, it is
imperative that a system be in place not only to assess the harmful or beneficial effects of
these products on an individual level, but also on a population level and that messages of
cessation or prevention are not compromised.

Is it feasible to develop a combusted, cigarette-style product that is less harmful to
the individual smoker and to the public at large?
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The same issues that are discussed with the reduced exposure/reduced risk products
pertain to the combusted, cigarette-style product.

Does smokeless tobacco represent an acceptable alternative to smoking cigarettes?
Could it be considered a reduced-risk product?

The data is currently not sufficient or available to allow a yes response to this question.
On a superficial level, the answer appears to be yes because use of the product does not
involve combustion. However, when exploring the issue in more depth, many significant
concerns are evident. Smokeless tobacco is not a harmless product. The use of
smokeless tobacco results in addiction and smokeless tobacco use results in increased
disease states (e.g., oral, throat and neck cancer, oral pathologies, increase in
cardiovascular risk factors, and fetal toxicity). The extent of these harms to health is
dependent on the toxins in the product as well as the duration and amount of use. The
products in the United States vary in toxin levels (Hoffman et al., 1995). The most
widely used smokeless tobacco product contains the greatest amount of toxins. Other
products, typically those products that are not widely used, contain less amounts of
toxins. It is important to note that even smokeless tobacco products with the lowest
amounts of nitrosamines have levels that are thousands times greater than the permissible
limits established for consumer products (USDHHS, 1986). Determining whether
smokeless tobacco could be considered a reduced risk product involves looking at the
impact of marketing this product as such on an individual as well as population level.

On an individual level, the amount of toxin exposure will depend on the amount and
pattern of use. For example, the effect of dual use of smokeless tobacco and cigarettes is
unknown. Potentially, dual tobacco users can achieve higher levels of exposure
compared to those who use only one product (Wetter et al., 2002), leading to greater risk
for disease. Additionally, little is known as to whether any beneficial effects can be
experienced among cigarette smokers who have switched to smokeless tobacco,
particularly after years of exposure to cigarettes. Minimal reduction in disease may be
particularly true if the population of smokers who decide to use smckeless rather than
quit are already a more physically compromised population of users. Therefore, it is
important that these issues be examined prior to determining whether smokeless tobacco
products confer reduced risk.

On a population level, the impact these products have on health will depend upon type
and amount of marketing they receive. If tobacco companies are allowed to market their
products as reduced risk, the ensuing public perception of these products and the impact
resulting from these perceptions is unknown. We do not know if there would be a higher
number of smokeless tobacco initiates, as observed in the United States between the
1970s and 1990s when significantly more advertisements for smokeless tobacco were
evident. Furthermore, it is unknown whether ex-smokers, who are struggling to remain
abstinent or to quit, would resort to smokeless tobacco products, rather than medications
that have been proven to result in significantly less toxin exposure (Hatsukami et al.,
2003). Finally, it is unknown whether individuals who decided to take up smokeless
tobacco because of its relative safety, would not graduate to cigarette smoking, which in
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some studies has been shown to occur (Tomar, 2002; Haddock et al., 2001).

Interestingly, in the United States, few people have switched from cigarettes to smokeless
tobacco. In this competitive market among tobacco companies, the most likely scenario
would be an increase in initiation of smokeless tobacco use and no decrease in smoking,
particularly if the marketing efforts continue to be aggressive and claims are unbridled.

‘What are the research challenges related to tobacce harm reduction?

A strong research agenda is necessary prior to recognizing or allowing claims for
reduced risk products. The main research challenge is to insure a mechanism that will
allow for testing of these products independent of the tobacco companies, whether by
existing governmental agencies, a newly formulated one or by independent research
scientists. These agencies or testing sites would be responsible for testing the toxicity of
the products, examining the effects of exposure of these toxins using animal models and
examining the absorption of these toxins in humans. In addition, independent
organization(s) or scientists could also examine the effects of different marketing
strategies on public perception and consider and test methods to minitize potential harm.
An organization would also need to conduct post-marketing surveillance to determine
prevalence and use patterns using strategies that are not unlike ones that are developed to
monitor drugs that have potential abuse liability {¢.g., Schuster et al., 2003).

The six areas that represent research challenges are the following and have been
excerpted or more fully described elsewhere (Stratton et al., 2001; Hatsukami et al.,
2002).

e Developing reliable and valid surrogate biomarkers that measure level of toxin
exposure and disease risk or disease states. Currently, there are a limited number of
biomarkers that are available that will allow researchers to begin to examine reduced
exposure products, however more sophisticated and relevant biomarkers need to be
developed. One of the challenges is that the use of modified tobacco products, a
novel delivery system, or a combination of products can result in unique toxin
mixtures that remain undetected by existing measures.

¢ Deteronning the extent of reduction that is necessary to experience any reduction in
risk for disease. For example, it is unknown whether a 30% reduction in exposure to
nitrosamines has any beneficial effect.

* Examining how characteristics of the product interact with tobacco use behavior to
affect tobacco toxin exposure and disease risk.

¢ Examining how and what individual differences impact response to a product and
disease susceptibility as a result of product use. For example, tobacco users may vary
in their degree of dependence and this difference may determine the extent of tobacco
toxin exposure. Tobacco users may have specific genetic polymorphisms that will
make them more sensitive to the effects of particular carcinogens.

¢ Examining the impact of messages and marketing of reduced exposure products on
consumer and healthcare provider attitudes, knowledge, perception, and beliefs.
Finding ways and avenues to communicate information that will lead to the greatest
net public health benefit.
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¢ Developing a comprehensive surveillance system so that prevalence, pattern and
consequence of use of these products and conventional tobacco products are
determined across age groups, gender, race or ethnicity.

Conclusion

In summary, in order to protect public health and avoid public health disaster, the
following steps must be taken: 1) Strong messages about tobacco prevention and
cessation should continue to be made to the public. Priority should be given to efforts to
develop, promote and provide effective methods for tobacco cessation; 2) A strong
research agenda must be developed; 3) Scientists or organizations that are independent of
the tobacco companies must test, assess and determine the impact of these products on
individual and population levels. Most importantly, regulatory authority over these novel
tobacco products or claims of reduced risk is essential in order to insure critical
evaluation, accurate information of these reduced risk products, and to minimize harm to
the individual and society. It is critical that companies are required to submit their
products and claims to the Food and Drug Administration before the products and claims
are in the marketplace.

Thank you for the opportunity to present this material to you.
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Chairman Tom DAvis. Dr. Henningfield.

Dr. HENNINGFIELD. Thank you very much.

I am speaking here on my own behalf and not as a representa-
tive of the organizations of which I am a member or serve.

I am professor of the Johns Hopkins Medical School, director of
the Robert Wood Johnson Foundation Innovators Awards Program,
and vice president of Pinney Associates. In addition, I consult on
treatment products such as nicotine gum and patch, and I share a
patent on a potential new product. This gives me real-world experi-
ence on the challenges of product development and the challenge
of threading the eye of the regulatory needle.

Let me start with a few fundamental facts.

Chairman ToM Davis. I want to make sure your mic is on. Is it
on?

Dr. HENNINGFIELD. It is.

Chairman Tom Davis. Put it a little closer to you.

Dr. HENNINGFIELD. Is this better? I'm sorry. Should I start over
or keep going?

Chairman ToMm DAvVIS. Go ahead. Keep going.

Dr. HENNINGFIELD. Thank you.

A few fundamental facts. Tobacco addiction is the most per-
nicious and persistent form of all forms of drug addiction. It leads
the majority of users to daily, deadly use with 50 percent of regular
smokers dying prematurely. Tobacco cessation is the only scientif-
ically proved route to reducing disease risks, and the benefits are
powerful and fast for one of the biggest killers of tobacco users,
heart disease. Cessation also benefits children. It reduces the risk
of asthma and other diseases and keeps them from smoking.

Comprehensive tobacco control efforts are based on solid public
health principles. They reduce tobacco use, and they save lives.

We've seen striking increases in cessation and declines in tobacco
use by kids in recent years. Tobacco programs work, especially in
individual States that have implemented the programs most dra-
matically.

Could we reduce the risk of disease with products that are less
poisonous? This was the premise of the Federal Trade Commis-
sion’s approach to encourage reduced tar and nicotine cigarettes be-
ginning in the 1960’s. It was also the implied premise of smokeless
tobacco products marketed to high school college athletes beginning
in the 1970’s. What happened? Light cigarettes delayed quitting,
and supposedly safer smokeless tobacco was a magnet for athletes
who were considered to be at very low risk for any form of tobacco
use. Both experiments on the American people were disasters and
went awry for decades before individual independent researchers
and not the companies revealed the public health damage.

This experience is a reminder that the road to harm reduction
is paved with good intentions but littered with land mines. It
should be navigated with science and regulatory oversight. This
was the core path articulated in the 2001 IOM report.

FDA regulated cessation products are tested for safety and effi-
cacy. Their labeling and marketing is regulated to promote proper
use and discourage harmful use. They improve public health by
helping people achieve freedom from tobacco. None are known to
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cause problems such as initiating nicotine dependence, fostering to-
bacco use or delaying cessation.

On the other hand, in the vacuum of FDA regulation of non-
medicinal nicotine products, the 19th century days of snake oil
have reemerged with a vengeance. Some of these products are be-
fore you, in front of me. New products have been released every 3
to 4 months, with no sign of letting up.

These products include nicotine delivery devices that are heated
by carbon fuel and electronic ignition systems, a Tic Tac-like to-
bacco lozenge, and smokeless products marketed to help smokers
remain smokers with slogans such as “Any Time Any Where” or for
“When You Can’t Smoke.” There are cigarettes implying safety
with health claims of “reduced carcinogens,” “the next best thing
to quitting,” “80 percent less second-hand smoke.” One has a mis-
leading claim of “nicotine free.” By Internet, there are lollipops—
complete with “lollipop luggage;” nicotine water; and, most re-
cently, nicotine wafers. Some of these products have Web sites
amounting to virtual versions of horse-drawn patent medicine
carts. Absent meaningful nicotine regulation, absent the science
foundation, Americans are guinea pigs for these products.

Is it possible that some of these products are real advances to-
ward improved public health? Perhaps, but there is no way for con-
sumers, public health officials, or Congress to know. Why? Because
these products have not been rigorously studied by independent sci-
entists, and we lack an FDA system of regulation built around the
key principle of premarket evaluation. FDA regulation can expedite
a drug to help people quit, it can expedite development, or it can
crush it.

The agency’s flexible, encouraging approach to AIDS medicines
development helped lead the world away from the view of AIDS as
a death sentence to the understanding of AIDS as a treatable and
manageable disease. Unfortunately, with tobacco treatment prod-
ucts, FDA has not kept pace with the public demand or potential
new treatment developments.

Tobacco users want and need increasingly flexible products.
Much more is possible. Medications could be used to reduce smoke
exposure, but FDA inflexibility has left such applications on
shelves.

With support from NIH, small developers have made great
progress on a vaccine-like long-acting medicine to help people stay
quit if they quit, but this may require an entirely new model of
FDA evaluating efficacy.

In short, FDA has existing authorities that could unleash im-
provements in treatment, appeal, diversity and availability. It just
needs to apply them.

In conclusion, I urge that you consider the wisdom of former Sur-
geon General C. Everett Koop who testified in support of over-the-
counter marketing of nicotine gum and patch. In summary, he said,
it’s easy to get the disease, hard to get treatment. As a Nation we
must reverse this.

FDA issued its rule to regulate tobacco in the same year it ap-
proved over-the-counter nicotine gum and patch. Time has proved
that FDA was on target from the perspective of science and health.
We need to get back on track. We need FDA to be appropriate and
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flexible. We need it to be engaged. We need it to be supported by
equally engaged CDC and NIH efforts to provide the science and

surveillance to assure that we are on the path to better health in
America.

Thank you very much.
Chairman Tom Davis. Thank you very much.
[The prepared statement of Dr. Henningfield follows:]
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Thank you for the opportunity to testify on the issues and opportunities raised by the
diversity of nicotine delivery systems that have been marketed or are in development.
There are surely few other areas of bealth in which there are actions that could be taken
by the Congress and regulatory agencies that have such great potential to either improve
or harm public health. I will focus on the questions posed in my invitation to testify.

Basis for Testimony

1 am speaking on my own behalf and not as a representative of the organizations, of
which I am a member, consult for, or serve. 1 am Professor of Behavioral Biology
(Adjunct), Department of Psychiatry, The Johns Hopkins University School of Medicine,
and Vice President for Research and Health Policy, Pinney Associates. I was trained in
behavioral science, pharmacology, and other disciplines relevant o understanding drug
addiction and have focused on tobacco-related issues for 25 years. From 1980 to 1996, 1
directed tobacco and other drug research at the National Institute on Drug Abuse (NIDA).
While at NIDA, I was the primary liaison to the FDA on tobacco products and tobacco
addiction treatment. I contributed to numerous Surgeon General’s reports as well as
reports by other agencies. I am past president of the Society for Research on Nicotine
and Tobacco and have served on national and international committees addressing the
challenges posed by the plethora of nicotine delivery systems that have been marketed or
are possible. Ipresently serve on the World Health Organization (WHO) Scientific
Advisory Committee on Tobacco Product Regulation. I am a recipient of a Robert Wood
Johnson Foundation Innovators Award and presently am director of this program which
is intended to recognize and foster innovations to reduce substance abuse and addiction in
America.

Fundamental facts

Tobacco addiction is the most pernicious and persistent of all forms of drug addiction
leading the majority of users to deadly daily use with 50% of continuing smokers
prematurely dying of smoking caused disease. Nonetheless, with support and
encouragement many tobacco users can achieve freedom from tobacco and dramatically
improve their chances of longer, healthier, and more productive lives. Others need
{reatment to achieve these goals and increased treatment access hag helped millions of
Americans quit smoking and other forms of tobacco use.

Smoking cessation is accompanied by rapid and significant reductions in risk of heart
disease, as well as reduced risk of lung cancer and other diseases over time. The earlier
in life that lasting tobacco cessation is achieved, the greater the benefits. Cessation also
benefits non smokers, children in particular, who suffer far higher rates of asthma,
respiratory infections, and sick days when they are exposed to smoke. In fact, when
parents quit smoking their children are half as likely to start smoking and twice as likely
to try to quit smoking if they have already begun. The lesson is clear: adult cessation and
youth prevention go hand in hand.

Comprehensive tobacco control efforts based on solid public health principles reduce
tobacco use and save lives, With increased education, tobacco costs, restrictions on
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smoking, and access to treatment, more smokers are quitting than ever before. On a
parallel front, although youth tobacco use remains unacceptably high, adolescent
smoking and smokeless tobacco use has steadily declined in the past 3-4 years. From a
public health perspective these trends are precious and encouraging, they spell improved
health for millions of Americans in the near term and in future generations. We must be
very careful to do nothing to reverse these trends.

Exposure reduction products could save lives or cost lives. What about people who are
unable to completely give up tobacco? Could we reduce their risk of disease with
products that are less poisonous? This was the premise of the Federal Trade Commission
(FTC) approach to encouraging the development and use of reduced tar and nicotine
cigarettes beginning in the 1960s. This was also the implied premise of smokeless
tobacco marketing to high school and college athletes beginning in the 1970s. Of course
motivation of FTC was to enable disease reduction whereas the motivation of tobacco
companies was to grow their markets. Nonetheless, both experiments on the American
people were health disasters as documented in reports of the Surgeon General, the
Institute of Medicine, and National Cancer Institute. Both experiments went awry for
decades before independent researchers — not the companies that were marketing the
products — revealed the extent of the damage.

Light cigarettes delayed quitting and supposedly safer smokeless tobacco was a magnet
for athletes who had been considered at low risk for any form of tobacco use prior to the
healthy image product marketing of the 1970s. This experience, although sobering,
should not discourage our nation from making progress on all fronts to reduce tobacco
caused disease but it is a stark reminder that unintended consequences are a mine field
that should be negotiated with supportive science and regulatory oversight. This is the
core path articulated in the 2000 Institute of Medicine report on the topic and this is the
core path that I support as a rational one towards improved health in America.

The spectrum of nicotine delivery products — FDA regulation makes a difference
Since 1985, nicotine gum has been available as an FDA approved smoking cessation aid
This product has been joined by a slowly increasing number of additional forms of FDA
approved Nicotine Replacement Therapy (NRT) products including patch, nasal spray,
oral inhaler, and lozenge. Each product differs in form, dosing, side-effects, and
instructions for smoking cessation. Determining the conditions of safe and effective use
and then overseeing labeling and marketing to minimize unintended consequences such
as situational use for the purpose of avoiding smoking cessation, misuse by children, and
providing special guidance for youth, pregnant women, and persons with heart disease, is
a science guided process overseen by FDA.

In the vacuum of FDA regulation for non medicinal nicotine products, the 19 century
days of snake oil have re-emerged with vengeance since FDA was rebuked by the
Supreme Court in 2000. Correctly gauging FDA’s reluctance to act, companies, big and
small, have unleashed new products every 3-4 months with no sign of letting up. These
include the nicotine delivery devices “heated” by carbon fuel and electronic ignition
systems, a “Tic Tac”-like tobacco lozenge”, and smokeless tobacco products marketed to
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help smokers remain smokers by using slogans such as “Any Time Any Where”™ and
for “When You can’t smoke.”™ There are cigarettes implying safety with claims of
“reduced carcinogens”, “the next best thing to quitting,” “80% less second hand smoke”,
and one with a misleading claim of “nicotine free” that is marketed for quitting by
imitating the three step program of nicotine patches. By internet, there are nicotine
lollipops (complete with “loilipop luggage™), nicotine water, and most recently, nicotine
wafers.

Some of these products are placed next to FDA approved cessation aids in drug stores
and have websites amounting to virtual versions of the old horse drawn patent medicine
carts. None of these products have clinically tested and approved protocols for dosing,
guidance for use to achieve health benefits (even where health benefits are implied) or
guidance to minimize unintended consequences or dangerous forms of use (such as dual
use to perpetuate smoking). Absent meaningful regulation, absent a science foundation,
Americans are the guinea pigs for these products.

Yet, it is theoretically possible that some of these products could be useful to help people
quit smoking. Some might be useful advances towards less deadly tobacco products for
those who are unable to quit tobacco altogether. Presently there is no way for the
consumer to know. There is no way for public health officials to know. There is no way
for Congress to know. Yet, there is a rather straightforward path to this end. I is the
path of scientific study and FDA regulation built around the key principle of pre-market
evaluation of the products and the claims. It is a proven path towards products that are
less harmful and possibly even helpful.

Regulation can stifle or foster the treatment pipeline

FDA regulation of medications is the world’s premier model for pre-market approval of
safe and effective medicines, as well as maintaining safe and usefully labeled food.

Some of its most striking successes are the result of flexible adaptation of its authorities
to foster drug development such as helping lead the world away from the view of AIDs as
a death sentence to the understanding that AIDs is increasingly a manageable disease.

One size does not fit all: Unfortunately with respect to tobacco treatment products, the
FDA approach has not kept pace with public demand or potential treatment
developments. Tobacco users want and need increasingly flexible products to meet their
diverse needs on the road to tobacco cessation. Yet at present, all products are approved
based on the same 6 week cessation model that has served for nearly two decades, and
the labeling has been homogenized to the point that consumers and health professionals
alike do not understand how the different product forms may address differing needs.
‘Worse, overly harsh labeling results in ironics such as people removing patches so they
can “safely” smoke cigarettes.

So much more is possible. Medications could be used to reduce smoke exposure on the
road to complete cessation but FDA inflexibility has left such applications on shelves.
With support from the National Institute on Drug Abuse, small developers have made
great progress on “vaccine-like” long acting medicines that could help former tobacco
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users remain tobacco free the rest of their lives but this may require an entirely new
model for evaluating efficacy. One developer is even working on a nicotine water based
cessation aid — but there will be little incentive to properly evaluate it, develop clinically
tested guidance, and obtain FDA approval if people can already get an untested version
by Internet from a company that has dodged FDA oversight.

If FDA does not become more actively engaged and more flexible in the application of its
authorities to treatment development and approval, the most innovative approaches will
never see the light of day or will be so constrained that they will be irrelevant to public
health. Without lowering its standards for safety and efficacy, FDA could give notice
that it will consider application of its fast track and expedited review authorities that have
been so successful in jumpstarting the pipeline of medicines for treating AIDS and
cancer. FDA could give notice that it will consider a broader range of science based
indications and claims shown to be desired and helpful to tobacco users. In short, FDA
has existing authorities that could unleash improvements in treatment appeal, diversity,
and availability. It just needs to apply them appropriately and flexibly.

Federal efforts by CDC and NIH in particular have made a difference but could do
much more. It is in the interest of the federal government to support greater access and
appropriate use of treatments that are approved by the FDA as well as those that are not
under FDA jurisdiction but have been found to be effective by the US Public Health
Service, such as behavioral therapies and alternative medications to meet the diversity of
needs. Such treatments are among the most cost-effective of all treatments in health care,
especially when compared to the enormous costs of treatments for the consequences of
smoking such as cancer chemotherapies.

More fundamentally, it is in the interest of striving toward a healthy and productive
America in which preventing unnecessary disease by tobacco is valued as highly as
preventing auto accidents, and bioterrorism. Remember the basic numbers: 4000-5000
new cigarette and smokeless tobacco users (most of whom are kids) and more than 1000
preventable tobacco deaths every day as far as the epidemiologic eye can see. Should
freedom from this preventable cause of death and disease be any less valued than
freedom from other causes of disease? Perhaps most important to consider is that this
area of public health is one in which many core principles have been established, tested
and found effective.

While we do not have all the answers, recent progress following the application of
tobacco control policies nationally and even more intensively in states such as California
and Massachusetts is more impressive than many of us had dared hope for. A recent set
of recommendations developed by the Subcommittee on Cessation by the Interagency
Committee on Smoking and Health outlines a plan that is predicted to prevent at least
three million premature deaths in existing smokers, and help an additional five million
Americans quit smoking within one year. I support full adoption of the recommendations
of this special report to the Secretary Thompson. Furthermore, any progress towards the
goals articulated in the report would be steps in the right direction.
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Tobacco products that genuinely reduce risk merit serious consideration for
inclusion in comprehensive tobacco control strategies but should be positioned so as
to not undermine approaches that work. I have served on many committees in the US
and for the World Health Organization that take seriously the concept that every effort
should be made to reduce tobacco toxin exposures to those who continue to use tobacco.
It is evident that tobacco products are made more deadly than is technically and
commercially feasible and that performance standards could be developed to establish
maximum allowable levels of various toxins.

1t is also recognized that effective regulation is critical. Without it, such an approach
could do more harm than good. This is because how a product is used is as important
how it is made when it comes to health effects. Regulation can guide how it is made,
marketed, and used and provide a mechanism for corrective actions so that we never
again need wait for several million deaths as we did from light cigarettes before
recognizing unintended consequences. Regulation of tobacco and medications to treat
dependence must be a coordinated process. Otherwise we will perpetuate the situation in
which snake oil is increasingly at the doorstep in ever more attractive iterations, while
proven safe and effective treatments and strategies that could save lives die in
development.

Dr. Koop's advice: Be appropriate and flexible. In conclusion, I urge the Committee to
consider the wisdom of former Surgeon General C. Everett Koop whose testimony in
support of over the counter marketing of nicotine gum and patches I paraphrase: It is
easy to get the disease and hard to get treatment, as a nation we must work to reverse
this. Over-the-counter marketing is a step in the right direction. Remarkably and
presciently, FDA granted this approval in the same year that it issued its rule to regulate
tobacco products and restrict tobacco product marketing. Time has proved that FDA was
on target from the perspective of science and health. We need to get back on track. We
need FDA to be appropriate and flexible; we need it to be engaged. We need it to be
supported by equally engaged CDC and NIH efforts to provide the science and
surveillance to assure that we are on the path to better health in America.

Thank you for the opportunity to testify. I will be pleased to contribute to this important
process in any way.

Henningfield Testimony — Page 6
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Chairman ToMm DAvis. Dr. Kozlowski.

Dr. KozLowsKI. Thank you for this opportunity to testify. It’s an
honor to be here.

I'm professor and head of the Department of Biobehavioral
Health at Penn State. My opinions are my own and not necessarily
those of Penn State.

Strong, pharmaceutical-type governmental regulation of all to-
bacco products is urgently needed. Such regulation will provide
grounds for commercial claims, help reduce product risks, and help
prevent continued abuses of consumers.

Some prominent governmental public health information on
smokeless tobacco already makes health claims, is fundamentally
misleading, and is not supported by science. Let me repeat that.
Some prominent governmental public health information on smoke-
less tobacco already makes health claims, is fundamentally mis-
leading, and is not supported by science.

If I were drafting a Web page for youth on smokeless tobacco and
cigarettes, I might begin: “you are dumb to use smokeless tobacco
and you are way dumber to smoke.”

Contrast the National Center for Drug Information, a govern-
ment Web site, Tips for Teens: The Truth About Tobacco. Question:
Isn’t smokeless tobacco safer to use than cigarettes? No. There is
no safe form of tobacco.

As generally available in the United States, smokeless tobacco is
doubtless safer than cigarettes to individual users. For example,
smokeless tobacco is not a significant cause of lung cancer or other
respiratory disease, which together account for about 60 percent of
death from cigarettes.

Individuals have rights to honest health information.
Disinformation should not be used to discourage tobacco use. Mak-
ing a smokeless tobacco user of any age think that smokeless is
just as dangerous as cigarettes could actually foster a switch to
cigarettes.

But doesn’t smokeless tobacco cause cigarette smoking?

The terms “Gateway” and “Starter product” are ambiguous. They
confuse the correlational effects and causative effects. Concern
about product switching should arise mainly if smokeless tobacco
as a significant cause of subsequent smoking, but there is little evi-
dence of causation. Rather, it is more likely due to other factors—
for example, risk taking—making some individuals more likely to
experiment with both tobacco products and make other individuals
less likely to experiment with any tobacco products.

The large majority of male smokeless tobacco users in the United
States appear to either have used smokeless tobacco only—and to
have never smoked—or started smoking before using smokeless.
Therefore, neither group began to smoke as a result of smokeless
tobacco use. Research on smokeless tobacco should also explore the
exter}llt to which smokeless could prevent smoking in high-risk
youth.

I have been asked to talk about the risk/use equilibrium briefly.
Some have expressed concern that more individuals using a re-
duced-risk product could lead to an overall public health loss. The
risk/use equilibrium offers a sense of scale to this truism. Basically
the equilibrium plots, for increasing levels of risk reduction, how
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much increase in use is needed for no change in public health cost
to result from a new reduced-risk product. With only a small reduc-
tion in risks, as perhaps from a novel cigarette product, even a
small increase in the percentage of users of this product could
eliminate any public health benefit. For products that reduce risks
dramatically, such as medicinal nicotine products, the likely risk
reduction is so large that the chances for a net public health loss
are vanishingly small, if not impossible. For low-nitrosamine moist
snuff, the risk reduction is probably so large that an increased
number of users would also be unlikely to reach the level of produc-
ing a net public health loss.

It will be challenging and may take years to do the needed re-
search to confirm the likely small risks from novel smoke products.
However, current toxicological and epidemiological research on
smokeless tobacco in the United States and even more so from me-
dicinal nicotine show that significant risk reduction is available in
these products.

In closing, the current regulatory vacuum should not keep us
from saying: To use smokeless is dumb and to smoke is dumber—
much dumber. That there is a promise of harm reduction from
smokeless tobacco and medicinal nicotine should add to the ur-
gency of objective governmental regulation. Without such strong
regulation, this promise could easily be wasted.

Thank you.

Chairman ToMm DAvis. Thank you very much.

[The prepared statement of Dr. Kozlowski follows:]
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Potential Reduced Exposure/Reduced Risk Tobacco Products: An
Examination of the Potential Health Impact and Regulatory Challenges

COMMITTEE ON GOVERNMENT REFORM
U.S. HOUSE OF REPRESENTATIVES

Statement of Lynn T. Kozlowski, June 3, 2003

Thank you for this opportunity to testify. It is an honor to be here.

Since 1975, I have conducted and published research on tobacco use and been involved
with tobacco policy. Since 1990, T have worked at Penn State, where I am currently
Professor and Head of the Department of Biobehavioral Health in the College of Health
and Human Development. My opinions here today are my own and not necessarily those
of Penn State. I do not have funding from the tobacco industry, but I currently am or
recently have been funded by the Robert Wood Johnson Foundation, the National
Cancer Institute, and the Centers for Disease Control through the Association of
Teachers of Preventive Medicine. I have on occasion provided consultation supported
by the pharmaceutical industry. I have also testified in lawsuits against the cigarette
industry.

Strong, pharmaceutical-style governmental regulation of all tobacco/nicotine
products is urgently needed.

Such regulation would provide grounds for commercial claims, help reduce product
risks, and help prevent continued abuses of consumers.

Some prominent governmental public health information on smokeless tobacco
already makes health claims, is fundamentally misteading, and is not supported by
science.

If T were drafling a web-page for youth on smokeless tobacco and cigarettes, I might
begin:

You are dumb to use smokeless tobacco
and way dumber to smoke!
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Contrast the National Center for Drug Information web-site at
http://www.health.org/govpubs/phd6331/ (accessed May 29, 2003)

Tips for Teens: The Truth About Tobacco. ...

Q. Isn't smokeless tobaceo safer to use than cigarettes?

A. No. There is no safe form of tobacco. Smokeless tobacco can cause
mouth, cheek, throat, and stomach cancer. Smokeless tobacco users are
50 times more likely to get oral cancer than non-users. Those smokeless
tobacco users who don't develop some type of cancer are still likely to
have signs of use, like stained teeth, bad breath, and mouth sores.

As generally available in the United States, smokeless tobacco is clearly safer than
cigarettes. For example, there is evidence that smokeless is not a significant cause of
lung cancer or other respiratory disease, which accounts for about 60 percent of the
deaths from cigarettes. This alone is grounds for calling smokeless safer than cigarettes.
I can't be sure of the scientific basis of the claim that "smokeless tobacco users are 50
times more likely to get cancer than non-users," but wouldn't the more pertinent numbers,
given the question of relatively safety, compare the oral cancer risks of smokeless
tobacco with the oral cancer risks of cigarettes. The numbers I have seen indicate that
smoking is a greater risk of oral cancer than is smokeless tobacco.

Individuals have rights to honest health information. Disinformation should not be used
to'discourage tobacco use. Making a smokeless user of any age think that smokeless is
just as dangerous as cigarettes could actually foster a switch to cigarettes.

But doesn't smokeless tobacco cause cigarette smoking?

The terms "Gateway" and "Starter product” are ambiguous. Concern about product
switching should arise mainly if smokeless tobacco is a significant cause of subsequent
smoking. But there is little evidence of causation; rather it is more likely that other
factors (for example, risk-taking) make some individuals more likely to experiment with
both tobacco products and make other individuals less likely to experiment with any
tobacco products.

The large majority of male smokeless tobacco users in the United States appear to have
either used smokeless tobacco only (and to have never smoked) or started smoking before
using smokeless. Therefore, neither group began to smoke as a result of smokeless
tobacco use. Research on smokeless tobacco should also explore the extent to which
smokeless could prevent smoking in high-risk youth.



147

The Risk/Use Equilibrium.

Some have expressed concern that more individuals using a reduced-risk product could
lead to an overall public health loss. The Risk/Use Equilibrium offers a sense of scale to
this truism. Basically the equilibrium plots, for increasing levels of risk reduction, how
much increase in use is needed for no change in public health costs to result from a new
reduced-risk product. With only a small reduction in risks, as perhaps from a novel
cigarette product, even a small increase in the percentage of users of this product could
eliminate any public health benefit. For products that reduce risk dramatically, such as
medicinal nicotine products, the likely risk reduction is so large that chances for a net
public health loss are vanishingly small, if not impossible. For low-nitrosamine moist
snuff; the risk reduction is probably so large that an increased number of users would also
be unlikely to reach the level of producing a net public health loss..

It will be challenging and may take years to do the needed research to confirm the likely
small risk reductions from novel smoked products. However, current toxicological and
epidemiological research on smokeless tobacco in the United States and even more so for
medicinal nicotine show that significant risk reduction is available from these products.

In closing

The current regulatory vacuum should not keep us from saying: "To use smokeless is
dumb and to smoke is dumber--much dumber.”

That there is a promise of harm reduction from smokeless tobacco and medicinal nicotine
should add to the urgency of objective, governmental regulation. Without such strong

regulation, this promise could easily be wasted.

Several papers are appended that provide elaboration of my statement.
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Non-Gateway SLT-Cigarette Relationships 2

Most smokeless tobacco use is not a causal gateway to cigarettes: Using order of product
use to evaluate causation in a national U.S. sample

Lynn T. Kozlowski, Richard J. O’Connor, Beth Quinio Edwards, and Brian P. Flaherty

Abstract

Aims- To evaluate non-causal and causal patterns of smokeless tobacco (SLT) and cigarette use;
to assess the prevalence of "non-gateway" and possible "gateway" patterns of SLT use.

Design & Setting- Data from the Cancer Control Supplement to the 1987 National Health
Interview Survey, a representative survey of non-institutionalized adults in the United States.
From reported age at first use, participants were categorized by type and sequence of tobacco
product use. SUDAAN 8.0.1 (Research Triangle Institute, 2002) was used for statistical
analyses.

Participants- Males aged 18-34 (N = 3,454), weighted to provide estimates of the U.S.
population. A subsample of males aged 23-34 (N = 2,614) was analyzed to minimize the
possibility of future product switching.

Measurements- Smoking status, smokeless tobacco (snuff, chewing tobacco, both) use status.
age at regular use of cigarettes, age at first use of smokeless tobacco.

Findings- Of those 23-34 year-olds who had ever used SLT with or without cigarettes, 77.2%
(95% CI: 71.3, 83.3) were classifiable as non-gateway users in that 35.0% (95% CI: 29.9, 40.1)
had only used SLT and 42.2% (95% CI: 36.8, 47.7) had used cigarettes first. Cigarette use in
younger cohorts was less common, despite increased SLT use. Those who used cigarettes before
moist snuff were 2.1 times more likely to have quit smoking (95% C.1.: 1.21,6.39) than cigarette-

only users.
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Conclusions- The large majority of SLT users are non-gateway users. Causal gateway effects
should be of minor concern for policy. SLT may be more likely to prevent smoking than cause

it.

Key Words: gateway, smokeless tobacco, smoking, risk factors
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Most smokeless tobacco use is not a causal gateway to cigarettes:

Using order of product use to evaluate causation in a national U.S. sample of adults

Much contemporary policy on smokeless tobacco (SLT) in the United States and Europe
is influenced by concern that smokeless tobacco acts as a causal "gateway" to a more unhealthy
nicotine-delivery system--cigarettes (e.g., National Cancer Institute, 1992; Stratton, Shetty,
Wallace, & Bondurant, 2001; Ferrence, Slade, Room, & Pope, 2001; Tomar, 2002, in press;
Haddock, van der Weg, De Bon, et al., 2001; McNeill, 1990; Nordgren & Ramstrém, 1990).
The causal gateway argument holds that prior use of SLT causes an increased probability of
subseguent use of cigarettes. For SLT to be judged a caunsal gateway to cigarette smoking in any
individual, it is important to know which product was used first. This simple priority principle
(e.g., Davis, 1985), so critical in establishing that cigarette smoking causes disease (USDHEW,
1964), has been sometimes neglected in research on SLT as a causal gateway to cigarettes.

Several authors have pointed out deficiencies of causal gateway models (e.g., Baumnrind,
1983; Kandel and Jessor, 2002). A detailed review (Kandel and Jessor, 2002) has found: “There
is no compelling evidence that the use of a drug earlier in the sequence, in and of itself [emphasis
added] causes the use of . . . any other drug. . .” (p. 366). Nevertheless, the causal gateway
hypothesis remains prominent in ostensibly science-based policy. (Of course, the SLT/cigarette
gateway is special in that it does not involve transitions to different types of drugs, but rather
transitions between two forms of one drug--nicotine). A correlation between SLT use and
smoking is not adequate to establish a causal link. Some of the correlation among the use of
drugs of abuse is due to the association of non-use as well as use (Miller, 1994). In other words,

persons who are very unlikely to ever try drug "A" can also be very unlikely to ever try any other
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drug of abuse (Miller, 1994; Kozlowski & Harford, 1976). With the diminishment of the issue
that some smokeless products (Swedish snus) cause cancer (Lewin, Norell, Johansson et al.,
1998; see also, Accortt, Waterbor, Beall ef al., 2002), the causal gateway issue has become even
more influential in guiding tobacco and harm-reduction policy.

Although some experts apply the gateway model only in a non-causal, associative sense
(see Kandel & Jessor, 2002), our evaluation is directed to the causal gateway model, because this
causal model has clearer implications for policy (i.e., promoting SLT use for harm reduction
could cause an increase in smoking; or, stopping SLT use could act to stop cigarette smoking).
The causal gateway argument holds that prior use of SLT increases the probability of subsequent
use of cigarettes. This argument does not require one to think that cigarette smoking occurs if
and only if there has been prior use of SLT, but that some smoking would not have occurred if
not for prior use of SLT.
Prior evidence supporting a dominant causal SLT gateway effects is weak

Prior to 1999, there were several longitudinal studies in the U.S. on SLT as a possible
causal gateway to cigarettes. The review done in the 1994 U.S. Surgeon General's Report
(USDHHS, 1554) desciives the resuits as inixed, with some siudies showing that SLT use
predicted smoking (e.g., Peterson, Marek, & Mann, 1989) and others showing that smoking
predicted SLT use (e.g., Murray et al., 1988). Among recent studies, Griffin and associates
(1999) and Hatsukami and associates (1999) found no association between SLT use and later
cigarette smoking, while Cohen-Smith & Severson (1999) found that smoking predicted later
SLT use.

Recent attention has focused on two large longitudinal studies. Haddock and colleagues

(2001) studied military recruits who were non-smokers at the beginning of basic training and
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evaluated whether SLT use predicted subsequent smoking. Past and current SL.T users {at
baseline) were each about 2.3 times more likely to have begun smoking at followup (Haddock et
al., 2001). This study is limited in two major ways. First, male military recruits (who have not
started smoking by age 18) are likely unrepresentative of males in the general population.
Second, the definition of smoking changed from baseline to follow-up. At baseline, smokers
were defined as having smoked at least one cigarette per day [timeframe is not specified, but we
assume the past 7 days, consistent with their other definitions], while at follow-up smoking was
defined as having even a single puff on a cigaretic in the preceding seven days. Tomar (in press)
used the longitudinal component of Teenage Attitudes and Practices Survey to evaluate
progression to smoking 4 years later in 12-18 year olds who were never smokers at Time 1. His
analyses found that SLT use at Time 1 predicted onset of smoking by Time 2. However, two
major limitations of this study were that (1) the never smokers at Time 1, especially for older
adolescents, comprise a complexly biased sample, and (2) available psychosocial predictor
variables were not included in the model. Longitudinal studies (Tomar, in press, Haddock, et al.
2001) do have advantages over cross-sectional studies, but they do not necessarily provide
adequate analyses of causal effects. They remain fundamentaily correlational, not experimental
studies.

Tomar has also analyzed cross-sectional adult data from the 1998 National Health
Interview Survey in the United States (Tomar, 2002), but this survey did not ask about age at
first use of smokeless products, so no analyses were possible on sequence of product use. He
reported that males were 2.5 times more likely to be former snuff users who currently smoked
than to be former smokers who currently used snuff (2.5% vs. 1%). He proposed that SLT “may

be a “gateway” form of nicotine dosing . . . that may lead to subsequent smoking” (Tomar, 2002,
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p- 147), a phrasing that implies a causal function, especially that in a paper that discusses harm
reduction themes.

Our Approach

There is a fundamental asymmetry in causal analysis that employs the order of first use of
SLT and cigarettes. If cigarette use follows SLT use, it is possible, but not certain that SLT use
has caused smoking in smoke individuals. On the other hand, for SLT users who have used SLT
but never go on to cigarettes, it is certain that SLT has not caused smoking in any of these
individuals (provided one uses old enough samples, such that recruitment to smoking is over).
Similarly, for those who first smoked cigarettes, it is illogical to think that SLT use caused
smoking in these individuals. Together the two categories of sole SLT use and prior cigarette use
constitute a broad class of SLT users for whom SLT use is not a causal gateway to cigarettes.
Estimating the prevalence of such non-gateway use of SLT provides way to estimate an upper
limit on how large a public health problem a causal SLT gateway might be. In other words, if
one-third of SLT users might be victims of a causal gateway, one can be confident that at least
67% of SLT users are not examples of a causal gateway. And, unless one makes the
unreasonable assumption that 100% of prior SLT users have had their smoking calllseidbby SLT
use (.., they would not have smoked otherwise), one should view that, logically, "non-gateway"
users provide a conservative estimate of the overall non-gateway patterns of use. This analytical
framework is different than the more traditional scheme of estimating if use of SLT is more
associated with smoking than is non-use of SLT, because it arises from a special, logic-based
analysis of what interpretations are sensible from specific patterns of use.

Ramstrém (1990, 2001) has reported data on 18-34 year-old males from a survey in

Sweden (1987-1988) that asked a direct question on whether cigarettes or SLT were used first.
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SLT in this study was Swedish snus, a low nitrosamine, oral moist snuff that is placed in the
upper front of the mouth between the lip and gums. He found substantial numbers of
respondents who used snus solely or after they started smoking cigarettes, but he did not put
forward the same logical analysis of the interpretations arising from the different patterns of use.

The National Health Interview Survey, 1987, (USDHHS, 1987) asked about age of using
cigarettes, snuff, and chewing tobacco. By comparing age at use of these products, we tried to
replicate the patterns found in Sweden and to evaluate what can be learned from a consideration
of priority of use, under the assumption that sole users of SLT or prior users of cigarettes are
"non-gateway" users and prior users of SLT who went on to cigarettes should be considered
"possible gateway" users.
Methods
Data

Data for this study were obtained from the Cancer Contro! Supplement to the 1987
National Health Interview Survey (NHIS) (Centers for Disease Control, 1987), a representative
survey of non-institutionalized adults in the United States. The NHIS is a continuous,
nationwide, household survey of the civilian population. In 1987, 22,043 individuals completed
the Cancer Control supplement (a response rate of 86%) (Schoenborn & Boyd, 1989). Public
use data is available on CD-ROM from the National Center of Health Statistics. Complete
details about the complex survey design and procedures are available elsewhere (see Schoenbom
& Boyd, 1989, Appendix I).
Subjects

We initially limited our sample to males aged 18-34 to provide an exact replication of

Ramstrém (1990, 2001); this provided a sample size of 3,454. At a second stage, to be
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conservative in estimating those who were users of smokeless tobacco only (i.e., those who
never use cigarettes), we limited the sample to 23-34 year olds (N=2,614). We selected the age
of 23 as the lower cutoff, because no one in this sample who first used snuff and then used
cigarettes regularly had started smoking after age 22. This provided a category of SLT only
users who would be very unlikely to include those who might still recruit to smoking. Note that
sample sizes reported in tables will be smaller due to missing data.

Creating tobacco use categories.

Figure 1 depicts the process for determining six tobacco use categories using a series of
questions from the survey. The final six categories are SLT only, Cigarettes first, SLT first,
same time, cigarettes only, and never users of tobacco. In order to reach the final six categories,
we first determined lifetime tobacco product use for cigarettes, snuff, chewing tobacco, and
combined snuff and chewing tobacco use (referred to as combined SLT use) followed by an
analysis of order of tobacco product use. Lifetime cigarette use was determined by asking
whether 100 cigarettes had been smoked. Participants were categorized as Never (smoked 0-99
cigarettes), or Ever (100 or more cigarettes) smokers. Lifetime snuff use was assessed by asking
whether snuff had been used 20 times. Paricipants were c};z;racterized as Never (used 0-19
times) or Ever (used 20 or more times) snuff users. Analyses of snuff use were limited to moist
snuff users, removing individuals who reported any dry snuff use. This was done because of the
very small number of dry snuff users, potential differences between dry and moist snuff users,
and because moist snuff is the U.S. product most comparable to Swedish snus. A similar
scheme was used to assess chewing tobacco use. Finally, a combined smokeless tobacco (SLT)
use variable was created, combining those who had used moist snuff, chew, or both into a single

variable. Participants were characterized as Never (used neither snuff nor chew) or Ever (used
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snuff, chew, or both). Ever users of snuff, chew, SLT, and cigarettes were further divided into
former (no use in past 30 days) and current users (used at least once in past 30 days).

Those who could be classified as ‘Never’ for cigarettes, snuff, and chewing tobacco were
called ‘Never-users.” Those who reported snuff and/or chewing tobacco use but no cigarette use
formed a second category (‘SLT Only’). Similarly, those who reported cigarette use but no snuff
and/or chewing tobacco use formed a third category (‘Cigarette Only’).

Order of tobacco product use was determined as follows. For those participants who
could be classed as ‘Bver” for cigarettes and SLT, the age at which they started using cigarettes
regularly, and the age at which they first used snuff/chewing tobacco was next considered.

These different questions were used because parallel age questions for cigarettes and smokeless
were not asked. For the combined SLT variable, age at first use was determined by the lower
age of the two SLT products (for those with combined use) or by the age at first use of
whichever SLT product was used (for those who used only one product). To determine which
tobacco use came first, age at first snuff use, age at first chewing tobacco use, and age at first
SLT use were each subtracted from age at regular cigarette smoking. If age at regular cigarette
smoking was less than age at first snuff use, then cigarettes were judged to have been used first
(‘Cigarettes First’). Similarly, if age at first snuff use was less than age at first cigarette use, then
snuff was judged to have come first (‘Snuff First’). Some participants reported using both
cigarettes and SLT at the same age — hence a separate category was created for those with no age

difference (‘Same Time’).
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We believe our classification method provides an upper-bound estimate of gateway
effects, as the snuff first group is likely overestimated (becaunse age at regular snuff use is not
available), and the cigarettes first group likely underestimated (because age at regular use, rather
than first use is employed). Three different smokeless tobacco use classifications were used:
Snuff, Chewing Tobacco, and Combined SLT. For the snuff and chewing tobacco variables,
users of the other smokeless products were not excluded. Hence, someone categorized as ‘snuff
only’ may have also used chewing tobacco, but did not smoke. Someone who is designated
‘neither’ did not use snuff or cigarettes, but may have used chew.

Analyses. Descriptive statistics on tobacco use categories were computed with
SUDAAN 8.0.1 (Research Triangle Institute, 2002) in order to accommodate the complex NHIS
sample design. Statistical inferences were performed through the use of 95% confidence
intervals (CI) around percentages (see Altman et al., 2000). If CI’s overlapped, then two groups
were not significantly different at the alpha=.05 level; if CI’s did not overlap, then the groups
were different at the alpha less than .05 level. We also compared our computed values to those
reported by Ramstrom (1990, 2001), again using 95% CI’s to assess significant differences. A
chi-square test was used fo test for significant differences in the distribution of tobacco use
categories by age cohort. All logistic regression models were nonsequential and controlled for
age, education, and region of the US (Northeast, North-central, South, West). Odds ratios and
confidence intervals were used to indicate effect sizes and statistical significance.

Results

Results are arranged as follows. First, a replication of the Ramstrom (1990) study is

presented using the 18-34 year old sample. Second, the sample is narrowed to those aged 23-34.

Third, we divide the sample into three age cohorts and reanalyze patterns of tobacco use. Fourth,
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analyses similar to previous evaluations of gateway effects are presented, along with the
consequences of considering order of use. Finally, we present analyses of smoking cessation
behavior in mixed cigarette-SLT users and exclusive cigarette users, by order of use.
Comparing patterns of non-gateway and possible gateway snuff use in Sweden and the U.S
around 1987.

Moist snuff is the product in the United States most similar to Swedish snuff (snus).
Table 1 shows the pattern of snuff use and smoking in six mutually exclusive categories for the
U.S. and five mutually exclusive categories for Sweden for males aged 18-34. Levels of snuff
use were much higher in Sweden than the U.S (all ps < .05). The Swedish values come from
Ramstrém (1990). Figure 2 shows non-gateway and possible gateway use as a percentage of
ever use of SLT. Patterns of use for those who had ever used snuff with or without cigarettes
were very similar. The large majority of snuff users in Sweden (83%) and the U.S. (77.2%)
appear to be "non-gateway users" in that their snuff use did not lead to smoking or their smoking
preceded snuff use. Only 17.5% of Swedish users and 22.9% of U.S. users used SLT before
smoking and therefore are possibly gateway users, a small difference in percentage points, but
statistically significant (p < .05).

Patterns of non-gateway and possible gateway tobacco use in U.S. males aged 23-34
The remaining analyses do not include those aged 18-22. Individuals in this excluded
group still carry significant risk of becoming cigarette smokers. By limiting the sample to those

23 or older, we have much greater confidence that very few, if any, of those in the SLT Only
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group might still become members of the SLT First group. On average, SLT was used 4.0 years
(SEM = 0.30) before cigarettes by those who had used SLT before cigarettes; cigarettes were
used 5.6 (SEM = 0.38) years before SLT by those who used cigarettes first. These numbers
indicate that there was, on average, a substantial time lag from using one product to switching
products or adding another.

Table 2 shows the patterns of snuff, chew, and combined SLT use as a function of the six
mutually exclusive categories of use among U.S. males aged 23-34. Only a small percentage of
users (less than one percent) started using both products in the same year. Figure 2 shows the
non-gateway and possible gateway use as a percentage of all those who had ever used snuff or

chew. (The same values can be calculated from Table 2 for SLT.)

Insert Table 2 here

Cohort effects

To investigate age-related patterns of tobacco use, we cross-tabulated age (categorized as
23-26, 27-30, and 31-34) with tobacco use category (see Table 3). Chi-square analysis showed
significant differences in the distribution of tobacco use by age [x*(10)=46.79, p<.0001]. While
‘cigarettes only’ use was 9.3 percentage points lower in the youngest age group than the oldest
group, ‘SLT-only’ use was 5.1 percentage points higher. Use of SLT before cigarettes was 1.7
percentage points higher in the youngest group than the oldest group, while Cigarettes-before-

SLT use was 2.4 percentage points Jower.
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Combining values in Table 3, we find that ever smoking [middle 4 categories of Table 3]
was 10.3 percentage points lower in the youngest age group {46.6% (95% CI: 42.5,50.7) vs.
57.0% (95% CI: 53.3,60.7)] compared to the oldest group [x2(2)=16.2, p=-0007]. Ever SLT use
[first 4 categories] was 4.1 percentage points higher [17.0% (95% CIL: 14.1,19.9) vs. 12.9% (95%
CI: 10.4,15.4)] over the same comparison [x2(2):4.9, p=.096]. That is, there were 32% more
ever SLT users among the youngest group compared to the oldest group, while ever smoking
decreased by 18%. Logistic regression showed that the youngest age group was 0.58 times as
likely to be ever smokers (versus never smokers) (95% CI: 0.46,0.74) as the oldest age group.

At the same time, the youngest age group was 1.4 times more likely to be an ever SLT user
(versus never SLT users) (95% CI: 1.01,1.84). This pattern of results does not indicate that
increased use of SLT was associated with increased smoking; on the contrary it shows a negative

relationship between SLT and cigarette use.

Analyses using more traditional methods to evaluate gateway effects

As others have reported, we found a positive relationship between SLT use and cigarette
smoking when use of both was dichotomized as ever/never [y *(1)=40.8, p<.0001; Relative Risk
= 1.4, (95% CI: 1.3,1.5); phi =.13]. When smoking and SLT were designated as Non, Former,
Current, we find that there were more current smokers who were former SLT users [4.5% (95%
CIL: 3.5,5.5) of the sample] than there were current SLT users who were former smokers [1.4%
(95% CI: 0.8,2.0) of the sample] (see Tomar, 2002). In a logistic regression model, ever-use of

SLT was a significant predictor of current smoking (OR=1.35, 95% CI: 1.05, 1.74). However, if
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we remove those who used cigarettes before they used SLT (i.e., those in whom SLT could not
logically have caused smoking, but could contribute to an association), the results change. Ever-
use of SLT is no longer a significant predictor of current smoking (OR=0.79; 95% CI: 0.56,
1.11). These results argue strongly for consideration of order of use.
Quitting Smoking

Ramstrom (2000) reports increased smoking cessation in ever snus users who first used
cigarettes. We also looked at quitting behavior of smokers by snuff use category. Multiple
logistic regression showed that those who used cigarettes before snuff were 2.1 times more likely
to have quit smoking (95% C.1.: 1.21,3.45) than were cigarette-only users. No significant effect
on quitting was seen for those who used snuff first compared to cigarette-only users (OR=1.21,
95% CI: 0.64,2.26). No significant effect on quitting was seen for chewing tobacco use, either
before (OR=1.51, 95% CI: 0.83,2.78) or after (OR=1.36, 95% CI: 0.87,2.13) cigarette use,
compared to cigarette-only users. When the two forms of SLT were combined, no significant
effect on quitting was found, either for SLT use before (OR=1.28, 95% CI: 0.76,2.16) or after

(OR=1.45, 95% CI: 0.96,2.20) cigarettes compared to cigarette-only use.

Discussion

A possible causal gateway effect of SLT use on cigarette smoking is of understandable
concern to policy makers, and some authorities have acted as if there is an established gateway
effect (e.g., Haddock e al., 2001; Tomar, 2002, in press; Stratton e al., 2001; Ferrence, et al.,
2001), but it is crucial to consider the extent of the problem. If only a small subset of youth fall
victim to a causal gateway (i.e., would not started smoking if not for prior use of SLT), the

policy implications may be relatively minor. The large majority of SLT use (77%) appeats not
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to be a causal gateway to cigarettes, and, further, policymakers seem to have ignored the counter-
valing prospect that some users of SLT might be prevented from smoking because of SLT.

Given the pattern of results (i.e., non-gateway uses much more common than gateway uses), it is
possible that SLT has greater smoking preventive than smoking causative effects. To focus only
on putative gateway effects neglects possible benefits of SLT for individuals at highest risk of
taking up smoking. We think that both proponents and opponents of SLT for harm reduction
would benefit from the analytical exercise of thinking of alternative explanations for either SLT
as causing smoking or SLT as preventing smoking based solely on the sequence of product use
(or lack thereof). Although sequence of use alone cannot establish causation or prevention, the
analyses we have presented can help rule out causation.

Our results support those of Ramstrém (1990, 2001), despite large differences in base-
rates of use. Subsequent to our analyses, we located a marketing study done by Philip Morris in
the carly 1980s (Miller, 1984). Interviewers asked 236 18-34-year old SLT users in Houston,
Atlanta, and Florida whether they had ever smoked and, if so, which product they had used first.
Overall, 53% (N=125) used SLT only, 26% (N=61) used cigarettes before SLT, for a total of
79% non-causal gateway use, and 21% (N=50) used SLT before cigarettes (Miller, 1984). This
represents another basic replication of the finding of a majority non-gateway effect for SLT.

Tomar’s analysis of adult NHIS data from 1998 (Tomar, 2002), found that males were
2.5 times more likely to be former snuff users who currently smoked than to be former smokers
who currently used snuff (2.5% vs. 1%). We found a similar pattern (2.2% vs 0.8%) in the NHIS
data from 1987 (ages 18-98). At the same time, the data reported on order.of first use allows a
more refined, process-oriented look at the phenomena in question and does not support a strong

gateway effect from SLT to cigarettes.
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The age cohort effects do not support the "gateway” fear that increased SLT use leads to
increased smoking. Although there was an increase in SLT use in younger cohorts, this increase
is associated with a decrease in smoking, not an increase. This was true having eliminated the
young people who might reasonably still move from SLT-only use to SL.T-first use. The cohort
finding also raises doubt that increases in use of smokeless tobacco will generally lead to
increases-in cigarette smoking. Rather, they lend support to the idea that SLT may be preventing
some would-be smokers from smoking.

Levels of snuff and chewing tobacco use were similar. Our logistic regression analyses
of smoking cessation showed effects only for those snuff users who used cigarettes first; no
effect was seen when a combined SLT use variable was used. It may be premature to focus on
just snuff or to collapse snuff and chewing tobacco into one category in surveys, as was the case
in the Teenage Attitudes and Practices Survey (TAPS) (Moss, Allen, Giovino, et al., 1992).

There are limitations to our study beyond those already noted. Recalled age of first use
or even regular use of a tobacco product may have limited reliability or validity. Complex
patterns of early starting and stopping could not be assessed. For example, it is possible that the
age at daily or heavy use of SLT or cigarettes is not directly related to age at first use or even age
at "regular” use. If one can be sure that the prior use of cigarettes was long-standing and heavy,
one could be confident that SLT did not cause cigarette smoking; however, if the prior use of
cigarettes was minimal, followed by heavy use of SLT that then led to smoking, it would be
wrong to rule out a possible SLT gateway effect. Direct questions were never asked about what
the individual thought about his or her transitions in tobacco use. How many of those who used
SLT first switched to cigarettes to try to achieve greater pharmacological satisfaction or because

of greater convenience of use? How many who switched to cigarettes were unaware that they
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were substantially increasing risks of disease and death? No information is available from this
dataset on these important questions.

Another important question is how many of those who switched from cigarettes to SLT
were intentionally using SLT to substitute for cigarettes. A cigarette company conducted in-
store interviews (Miller, 1984) of former smokers (96/180) in Texas, Georgia, and Florida, and
found that 53% said "Yes" to the question, "Did you start smokeless/chewing tobacco as a
replacement for cigarettes, that is, when you stopped smoking cigaretes, or not?" (Miller, 1984).
Similarly, Cohen-Smith and Severson (1999) found that 58.8% of men in their study reported
using SLT as a replacement for cigarettes when they were quitting smoking. Asking such direct
questions as part of the NHIS survey would provide direct means for policy makers to assess the
use of SLT for smoking cessation. To evaluate smoking preventive effects of SLT, it would be
helpful to know if users thought they might use cigarettes if SLT were not available.

The gateway hypothesis seems to be supported by the pharmacological principle that
faster-acting drug forms are preferred to slower-acting drug forms (USDHHS, 1988; Russell &
Feyerabend, 1978). But the present finding that many smokeless users do not progress to
cigarettes encourages a closer look at this prevailing belief. Context also contributes to drug
preferences (Kozlowski, 1982). Public health concern about public spitting may have
contributed as much to the decline of smokeless and the rise of the cigarette in the early 20th
Century, as did the more rapid pharmacokinetics of inhaled cigarette smoke. We were surprised
to learn from a report in the tobacco documents that 62% of respondents who used both
smokeless and cigarettes reported that smokeless/chewing tobacco was "more enjoyable" than

cigarettes (Miller, 1984).
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Remember also that these are historical patterns of use. For policy, it is important to
realize that various interventions might influence rates of use. For example, health organizations
can emphasize the greater dangers of cigarettes in comparison to smokeless (Kozlowski and
O’Connor, in press). Governments can tax products differentially, with greater taxes on more
dangerous products, providing an economic incentive for harm reduction. Any gateway effects
are likely. to be influenced by such interventions, and could be minimized with proper policy
implementation.

Overall, our findings argue for a reduced emphasis on causal gateway effects for
smokeless tobacco on cigarette smoking. Science-based policy makers should also consider that
SLT use can actively prevent smoking in some high-risk users, and such a potential harm-
reducing effect needs to be weighed against those individuals who might become smokers

because of prior use of SLT.
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Figure 1. Derivation of tobacco use categories, NHIS 1987.
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Figure 2. Distribution of non-gateway and potential gateway users of smokeless tobacco,
Sweden 1987-88 and U.S. NHIS 1987. U.S. snuff data plotted both for 18-34 cohort and 23-34

cohort. Chewing tobacco data plotted for 23-34 cohort only. Error bars show 95% CL
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Harm reduction, public health, and human rights:
Smokers have a right to be informed of significant
harm reduction options

Lynn T. Kozlowski

[Received 23 May 2001; accepted 17 October 2001]

Public health policy needs to be assessed for effects on human rights as well as public health. Although
promoting harm reduction products to cigarette smokers might lead to greater total public health harm, if the
products become too popular, human rights issues also need to be considered. Avoiding, or objecting to, the fair
presentation of information on effective harm reduction products to smokers to allow them to make an
informed choice to reduce health risk can represent a violation of a human right — the right to information. The
necessary conditions are not met for protecting public health by restricting information on certain risk
reduction products. As examples, based on current evidence, smokers have a right to information on snus
(Swedish moist snuff) and medicinal nicotine as harm reduction options that would reduce substantially the risk
of death to individuals. Smokers also have a right to truthful information about lower-tar cigarettes that have

been err ly pr d as risk reducing.

Introduction

Two recent, major publications have helped shape
consideration of pharmaceutical or tobacco products for
reducing harm to cigarette smokers who arc uawilling to
cease nicotine use completely. The first book resulted
from an international workshop fimded by the Robert
Wood Johnson Foundation, the American Society of
Addiction Medicine, and the Addiction Research Foun-
dation (Ferrence, Slade, Room, & Pope, 2000), and the
second book was the result of an expert committee
convened by the prestigious Institute of Medicine of the
National Academy of Sciences and partially funded by
the U.S. Food and Drug Administration (Stratton, Shetty,
Wallace, & Bondurant, 2001). In nicotine-related public
health policy, there has been a desire to avoid promotion
of harm reduction products that, while reducing toxicity
to individual users, might increase public health harm
because of increased numbers of users.

Lynn T. Kozlowski, Ph.D., Department of Biobehavioral Health,
Pennsylvania State Univefsity, University Park, Pennsylvania
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Ferrence et al. (2000) noted one of the important
questions: “Would there be a net benefit to society if
novel products reduced risk but increased use?” Later in
the book, Henningfield and Fant (2000) indicated that, in
evaluating a harm reduction product, it is important to
include ‘the potential immediate and long-term health
effects at the population level’ (p. 240). A later chapter
urged that a key question in evaluating harm reduction
products is whether the product *ends up reducing harm
for the population as a whole’ (Reuter, 2000, p. 337). The
Institute of Medicine report (Stratton et al, 2001)
assessed the science base for tobacco harm reduction.
Before endorsing any product, the committee wanted to
see evidence on increase in harm ‘to the population from
encouraging initiation or continuation of smoking’. The
Executive Summary had as its final conclusion, ‘Conclu-
sion 6. The public health impact of PREPs [Potential
Reduced Exposure Products] is unknown. They are
potentially beneficial, but the net impact on public health
could, in fact, be negative’ (p. 6).

The principle of protecting the health of the public has
been offered, then, as one guiding principle in the
development of harm reduction products; but these major
works (Ferrence et al., 2000; Stratton et al., 2001) offer
no consideration of another established principle: the
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human right of individuals to receive information
relevant to their health and their health choices. The right
to information derives from the principle of respect for
autonomy. (The principle of autonomy is also the source
of the requirement for informed consent for individuals
who take part in research.) If people are deprived of
information relevant to their health, they will necessarily
be deprived of choices that might protect their health
(Freedman, 1999). In a tradition deriving from the
Nuremberg Code (1949) and the United Nations Univer-
sal Declaration of Human Rights (1948), the American
Public Health Association concluded, ‘Human rights
must not be sacrificed to achieve public health goals,
except: in extraordinary circumstances, in accordance
with internationally recognized standards’ (Bird, 2001).
Assessments need to be made if a public health goal
justifies restrictions on human rights (Gostin & Mann,
1999). .

The present commentary asserts that (a) snus (Swedish
moist snuff) and medicinal nicotine, based on present
evidence, make dramatic reductions in health risks to
individual smokers; (b) there is an established right to
information that affects health; and (c¢) the potential
public health harm is not clear and convincing enough to
justify suspension of advice about reduced risks to
individuals from these products. Other possible issues
involved with reluctance to promote known harm
reduction products will be discussed briefly. These
include (a) concern that addicts are impaired in making
free choices, (b) belief that no harm reduction products
of any kind are warranted, (c) refusal to advise at all in
the absence of strong governmental regulation, and (d)
preference to let the industry solely promote their own
products.

Two significant harm reduction products for
individuals who smoke cigarettes

This commentary is not the place for a detailed review of
harm reduction products; for that, see the Institute of
Medicine report (Stratton et al., 2001). The Institute of
Medicine report avoided recommendations about harm
reduction products, declared every product as a ‘poten-
tial” harm reduction product, and proposed an elaborate,
extensive scheme for assessment (based on toxicology,
epidemiology, as well as proper governmental regula-
tion). Though such assessment is desirable, the feasi-
bility or practicability of the Institute of Medicine report
is far from clear. It is sufficient in this commentary to
establish that a product lowers risks substantially to
individuals. While further research is needed, the
toxicology and epidemiology of smokeless products and
medicinal nicotine are well enough understood at present
to be confident that these products are substantially less
dangerous than cigarettes. For purposes of this argument,
it is unnecessary to establish a precise estimate of risk
and unnecessary to show that the product is absolutely
‘safe.” This commentary focuses on two types of
products to illustrate, snus and medicinal nicotine.

Snus reduces tobacco harm dramatically in compar-
ison to cigarettes (Ramstrém, 2000; Henningfield &
Fagerstrom, 2001). Rodu and Cole {1994, 1999) have
presented evidence for substantial harm redaction from
smokeless tobacco in general. Since about half of
cigarette deaths arise from lung cancer and respiratory
disease (English et al. 1995; Peto, Lopez, Boreham,
Thun, & Heath, 1994) and since smokeless products are
not otherwise more dangerous than cigarettes, smoke-
less tobacco products can be estimated to reduce
mortality by at least half, becanse they do not canse
lung cancer or respiratory disease. Snus is lower than
other moist snuffs in known toxins (N-nitrosamines and
polynuclear aromatic hydrocarbons) (see Ramstrom,
2000). There has been concern about smokeless
tobacco and oral cancer. Noting the high rate of snus
use in Sweden and citing five studies, the Institute of
Medicine report stated, ‘[Tlhe use of snus in Sweden
has generally not been associated with oral cavity
cancer” (p. 428). The Institute of Medicine report also
indicated, ‘In a large population-based study looking at
risk factors for squamous cancer of the head and neck,
Lewin et al. (1998) found no increased risk with the
use of Swedish snuff’ (p. 301). There also are no
secondhand smoke or fire risks from snus. The findings
are mixed on whether snus contributes to cardiovas-
cular disease (Ramstrém, 2000; Henningfield & Fager-
strom, 2001; Rodu & Cole, 1999). Snus is not safe, but,
on the basis of toxicological principles (no smoke
toxins from smoke exposure to the lungs) and current
epidemiological knowledge, snus is significantly less
dangerous to individual users than cigarettes.

Medicinal nicotine products (nicotine replacement
therapies) such as gum, patch, nasal spray, and inhaler
also are likely to be mmch less dangerous than cigarettes
(Kozlowski, Strasser, Giovino, Erickson, & Terza, 2001).
They deliver no smoke or tobacco toxins (except
nicotine) to the user. Medicinal nicotine products have
been judged to be so low in risk that some of the varieties
are available as non-prescription pharmaceuticals in
many countries around the world, including Australia,
Austria, Brazil, Canada, Denmark, France, Spain, Swe-
den, Taiwan, and the United States (Corrao, Guindon,
Sharma, & Shokoohi, 2000). On current epidemiological
evidence, these products appear to reduce risk in
comparison with cigarettes by close to 100% (Kozlow-
ski, Strasser, Giovino et al., 2001). They have been
demonstrated to carry little to no excess cardiovascular
risk (Kimmel et al., 2001; Benowitz, & Gourlay, 1997),
even in heart patients (Rennard, Daughton, & Windle,
1998), and no risks of oral cancer, lung cancer, or
respiratory disease (Greenland et al., 1998). As much as
five years use of medicinal nicotine in the Lung Health
Study (Murray & Daniels, 1998) was unrelated to
cardiovascular disease or other serious health effects.
While greater, longer-term use of medicinal nicotine
might reveal some increased to risk to health, it is not
plausible to expect that such risks would ever come close
to the dangers of cigarettes.
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The Institute of Medicine report itself shows guarded
snpport for this position: ‘The committee also concludes
that for persons addicted to nicotine, a nicotine-
containing drug product is preferable to a cigarette or
other tobacco-containing product as a chronic source of
nicotine” {p. 227). The very next sentence in the report
goes on, not to encourage such use, but rather to
encourage that the Food and Drug Administration look
into the matter: ‘The FDA should therefore be prepared
to consider the chronic administration of nicotine
products as a reasonable exposure reduction strategy,
again, if supported by valid clinical data’ (p. 227).

Snus and medicinal nicotine are not safe or completely
without risk. Both snus and medicinal nicotine may
cause reproductive health problems and should be
avoided during pregnancy, but these problems should
still likely be less than for cigarettes (Benowitz, 1998;
Stratton et al., 2001). Medicinal nicotine probably is
somewhat less dangerous than snus, because medicinal
nicotine lacks some of the tobacco toxins still present in
snus, and because medicinal nicotine gives clearer
evidence of low cardiovascular risk. However, for the
present argument, it is not important to compare snus
‘with medicinal nicotine, but it is critical to establish each
as significantly less dangerous than cigarettes.

There are supposed harm reduction products that have
been proved to not reduce harm to individuals. The
lower-tar cigarette appears to not reduce toxic smoke
delivered to smokers (Jarvis et al., 2001; Kozlowski &
O’Connor, 2000; Kozlowski, O’Connor, & Sweeney, in
press; National Cancer Institute, 1996; Benowitz et al.
1983) or mortality (Burns, Major, Shanks, & Thun,
2001). Newer cigarette-like products (Eclipse and
Accord) at best make smaller changes in the product
(smaller than snus or medicinal nicotine in comparison to
cigarettes), and likely make concomitantly small chan-
ges, if any, in risk. Careful testing such as prescribed by
the Institute of Medicine report would be needed to
establish the magnitude, if any, of risk reduction from the
products.

The human right to health relevant information

Several ethical traditions (legal, medical, and public
health) lead to a view that there is a human right to fair
information relevant to health care. All traditions depend
upon the principle of individual autonomy. Beauchamp
and Childress (1994) argue that both Emmanuel Kant
and John Stuart Mill helped establish the philosophical
basis for valuing an individual’s self worth and the
individual’s rights to determine goals. The Nuremberg
Code (1949) and the United Nations Universal Declara-
tion of Human Rights (1948) acknowledge a basic
human right of autonomy. Legal traditions have also
helped shape expectations about patient autonomy and
patient rights to be informed of and consent to medical
treatment (Wear, 1998). McCullongh and Wear (1985)
described a ‘new ethos of patient autonomy’ that has
arisen in the face of benevolent but patemalistic (*doctor

NICOTINE & TOBACCO RESEARCH  S69

knows best’) practices. Increasing governmental regula-
tions on formal informed consent procedures and
research have influenced the modern context in which
patients deal with health care (Wear, 1998).

Public health ethics overlap with biomedical ethics but
also have some distinctive emphases (Mann, 1999).
Working in the public health field of family planning
information, which can involve both one-on-one clinical
encounters as well as diverse social sources of informa-
tion, Freedman (1999) argued that censorship of infor-
mation about reproductive and sexuval health violates
individual human rights. Freedman wrote: ‘Women need
and want reproductive health services because they want
— and have — a fundamental human right to live lives that
are free from unnecessary physical and mental suffering,
and that permit the exercise of fundamental freedoms” (p.
147). Similarly, censoring information on genuine risk
reductions to individual smokers restricts the ability of
smokers to exercise their fundamental freedoms to make
choices that can have dramatic effects on individual
health risks.

In public health, benefit to the many can override the
rights of the individual. Public health interests should
prevail when there is low cost to the individual and high
benefit to society (Annas, 1999). For an individual
smoker who will not give up nicotine use, the benefits of
snus or medicinal nicotine could be profound to the
individual (and possibly to society), while the costs to
society are far from clear and convincing.

Clear and convincing evidence needed

In law there are three standards of evidence, in order of
increasing stringency: (1) the preponderance of the
evidence, where a conclusion is ‘more likely than not” to
be true; (2) clear and convincing evidence, producing
firm belief or conviction; and (3) evidence beyond a
reasonable doubt. Clear and convincing evidence has
been required in court cases involving issues like
quarantine, where an individual’s rights are suspended to
protect the public from the risk of spreading a serious
disease (Annas, 1999).

Two principles have been emphasized in determining
whether public health interests should override individ-
ual health interests: proportionality and probability. The
limitation of rights ‘must be proportional to the public
health interest and its objective.” (International Federa-
tion of Red Cross and Red Crescent Societies and
Frangois-Xavier Bagnoud Center for Health and Human
Rights 1999, p. 48); and ‘The risks to the public must be
probable, not merely speculative or remote.” (Gostin &
Mann, 1999, p. 67). :

The language of the prospects for adverse public
health effects is decidedly tentative with little indication
of adverse public health effects being either probable or
proportional. The Institute of Medicine report (Stratton et
al., 2001) notes: ‘Both Pauly & colleagues (1995) and
Hughes (1998) raise the possibility that the introduction
of PREPs and their promotion as less harmful ways to
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smoke could lead to increased initiation.” (Stratton et al.,
2001, p. 73); and ‘The major concern for public heaith is
that tobacco users who might have otherwise quit will
use PREPs instead, or others may initiate smoking,
feeling that PREPs are safe. That will lead to less harm
reduction for a population (as well as less risk reduction
for that individual) than would occur without the PREP,
and possibly to an adverse effect on the population’
(Stratton et al., 2001, pp. 8-—4; italics added.)

When risks from a product are relatively smali, the
level of increased use needed to maintain a public health
equilibrivm (no changes in population-level problems)
becomes very high (Kozlowski, Strasser, Giovino, et al.,
2001).-The risk to individuals from medicinal nicotine
seems to be so low that it is not possible for use to
increase enough to cause a net public health loss: If risks
from these often over-the-counter products are less than
0.1% (1 per 1000), then use would have to increase over
1000 times to cause an equal public health problem
{Kozlowski, Strasser, Giovino, et al., 2001). For a
product like snus, if the risk is even 1% that of cigarettes,
use would have to increase 100 times to equal the
problems from cigarettes. If the risk from snus were as
much as 5% that of cigarettes, use would still have to
increase an unlikely 20 times for the public health
problems to equal those from cigarettes.

Other issues that might prevent public health
advice

Are addicts in a position to freely choose?

To hold that adult nicotine addicts are too impaired by
their addiction to give informed choice is not in keeping
with prevailing legal traditions on competency. Nearly
every individual is assumed to be competent to choose,
unless proved otherwise (Wear, 1998).

Are any harm reduction products warranted?

At Jeast one distingnished public health scientist has
raised doubts about whether harm reduction products are
needed at all (Pierce, 2000, p. 227). He stated that
prevention and cessation programs should possibly be
the sole focus of controlling smoking-caused disease.
This position can be seen as an extreme form of
neglecting the right of smokers to make informed
choices. If complete abstinence is nof the only way for an
individual smoker to significantly reduce health risks
from nicotine addiction, then the rights of smokers to be
informed of this is still in opposition to an exclusive
emphasis on prevention and cessation.

Should we provide advice in the absence of proper
governmental regulation?

The failure of governments to establish any effective
regulation of tobacco products can be seen as arguably
the greatest failure of public health policy for the past

100 years. I have recently been in a meeting with several
distinguished scientists and opinion leaders interested in
smoking-related public policy and regulation. The major-
ity of these individuals expressed an unwillingness to
express any public opinion about would-be harm reduc-
tion products for tobacco, until such time as proper
regulatory/evaluation systems were in place to unequivo-
cally judge the degree of harm reduction afforded by the
products as used by society. (This might be viewed as in
keeping with the position of the Institute of Medicine
report.) Clearly the best of all possible research has not
yet been done on snus or medicinal nicotine, but, equally
clearly, it is wrong to assume that we lack practical
scientific bases for estimating that there will be harm
reduction to individual smokers from these products.
Though it is important to attain proper regulation over
tobacco and harm reduction products, this goal is
logically and ethically independent of the need to
provide smokers today with what information we do
have about the risks of various products.

Shouldn’t manufacturers do their own promotion?

T have also heard colleagues say that manufacturers of
these products don’t need our help to promote their
products. But that should not be justification for avoiding
any positive comment or support for information that
might reduce for individual smokers the harm from
smoking. Note that the public health community has not
similarly left all advice or encouragement about prod-
ucts—vaccines or seat belts or condoms (another harm
reduction product).

Public health approaches to informing smokers of
harm reduction options

1 am not primarily calling on the medical profession to
talk with their noncompliant smoking patients about
harm reduction. A broad-based model for public health
interventions can be found in work on reproductive
health. In the area of reproductive health and the right to
information, it is argued that comprehensive program-
ming is needed to inform individuals (Cohen, 1994).
Such programs should include mass media advertising,
message placements in TV programs, and systematic
training of health professionals to discuss the needed
information (Freedman, 1995).

Public health policies should be assessed for their
affect of human rights

The late Jonathan Mann was-a leader in calling for
formal assessments of the impact of public health
policies on human rights (Gostin & Mann, 1999; Mann
et al., 1999). Figure 1 is derived from some of his work
{Mann et al., 1999). The best policies are those that
protect human rights as well as promote public health.
Mann noted that it was a violation of human rights on the
part of governments to not provide honest information



186

NICOTINE & TOBACCO RESEARCH S71

for stcase Control and Prevention, the Robert Wood Johnson
Found and the American Legacy Foundation. The author wishes
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Figure 1. Schematic showing the interactive relationship

between public health policy and human rights. The best policies
are those that are consistent with human rights. Low-tar
cigarettes are both poor public heaith policy and in violation of
human rights to information.

about the dangers of cigarettes (Mann et al., 1999). Low-
tar cigarettes are designed to reassure smokers and keep
them smoking (Kozlowski & Sweeney, 1997) but do not
reduce health risks to smokers (Burns et al., in press).
This is both a violation of the human right to know and
a counterproductive public health measure.

Cigarettes kill about half of those who smoke them
(English et al., 1995; Peto et al., 1994; U.S. Department
of Health and Human Services., 1989). It is urgent to
inform smokers about options they have to reduce risk.
This needs to be done in ways that inform smokers as
fully as possible that never starting and complete quitting
as soon as possible are the best choices to promote
health, while also indicating that spus or medicinal
nicotine (the latter more than the former) would be
preferable to continued smoking. Also, complete sub-
stitution of these products should be encouraged over
mixing them with continued smoking. The harm reducs
tion message will be complex. There will be many ways
to give it. Some will misinterpret even the most artfully
framed message. Notwithstanding, public health policy
in this instance lacks compelling justification to override
the human rights of the individual. Individuals have the
right to such health relevant information.
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Editorial

Applying the risk/use equilibrium: use medicinal nicotine now

for harm reduction

Both the recent Institute of Medicine (IOM) report’ and
the article by Henningfield and Fagerstrom® in this issue of
Tobacco Control consider the value of adding harm
reduction products to the main public health strategies for
dealing with tobacco use—prevention, cessation, and pro-
tection of non-smokers from tobacco smoke pollution. *
Harm reducing products are those that lower total tobacco
caused morbidity and mortality, even though these
products might involve continued exposure to one or more
tobacco related toxicants. The IOM committee developed
a testing strategy to assess which products (tobacco or
pharmaceutical) are truly harm reducing, along with
surveillance and regulatory principles for the protection of
public health. Henningfield and Fagerstrom® discussed the
possible benefits from an uncontrolled harm reduction
“intervention” in Sweden involving Snus (Swedish moist
snuff) and to some extent nicotine replacement
pharmaceuticals or medicinal nicotine (MN).

It will take years, if ever, before any battery of IOM-type
tests will be in place. Given the probability of legal and
political battles, the final form of testing and regulation
may be far from adequate, leading to further decades of the
promotion of ostensibly reduced risk products falsely reas-
suring tobacco users, Cigarette smoking remains the single
leading preventable cause of death in most developed
countries’ and a major cause of current and future deaths
in developing countries.® For health, non-smokers should
never start smoking, and current smokers should become
former smokers as soon as possible. Harm reduction, if
done well, offers additional promise. Once it was hoped
that lower tar cigarettes would have harm reducing proper-
ties and be good for the public’s health,” but, on current
evidence, they have been a public health disaster.*"

Strongly prefer harm reduction products with the
largest effects to those with small effects

One harm reduction strategy is to alter cigarettes to try to
reduce or eliminate toxic ingredients. Such altered
cigarettes are of obvious interest to the cigarette industry.
But there are serious practical challenges 1o assessing the
impact of small changes. Scientifically, smaller effects are
harder to identify than are larger effects. Reliably finding
smaller effects requires more reliable measures and larger
samples.”” In other words, more expensive, longer term
studies will be needed to determine, for example, if a2 prod-
uct change has caused a 5% reduction in risk than an 80%
reduction. The proposed IOM testing methods need to be
applied to these new tobacco products before any
recommendations can be made about novel, small change,
reduced risk products; therefore, it will be years before it

will be possible to assess with confidence the health risks of
changes in cigarette formulations or other burned/heated
tobacco products (for example, Eclipse, Accord, Advance).

Our strategy is 1o start with the least risky nicotine deliv-
ery products and try to judge if it is reasonable at the
present time to recommend that smokers use them for
harm reduction. We have concluded that: (1) smokers who
cannot or will not stop using nicotine in cigarettes should
be encouraged to use MN as their only source of nicotine;
and (2) never smokers should not be encouraged to use
nicotine in any form. We are not advocating the mixing of
cigarettes and MN.

From the point of view of someone treating an
individual with a health problem, risks and benefits are
weighed, and decisions are made on the basis of current
evidence—often flawed and inconclusive. For the
individual smoker, there is no doubt that MN, in the form
of pharmaceutically tested products such as gum, patch,
nasal spray, is less dangerous than continuing smoking. We
concur with the IOM report “that for persons addicted to
nicotine, a nicotine containing drug product is preferable
to a cigarette or other tobacco containing product as a
chronic source of nicotine”(pages 7-20).! Henningfield
and Fagerstrom® also suggest that medicinal nicotine may
be preferred to Snus as a less dangerous product.

The case for the individual smoker is clear, but the case
for public health has been questioned. In discussions of
harm reduction products for cigarettes, we have often
heard participants (including some of us) argue that a less
dangerous product might encourage use so much that the
reduced risk for individuals sums to greater risk for the
entire population. What if more people use MN?

Applying the risk/use equilibrium

To evaluate the possible problems caused by increased use
of a less dangerous product, it is helpful to consider what
might be called the risk/use equilibrium—an equilibrium
achieved by increasing use as risk decreases. Maintaining
this equilibrium constitutes a public heaith stalemate. To
the extent use rises faster than risk is decreased, public
health will be increasingly disadvantaged. To the extent
risk is decreased faster than use rises, public health will be
advantaged. Figure 1 shows a plot of the relation between
level of risk and the increase in the number of users (as a
multiplier) needed to achieve an equilibrium, or, in other
words, no increased population level risks.

MORTALITY RISKS FROM MEDICINAL NICOTINE
A carcinogen-free, unburned nicotine source, free of all
other smoke toxins, is not widely expected to cause cancer,

www.tobaccocontrol.com
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Figure 1 The riskiuse equilibrium. Each point on this curve indicates the
multiplier needed to achieve a constant level of population risk, given
specific levels of decreased danger per user. For example, if 100 individuals
used a product with full danger (for example, killing 100% of users), 10
times that number (1000 individuals) would need to wse @ product that
had 90% decreased danger, w achieve an equal health problem (100 dead
in each instance). The formula is Y = 100/100-X, where Y = multiplier
and X = decrease in danger, expressed in percentages. If danger is 0.1%,
wuse would have to increase by 1000 times 1o produce a problem of the same
magnitude as the full risk product (not plotted on figure). For g given risk
on the curve, use that is increased by a smaller multiplier represents a
public kealth benefit, and use that is increased by a larger multiplier
represents a public health (population level) cost. (See text for more
derails.)

chronic obstructive lung disease, or fires—all causes of
tobacco attributable mortality.” (Nicotine should be
avoided during pregnancy, but cigarettes cause greater
problems for reproductive health.” ') Most concerns about
mortality effects in users of MN focus on possible effects
on cardiovascular disease,” '* so we will take a closer look at
MN and cardiovascular disease.

The toxicological literature is mixed on the relative dan-
gers of nicotine alone versus cigarette smoke for cardiovas-
cular disease. Although nicotine can increase heart rate,
blood pressure, and cardiac contractility, MN does not
seem to produce many of the cardiovascular risks of
cigarette smoke.' ** Unlike cigarettes, MN does not appear
to promote platelet aggregation.”” " MN has no carbon
monozide. MN {gum) was shown to not have adverse
effects on coronary circulation.”” MN (nasal spray) was
found to not have adverse effects on blood lipids (for
example, high density:low density lipoprotein cholesterol
ratio).”

Epidemiological research provides a better estimate of
actual cardiovascular risks from MN. Although there were
some early media reports of cardiovascular problems
caused by MN (in particular, the nicotine patch),” subse-
quent research supports that MN has very low
cardiovascular risk. Up to five years of nicotine gum use in
the Lung Health Study was unrelated to cardiovascular
diseases or other serious side effects.” * Other research has
found no excess risk of myocardial infarction from the
nicotine patch in the general population™ or even in
patients with cardiovascular disease.” A meta-analysis of
35 clinical trials (5501 active patch, 3752 controls) found
no evidence of cardiovascular or other life threatening
adverse effects caused by MN, and noted that: “The results
of this meta-analysis indicate that very large studies would
be needed 1o assess the effect of the patch, if any, on seri-
ous, rare outcomes.” Based on current epidemiological
evidence (which might change with more data on longer
term use), MN has small to negligible effects on cardiovas-
cular disease in former smokers. Some may say that it can-
not be established that MN is “safe” (without any excess
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risk). This may be true, but it is fatuous to treat such a
statement as an argument, in and of itself, against the use
of this low risk product for both individual and public
health care. We think the risk/use equilibrium needs to be
considered.

HOW MANY PEOPLE WOULD USE MEDICINAL NICOTINE?

MN use by never smokers is likely to be rare. In a study of
nicotine replacement therapies in the UK and Sweden,
Ramstrom” found no cases where Nicorette gum was
being used by someone who had not used tobacco
previously. Note that over-the-counter (OTC) MN has
been available for several years in the USA, and there is no
evidence of emergence of 2 MN abuse problem in never
smokers.” We find it hard to expect that more that 10% of
former smokers might start using MN—but many of them
might be spared from returning to cigarettes by using MN.
Fifty per cent use of cigarettes by adults (males and
females combined) appears to be close to a maximum use
levels for cigarettes world wide,” but it would be unlikely
that MN would ever be used by more half of smokers.
Sumiming the projected use of MN by current and former
smokers, we would expect a lower limit on use of about
10% and an upper limit of about 35% of adults.

POPULATION LEVEL RISK
We have not put an exact number on the mortality risks, if
any, from MN, but our best estimate is that the risks of
these often OTC medications are extremely small. For
example, if the risk were less than 1/10 000, use would have
to increase by over an impossible 10 000 times to cause an
equivalent level of problems! On current knowledge, MN
use could not increase to a degree that there would be a net
public health loss.

The complete public health picture is, of course,
somewhat more complicated. Except if MN prevented
never smokers from becoming smokers, never smokers
who started using MN would be increasing risk somewhat,
not decreasing it. As noted above, however, increased use
by never smokers and ex-smokers is an unlikely outcome
unless the MN industry were to embark on marketing
efforts designed to encourage never smokers and
ex-smokers to take up MN. On current knowledge, we
would not recommend that smokers use MN to reduce
cigarette intake. Mixed use of cigarettes and MN will
occur, despite recommendations to the contrary. A much
more complex and complete model of use and risk is being
developed™ that will estimate risks of different patterns of
starting, continuing, and quitting product use. Such a
model may be important for judging the value of harm
reduction products with less promising risk reducing
effects than MN.

Use medicinal nicotine for harm reduction now

The public health community should send a strong
message now that the best harm reduction strategy for cur-
rent smokers, after abstinence, is MN, While others will be
promoting tinkering with cigarettes to reduce tobacco
risks, we think these modifications are unlikely to produce
worthwhile changes in risk and will take years of research
to evaluate their actual level of risk. Henningfield and Fag-
erstrom’ show evidence that Swedish Snus offers harm
reduction compared to cigarettes, but we would
particularly support the use of MN as a more powerful
harm reduction product carrying less public health risk. As
has been pointed out by others,” the current regulatory
system is upside down, with the more dangerous products
{that is, tobacco products) receiving the least regulation
and the least dangerous products (that is, MN) subject to
the most stringent constraints, If tobacco companies are
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unregulated or under regulated, they may well find ways to
drown out the messages of medical and public health pro-
fessionals regarding the least dangerous form of nicotine
delivery. Medical and public health authorities should
advocate for MN products that provide doses of nicotine in
forms that are as affordable and reinforcing as the more
toxic tobacco products. They should also advocate for the
long term use of MN by those who need it, as has been
advocated by Rodu and Cole.” Considerable work needs
0 be done to inform consumers that MN is the least toxic
way to get nicotine. One anecdotal report, for example,
suggests that some smokers believe that MN is more likely
10 cause heart attacks than traditional cigarettes.” Many
adults may perceive MN as a sign of weakness, with
tobacco use associated with freedom and the pursuit of
pleasure (KM Cummings, personal communication, April
2000). Such an image needs to be changed. If empirical
evidence related to MN changes, and making MN more
reinforcing might lead to more adverse effects, advice may
need 1o change. For now, we think it is urgent to promote
complete substitution of medicinal nicotine for cigarettes
for harm reduction in smokers.
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Chairman ToMm DAvis. Mr. Sweanor.

Mr. SWEANOR. Thank you very much. I'm also going to be speak-
ing on my own behalf, rather than organizations that I work with.

My name is David Sweanor. I'm a lawyer based in Canada. I've
spent just over 20 years now working full time on a whole range
of tobacco-control policies in Canada and around the world, many
of which I believe have been very successful and certainly had sig-
nificant impacts in overall consumption; and issues of toxicity re-
duction is something that I'm very interested in.

I think, to put it all in perspective, what we're looking at by way
of policy in tobacco control and public health goals, is we're trying
to reduce death and disease as much as we possibly can; and
there’s really three ways we can do that: We can prevent the onset
of tobacco use, we can encourage and facilitate cessation, and we
can reduce toxicity for those people who don’t quit.

This is an incredibly important task, given the size of the health
problem; and you all have heard that from many people. I need not
repeat it, but I think it’s worth noting a few things about the lack
of information smokers have.

Many smokers believe light cigarettes are significantly less haz-
ardous. I think that is one of the most pernicious frauds that either
of our countries currently face. They also believe that nicotine
causes cancer and, as a result, they’re less likely to use approved,
effective nicotine medications to help them quit. If they do use
them, they won’t use as much as they should or for as long as they
should. They also believe that smokeless tobacco causes cancer
every bit as much as smoking, hence are less likely to use it.

Well, is there a way out of this mess? I think there is because
at least theoretically, if we look at this, nicotine is the primary rea-
son why people smoke, but combustion is the primary reason
they’re dying. Were we to introduce cleaner delivery systems at
least in theory that makes a whole lot of sense, and if we're able
to do this through some sort of regulated framework from a body
that FDA would make available I think reduced toxicity could real-
ly complement what else we’re doing on prevention of onset and
cessation.

I don’t think this is just theoretical. When we look at alternative
products, we know, for instance, that medicinal nicotine products
have been used by some people for long periods of time with no in-
dication of adverse effects. We also know that many other countries
have approved these medicinal products, things like patches and
gum, etc., for uses that are not approved for here; that it can be
used longer term; it can be used for smoking reduction; it can be
used for temporary abstinence, relapse prevention.

In the case of smokeless tobacco, there is an absolutely fascinat-
ing example from Sweden where a market has been transformed
from one that was dominated by combustion-based delivery to one
now dominated by smokeless products, and the smokeless products
simply don’t have the same sort of health impact. The disease rates
in Sweden follow the trends of smoking rates, not the trends of
overall tobacco use.

So were we to move on this I think we do need to look at some
sort of comprehensive oversight. It has to be something like FDA
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and for various reasons, in terms of protecting public health, giving
consumer protection and actually allowing the market to function.

We need to have answers to some questions such as just how
much less risky is a product compared to cigarettes on a one-for-
one basis. I think that’s an easy determination to make with medic-
inal products. I think it’s an easy determination to make for low-
nitrosamine smokeless products. But what about the whole range
of other products that people are bringing out? How do we make
that determination? How do we look at what impact these products
will have if they only replace some cigarettes? Where do we put
these products on a range of the continuum of risk so that we can
give people information about where they can be in terms of rel-
ative risk? How do we make sure these products aren’t going to
interfere with cessation or encourage uptake of smoking? And how
do we communicate messages?

I think this is an absolutely critical issue now because even if to-
bacco companies were to give totally accurate information that
could truly save people’s lives, nobody will believe them. There has
to be some way of giving information to the public that the public
will actually understand and trust. These are very tough issues. I
think we know where we need to be. There’s a serious question of
what do we do in the meantime and how do we get there.

I think certainly as a preliminary step we should be looking at
the FDA and the FTC, using the regulatory authority they already
have over medicinal products to liberalize that market, make these
products more widely available for a wider range of indicated uses.
That’s a first step.

I think it should be fairly quick to move on issues like low-nitros-
amine smokeless tobacco products, but I think we also need discus-
sion, getting more dialog because, ultimately, we’re in a situation
now where there’s no longer a question of whether there will be al-
ternatives to cigarettes or whether consumers will get information,
it’s how do we evaluate these products and how would we make
sure they get accurate communications?

Thank you.

Chairman Tom Davis. Thank you very much.

[The prepared statement of Mr. Sweanor follows:]
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Thank you very much for the opportunity to appear before this committee to talk about a truly critical issue
for global public health.

My name is David Sweanor, and I am counsel to the Non-Smokers’ Rights Association [NSRA] in Canada,
an organization I have worked for for over 20 years. NSRA has been a primary driver for a very full range
of public health policies aimed at reducing the toll from tobacco. These include health-oriented tobacco tax.
policies, restrictions on tobacco sales, comprehensive restrictions of tobacco advertising and promotion,
detailed package-based heath information — including picture-based warnings covering 50% of packages
and package inserts giving additional health information, comprehensive disclosure of additives and sales
data, and regulatory authority over tobacco manufacturing standards. These policies have played a key role
in very significant drops in Canadian tobacco consumption, which have outpaced US declines. Last year
alone, and largely due to very significant cigarette tax increases, per capita consumption in Canada fell by
8%. I believe that this is two to three times the rate of decline in the US.

In addition to my work in Canada I have, for many years, been very involved in tobacco control issues in
this country, and globally. It is because of my interest in global public health, iy long-term interest in
applying harm reduction principles to tobacco, and the strong policy interactions between Canada and the
United States that I welcome the opportunity to speak to you today.

The public health goals for tobacco policy

It is possible to articulate a concise view of the public health goals of tobacco control activities. The
ultimate goal is to reduce death and disease as much as is practically possible within the constraints of law
and with respect for human rights. To achieve this goal there are essentially three broad areas of
intervention, We must expand current efforts that aim to prevent smoking onset and that encourage and
facilitate cessation but we must also reduce the toxicity for those who continue to use tobacco.

While many nations have done much to try to prevent onset of smoking, far fewer have made significant
strides in promoting and facilitating cessation, and almost none have moved significantly on issues of
toxicity reduction. This is 2 major concern to me since preventing the uptake of smoking, even when
successful, will not have a significant impact on disease rates for another 20-30 years due to the lag
between the onset of smoking and the development of the resulting diseases. To put this into an American
perspective, the World Health Organization estimates that roughly 10 million Americans will die as a direct
result of cigarette smoking in the next 20 to 25 years. All of these people are currently smokers, most say
they’d rather not be smoking, and only cessation and toxicity reduction can impact on this unfolding
tragedy.

In short, the status quo is horrible. Cigarettes dominate the market, and will kill roughly 50% of their long-
term users. Most individuals who want or need nicotine on a long-term basis meet this need via cigarettes
and far too few turn to FDA approved Nicotine Replacement Therapies such as the patch, oral inhaler, and
lozenge. FDA approved products have slowly increased but consumers have far too few choices, the
development of long term replacement products have been stymied by FDA regulatory roadblocks, and
there has been no meaningful consideration of using these products for long term harm reduction.
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There may be a way out of this mess,

Nicotine is the printary reason for tobacco use. It provides various pharmacological effects sought by many
smokers. But it is also, especially when delivered through cigarette smoking, highly addictive. Yet nicotine
itself is apparently responsible for only a very small part of the health damage caused by tobacco use. The
reason smokers are dying in such great numbers is that they are obtaining their nicotine through the
repeated inhalation of smoke. Nicotine provides the demand for tobacco, but it is combustion that is the
principal reason for the morbidity and mortality.

Simply put, cigarettes are an exceedingly “dirty’ delivery system for the drug nicotine.

Reduced risk products for smokers are a viable concept and, properly regulated and marketed, can
complement efforts to reduce smoking onset and assist overall cessation efforts. We should do far more to
motivate and facilitate cessation. But for those not currently ready, willing and able to totally cease all
forms of tobacco and nicotine, toxicity reduction is the only alternative to a continuation of the current
epidemic of smoking-caused disease and death.

The ability to provide reduced-risk forms of nicotine is not merely theoretical. Several countries now
permit medicinal nicotine products, such as the patch and gum, to be widely available and to be used in
place of cigarettes for purposes such as smoking reduction, temporary abstinence and relapse prevention.
Some consumers are also using these products for long-term avoidance of smoking and doing so with no
apparent ill effects. Clearly, the risk of these products is miniscule compared to the risk of cigarettes.

In addition, Sweden has witnessed a truly fascinating transition from a market dominated by cigarettes to
one where smokeless tobacco is now more commonly used. The smokeless tobacco in that country is
manufactured according to standards designed to reduce toxicity, and recent studies from that country have
failed to show this form of tobacco to be the cause of any cancer. Recently, the regulatory requirement for a
cancer warning on these products was actually removed. Sweden has rates of tobacco use very similar to
other Scandinavian countries, but has much lower tobacco-related death rates, and this difference can be
largely explained by the fact that so many Swedes use smokeless tobacco rather than smoking cigarettes.

Sweden is an interesting case study for many reasons. Perhaps the key lesson is that it is possible to offer
consumer-acceptable alternatives to cigarettes that have massively reduced risks compared to cigarettes.
This does not necessarily mean that we should all simply encourage the use of ‘snus’, but we certainly
should look in detail at the Swedish experience when considering the risks and benefits of offering less
hazardous substitutes for cigarettes. In fact, given the wealth of experience and data that can be obtained
from Sweden [not to mention very different opinions about this data from the Swedes themselves] it is
surprising to me that detailed analysis of the Swedish experience has not been more of a priority.

Replacing ‘dirtier” delivery systems with cleaner ones is an obvious measure to take in efforts to reduce
toxicity for those who are going to continue using nicotine. Different nicotine delivery devices will have
differing levels of risk. Theoretically we could place all these products on a spectrum and look at ways to
give information and other incentives that would encourage consumers to move toward the lowest risk.
products that can stili meet their needs. And one could also imagine a system of incentives that would
encourage manufacturers to work to create products with lower and lower toxicity levels.

But, like most seemingly straightforward public policy solutions it gets rather complicated in the real
world. If it were truly easy to prevent a half million deaths a year in this country I am sure these hearings
would not even be necessary since the corrective measures would have been taken many years ago.

The complicating issues
We need to avoid making new mistakes and we need to avoid unnecessarily adding to the death and illness

caused by past mistakes. Millions of smokers smoke ‘light” and ‘mild’ cigarettes in the false believe that
they are actually safer. It took years for independent scientists and governments to discover that these
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products are actually part of a massive consumer deception on relative risk. An effective harm reduction
strategy must begin with an end to all forms of deception on relative risk and comprehensive science based
regulation of all tobacco products and the marketing for those products. There needs to be a governmental
agency that knows the whole truth about the relative health risks of different products and that is in a
‘position to insure that consumers are provided the whole truth in a non-misleading way that promotes the
overall public health. Without comprehensive regulation both the government and consumers cannot be
sure they have complete information or the tools to best protect the public health.

Regulaﬁon is only a first step, and is not an end in itself. It needs to be based on clear goals. Here, briefly,
are some of the issues I think we need to consider when looking at potential reduced-risk products:

1} Whatis the degree of certainty that we want to have that a product truly dees reduce risk
compared to standard cigarettes? On a one-for-one basis this is not a difficulty when looking at
medicinal nicotine products such as the patch and nicotine gum that arc already fully regulated. It
should also not be a difficulty with low nitrosamine smokeless tobacco, given the massive
differences in potential disease risk compared to cigarettes, if there was a mechanism that could
stipulate the actual level of nitrosamines and other harmful substances in these products, If all
cigaretie use were simply replaced by medicinal nicotine and low nitrosamine smokeless tobacco
products the death rates would be massively lower. But there are many products, especially
combustion-based products, where the degree of risk reduction is by no means understood. There
needs to be some system in place that can credibly evaluate the relative risks of all tobacco
products.

2} ‘What about the risk from a preduct that only replaces some cigarettes? It is quite possible
that a product could be far less hazardous than cigarettes, but replace so few of the cigarettes that
semeone smokes that it would have no apprecisble impact on risk. Yet if smokers believe such a
produst to have significant health benefits they are, once again, being deceived. How can we
develop guidance on issues of ‘smoking reduction’?

3) How can we effectively place various current and future products on a ‘continuwm of risk’
so that we can communicate to users the information they need to make fully informed
decisions? Many smokers believe that ‘light” cigarettes are significantly less hazardous than
regular cigarettes, which is perhaps the greatest consumer deception of our time. Consumers also
believe that the “tar’ and nicotine listed on ads is what they actually get from smoking various
cigarettes. As shown in Appendix 1, many also believe that nicotine causes cancer and that using
smokeless tobacco is as deadly as smoking, In addition most harbor misunderstandings about the
workings and potential risks from medicinal nicotine that only serve to keep them from availing
themselves of these proven safe and effective means of quitting smoking. This level of cenfusion
about such a critical public health issue is truly alarming, and could possibly even worsen as new
and unregulated products hit the market.

4) How can we prevent efforts at toxicity reduction from undermining our efforts on cessation
and prevention of uptake? The main planks of good public policy should be complementary
rather than adversarial. If the promise of toxicity reduction reduces quitting or encourages more
people to enter [or re-enter] the market the unintended consequences could negate any potential
health gains from the intexvention. This is the reason that meaningful regulation of both claims
and how potential harm reduction products are marketed is critical.

5) Who should com icat ges to the public? One of the realities of the present
environment, and one borne out by the history of foods and drugs prior to the existence of the
FDA, is that without strong government oversight those with a vested interest in selling products
should not be trusted to communicate full and truthful information. With foods and
pharmaceuticals there are now stronger grounds to believe claims due to the intervention of 2
credible, objective and expert third party. Such third party validation is as important to tobacco
companies as it is to public health. Even a tobacco company that tried to tell the truth about a
massively reduced-risk product would probably not be believed in today’s environment. It is
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critical that FDA be given effective authority over all tobacco products in order to ensure that
consumers are not misled about the relative risks of different products, including reduced risk
tobacco/nicotine products.

6) How can we be assured that the messages conveyed to the public are being appropriately
interpreted? What if smokers believed that smokeless tobacco was something they could switch
to after they developed a smoking related disease like lung cancer? What if they came to believe
that all smokeless tobacco [including, say, that sold in Sudan or Central Asia] had the same risks?
There appears to be a strong need for an institutionalized form of post-marketing surveillance,
both to assess attitudes and behaviors.

7} How do we stay on top of what could be a rapidly changing environment? Approximately 45
million Americans spend roughly $80 billion a year buying a dirty drug delivery system that is
killing over 400,000 of them — and tens of thousands of non-smokers — annually. If this market
were subject to effective FDA regulation that actually promotes competition based on good
science - and marketing that is not misleading - privaie enterprise and informed consumers would
cause a marketplace revolution. Just as did the legal reforms on foods and drugs in 1906 and 1938.

These are tough issues. But the need to address them is truly momumental. Your fellow citizens are dying
from tobacco use, but they are also dying for want of truthful information on relative risks and from a lack
of viable alternatives to cigarettes. There is a need for prompt action. The FDA and FTC already have
authority over medicinal nicotine. I would hope that they would begin an immediate examination of how
they might use their existing authority to expand the availability of these products and to explore their
potential for harm reduction. Smokeless tobacco products could also be 2 key part of a harm reduction
strategy if a federal agency were given the authority to regulate the content of these products and how they
are advertised. I would hope that this, too, could be done quickly.

There are no easy answers. There is, instead, a need to balance potential risks and benefits, There is a need
to assess the science behind products and the best way to communicate relevant information to consumers,
and how best to regulate a market in order to give maximum protection for consumers. There is also a great
need to stimulate discussion on how to proceed. It is no longer a question of whether there will be
alternatives to cigarettes or whether truthful information on relative risks should be communicated to
consumers. It is, instead, an issue of how to evaluate products and of how to communicate informationina
way that complements public health goals and provides consumers with much needed information about
the relative risks of alternative products.

Thank you for your time,
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Data From: Informing Consumers about the Relative Health Risks of Different Nicotine

Delivery Products, K. Micheel Cummings, PhD, MPH, Gary A. Giovino, PhD, Maansi A. Bansal, Andrew
Hyland, PhD, Jan Hastrup, PhD, Berwood Yost, National Conference on Tobacco or Health New Orleans, Louisiana,

November 2001
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Chairman ToMm DAvIS. Dr. Burns.

Dr. BurNs. Thank you, Mr. Chairman and members of the com-
mittee. 'm delighted to be here in front of you.

I am David Burns. I'm a professor of medicine and professor of
family and preventative medicine at UCSD School of Medicine. I
was the editor of the monograph on low tar cigarettes for the Na-
tional Cancer Institute. I chair a committee for the State of Massa-
chusetts to advise them on the measurement of harm reduction,
and I sit on the Scientific Advisory Committee on Tobacco for the
World Health Organization which looks at regulatory issues. I have
also testified in litigation against the tobacco industry. My opinions
are my own and not any of those organizations.

I've been asked to address the issues of what lessons we've
learned from our experience with low tar and nicotine cigarettes,
and I think that there are several. The first of them is that no sin-
gle test can be an adequate measure of the risk potential for these
products. That is true not only because it is a complex issue. It is
also true because the user interacts with the product, and design
changes will lead people to use a product differently, and therefore
a single test or a single protocol cannot reflect that diversity of ac-
tual use.

The second lesson we’ve learned is that external tests of the
product are really not adequate. We need to have tests derived
from the use of the product in people who actually use it. The com-
plexity of transferring from chemical measurements to actual
human exposure is formidable, and it is not possible from simple
chemical measurements to understand the level of exposure that
individuals will actually receive. We need to assess the exposure
that occurs in the people who actually use the product, and we
need to base that assessment on what their other choices might
have been. A product that substantially lowers the toxicity of expo-
sure will not be a harm reduction product if the people who use it
would otherwise have quit smoking, and so the interpretation of
data from these products needs to be done in the context of people
who actually use it and what their other choices might have been.
The claims that are made quite obviously need to be based on
science, and we need to be sure that the claims made do not exceed
the existing science that is available.

Last, as everyone has told you today, harm reduction can only be
assessed in the context of adequate regulatory control by an agency
that has sufficient scientific expertise to interpret the data pre-
sented to it. Absent that regulatory control, we cannot ensure that
accurate information will be provided to the consumer.

I thank you for your attention.

Chairman Tom Davis. Thank you very much.

[The prepared statement of Dr. Burns follows:]
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My name is David Burns, and I am a medical doctor, professor of medicine and professor of family and
preventive medicine at the University of California, San Diego School of Medicine. I was one of two
scientific editors for the National Cancer Institute Smoking and Tobacco Control Monograph # 13 entitled
“Risks associated with smoking cigarettes with low machine measured yields of tar and nicotine”. I am also
chair of the scientific advisory group for the Massachusetts Department of Health Services charged with
examining the methods by which harm reduction can be evaluated, and I am on the Scientific Advisory
Comumittee on Tobacco for the World Health Organization examining the regulation of new tobacco
products. My Curriculum Vitae is attached to this testimony. My testimony today draws heavily on the
deliberations of those groups and excerpts from their published reports (SACTob 2003), but I am speaking
today as an individual and not as a representative of my university or of any group.

New tobacco products are being introduced for which reduced exposure, reduced toxicity, and reduced
health risk claims are being made. These products include cigarettes made with modified tobacco from
which established carcinogens were reduced/removed, products designed employing unconventional
advanced technologies and a variety of oral tobacco products.

Evaluation of these newer products should be informed by our understanding of, and experience with, so
called “light and ultralight cigarettes. Tobacco companies marketed products that claimed lower emissions
(Pollay and Dewhirst 2002) but in fact, these cigarettes did not deliver reduced uptake of toxicants or lower
risks to those who smoked them (Stratton et al. 2001; NCI Monograph # 13; SACTob 2002). There is no
existing regulatory structure to evaluate the scientific validity of current claims for existing or modified
tobacco products or to evaluate future claims (Stratton et al. 2001).

The lessons we have learned include:

1. A simple standardized testing protocol cannot asses the exposure or risk likely to occur with
different products. Human smoking behavior changes when products with different design
characteristics are smoked, whereas machines do not change their pattern of smoking in response
to the changes in cigarette design. Our etror in relying on tar measurement from a single protocol
driven machine measurement is not that the parameters of the test were set wrong, but rather that
the machine parameters that best mimic actual use are different for different styles of cigarettes.
‘When smokers smoke ultra light cigarettes with larger more intense puffs than full flavor
cigarettes, machine measurements using any single puff profile will not match the smoke delivered
by these cigarettes as they are actually used by smokers.

2. Smoke chemistry measurements may be useful to evaluate engineering changes in cigarettes
or the characteristics of the smoke produced, but they are not adequate measures of actual
human exposure. Because smokers smoke different products in different ways and may respond
to a given design change in an unanticipated manner, human exposure and risk can only be
reliably assessed by measurements made in human smokers.

3. Changes in risk must be evaluated for those smokers who actually use the product rather
than being based simply on the characteristics of the product. Low tar cigarettes were
marketed to smokers who were thinking about quitting rather than to smokers who would not or
could not quit. Even a product with real reduced toxicity in comparison to conventional cigarettes
will not reduce the harm caused by smoking if it is used by those who would otherwise have quit
or by those who had not previously smoked.

4. Claims must be constrained by the data available to support them. Because of the marketing
advantages of reduced harm claims, there is great risk that the claims made will exceed the
evidence to support them. For example, using evidence of changes in smoke chemistry to claim
reduced exposure or reduced harm is an over statement of the actual evidence available to support
the claim. The fact that it is difficult and time consuming to acquire the evidence to establish
differences in exposure or reduced harm does not justify making claims for which the evidence to
support them does not exist.

5. Harm reduction cannot be adequately considered without examining the marketing
messages used for the product. Messages communicated to the consumer, the groups targeted
by the marketing effort, and the proposed use of the product all define who will use a new tobacco
product and how it will be used. Messages that promote initiation of tobacco use, interfere with
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cessation or encourage use as a means of preserving and enhancing the level of addiction will
cause harm even if the product itself is less harmful than conventional cigarettes.

6. The meaning of a claim is defined by the understanding of the consumer not the
manufacturer. Marketing messages communicate to the consumer in a variety of ways inctuding
the words used, images presented and colors portrayed. It is the message received by the consumer
from a harm reduction marketing effort that is important in determining what the consumer
believes he or she is receiving when they purchase the produce and how they will use it. Methods
exist to determine what consumers will comprehend from various marketing strategies and these
methods should be used to prevent the delivery of marketing messages which communicate
inaccurate or misleading information.

7. Absent effective regulatory control of tobacco products, verification of manufacturer’s harm
reduction claims in time to prevent future consumer deception will be impossible.

EXISTING SCIENTIFIC KNOWLEDGE

Evaluating the potential for newer tobacco products to cause/reduce harm is complex, even if real changes
occur in the emission profile when they are used. Differences in human exposure and injury as well as the
influence of the product on cessation and initiation all need to be included in an assessment of potential
harm. Extensive reviews of the relative hazard of using existing cigarettes, and the changes in cigarettes
over the past several decades, conclude that evidence does not support a difference in disease risks with the
use of cigarettes with different levels of machine measured tar and nicotine yields or with product
modifiers such as light or mild. (Stratton et al., 2001; NCI 2001; Canadian Expert Panel 2001; SACTob
2002). The evidence available for newer tobacco products is more limited and is largely based on chemical
measurements and in vitro toxicity assays. The U.S. Institute of Medicine concluded that existing scientific
evidence is not sufficient to allow definition of differences between newly engineered tobacco products and
currently existing products for human uptake of toxicants, toxicity, or harm (Stratton et al., 2001). They
also concluded that a scientific methodology to establish toxicity and harm differences for these products
does not currently exist and that a structure for regulatory oversight would be essential to any scientific
assessment of claims for reduced harm (Stratton et al., 2001). However, the report also concludes that
emerging scientific understanding of disease mechanisms offers the promise of new and more specific
methods of assessing tobacco toxicity and harm.

Product characteristics that are important in evaluating the potential for barm reduction include cigarette
ingredients (particularly the type and blend of tobacco), design and engineering characteristics of the
product, and elements of the manufacturing processes that may alter the ingredients used. Quantities of
these ingredients by brand, and the design and manufacturing techniques used for the cigarette brand, are
usually not provided by tobacco manufacturers, but they are essential for evaluation of toxicity; and they
could be provided without any increased cost to the manufacturer. Patterns of actual use are also important
determinants of toxicity, since they influence the delivery of toxicants to the smoker. Compensation leads
smokers to use products differently based on the amount, rate and form in which nicotine is provided,
making exposure extrapolation from chemical measurements even more difficult (Djordjevic et al., 1995,
2000; Kozlowski et al., 1994, 1998; Kozlowski and O’Connor 2002).

Assessment of differences in human exposure and harm is complicated by differences in the demographic
characteristics and intensity of use of those who choose to use different products (Giovino et al1996;
Haddock et al., 1999, NCI 2001); by the difficulty in extrapolating from forced switching studies to actual
uses exposures (Benowitz 2001); by the reality that how products are marketed deterrnines who uses the
product; by what the alternatives are for the person switching to the product, and by the context in which
the product is used (Ashley et al., 2001; Health Canada 2002a,b).
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Harm To Non-Users/By-Standers

Many new products may claim reductions in environmental tobacco smoke generation and there is clear
reduction when shifting from burned tobacco products to products that heat rather than burn tobacco, or to
smokeless tobacco use. However, there may be an increase in secondhand smoke exposure if individual
smoking duration increases or if new products result in an increase in toxicants present in either sidestream
smoke or exhaled mainstream smoke. An additional concern is the reduction in smoke emissions may be
used to justify delay or reversal of resirictions on smoking in indoor environments.

Harm To The Population

The harm to the population is the net effect of the changes in harm to the individual users and the changes
in number of users who are exposed. A principal concern for all harm reduction products is that their
presence on the market will offer alternatives to cessation for those who are interested in quitting. If the
only users of a reduced harm product are those who would have quit in the absence of the product, or if the
number of smokers whose cessation is delayed or aborted by use of the product exceed the number of those
who would never have quit who are using the product, then it is likely that there would be a net increase in
harm to the population. This would occur even from the introduction of a product that could actually reduce
the harm for those individual smokers who would not otherwise quit. Conversely, it is possible that offering
harm reduction products might induce some smokers who would not otherwise have quit to use the product
and then begin a path that leads to successful long-term abstinence from tobacco. These products may also
play a role in enhancing the cessation success of those who are having difficulty achieving abstinence. The
potential benefits described here are theoretical, as no tobacco product has currently demonstrated such
benefits.

Population harm, therefore, is the net of the combined effects that harm reduction products and their
marketing have on the use of tobacco products and resultant population exposure to toxicants. This calculus
involves consideration of who is using the newer products and why; what the users alternative behavior
might have been; whether the availability of the new product increases the initiation of tobacco use with
that product; and whether, once initiated, users then transition to products with a greater degree of toxicity.
These concerns cannot be addressed without considering the marketing approaches and messages utilized
for harm reduction products as they are introduced in the marketplace. The experience with so called
“light” and “ultralight” cigarettes is not only that their marketing messages were misleading but also that
their marketing target included those who were thinking about quitting smoking (Pollay and Dewherst
2002). The risk that marketing messages may be used to intercept smokers who are on the way to cessation,
or to increase the initiation of tobacco use, must be part of any estimate of the net harm produced by newer
tobacco products. Monitoring of the rates of initiation and cessation are critical elements of any post-
market surveillance program.

Harm Due To Marketing Messages

Messages used to market purportedly less harmful tobacco products can create harm not measured by
changes in rates of tobacco initiation, use and cessation. Creation of a false perception of safety alters
population norms and beliefs about tobacco, may be used by young smokers to continue tobacco use since
they can switch to a safer alternative in the future, and may alter the perceived need for regulatory control
of products or of smoking behavior. In addition, the offer on the market of purportedly safer products may
be used by the tobacco companies as a demonstration that they have changed their corporate behavior and
are now acting responsibly, even if there is no meaningful effort to actually market the products. Harm to
society may accrue if these marketing messages slow the changes in social norms and the development of
regulatory controls that are effective in altering tobacco use.
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A Framework For Evaluating New Products

No operational regulatory model exists to adequately address the evaluation of the harm reduction claims
being made for products currently on the market or for products that are likely to be introduced in the near
future. There is also no scientifically validated testing protocol that would allow comparison of the injury
caused by modified (reduced toxicant) cigarettes with that of older more conventional cigarette brands
(Stratton et al., 2001). However, WHO has provided a scientific framework of questions that would need to
be answered in examining the claims made for newer products (SACTob 2003). The questions vary
somewhat for the different types of products.

Modified (reduced carcinogen/toxicant) Cigarettes

The ideal evaluation of any purported harm reduction product would be based on measures of disease
outcomes from human epidemiological studies of individuals followed before and after they switched to the
new product. For most disease outcomes, such studies would require very large populations followed for
long intervals and could therefore only provide information on changes that occurred many years in the
past. More timely examination of new products is important for both regulatory oversight and for
providing accurate public health advice to consumers. The data upon which this evaluation is made will, of
necessity, be more limited than that which would be available from epidemiological and other observations
made over long duration of use of the new product. Limitations of the data likely to be available make it
useful to conceptualize the evaluation as a set of questions that can be answered in series and which allow a
progressively more complete understanding of the actual benefits likely to be experienced by those who
switch to a new product. Conceptually this sequence would involve five measures: measures of smoke
emissions under conditions reflecting actual use, measures of smoke uptake in actual users of the product,
measures of addiction potential of the product, measures of injury from use of the product, and measures of
disease outcome.

Careful independent scientific review of existing data for each of these questions allow conclusions to be
drawn (and claims to be validated) for each question independently at a point in time when the data are
sufficient to support the claim. The separation of the questions, and of the data to support them, will also
avoid confusion about the type of claim that can be made from the data presented. For example, data on the
emissions generated by a cigarette might allow claims about differences in smoke composition but would
not, without measures of injury, allow claims for reduced toxicity. Allowing measures of smoke emissions
(machine measured tar and nicotine yields by the FTC/ISO method, or event the Massachusetts and Health
Canada methods which prescribe more intense machine smoking parameters) to be extrapolated to enable
claims of reduced uptake and reduced harm (light and mild brand designators) resulted in the consumer
being misled (SACTob 2002), and this experience should not be repeated with new tobacco products. If
claims are to be made by the manufacturer, it should be the responsibility of the manufacturer to provide
evidence supporting the claim to an independent scientific review before the claim is made. The claims
must be validated by the data presented, and claims that go beyond the data presented should not be
allowed. Absence of evidence, or absence of scientific methods to measure toxicity or harm, are not
legitimate scientific bases to allow claims of harm reduction from measures of smoke emissions.

The first logical step in examining a product having potential to reduce the harm produced by tobacco use
is to examine the characteristics of the product. Consideration of the ingredients used, both quantitatively
(type and amounts of ingredients, the blend of tobacco, reconstituted sheet tobacco) and qualitatively
(toxicity of burned ingredients), defines likely areas of scientific concern as does a description of the
engineering design and characteristics of the product. This information is currently available to the
manufacturer and can be provided at no additional cost.



205

The next step is to examine emissions from the product, again both quantitatively and qualitatively. There
are two dimensions to this question. The first is a comparison of the emissions of a product to other
products under standardized conditions, and the second is the evaluation of the emissions under conditions
of actual use. Smokers may vary in the way they use a single product (Djordjevic et al., 2000), and different
products may be used differently by the same smoker, making machine measured values derived using a
single set of smoking conditions misleading as an estimate of the smoke emissions actually arriving at the
smokers mouth when the product is used (SACTob 2002). A companion concern is quantitative and
qualitative measures of second hand smoke emissions.

Smoke uptake by the smoker, rather than smoke emissions, is the measure of intensity of exposure
important for predicting disease risk. Measures of uptake with actual (rather than laboratory) use of the
product are key to estimating uptake for populations of individuals who are likely to use a product. As they
are developed and validated, measures of the biologically effective dose (levels of toxicants in critical
target organs or tissues) may offer even more precise measures of smoke uptake for predicting smoke
toxicity (Stratton et al., 2001). Additional keys to assessment of differences in uptake that result from
differences in actual use of different products are understanding who is using the product and why.
Measures of uptake derived from comparisons of groups of users may be misleading if a large fraction of
those who switch to a new product are doing so in an effort to quit or cut down the amount that they smoke.
Valid comparisons of the differences in uptake attributable to differences in the products used must ensure
that the populations studied are using the products with similar intentions for maintaining the intensity of
their smoking behavior.

Bioassays for injury related to cancer, lung disease, heart disease, reproduction and development, or
neurobehavioral systems are essential to any examination or validation of claims of reduced toxicity. At
present, the evidence linking existing biomarkers to ultimate disease outcomes remains incomplete, and no
biomarkers have been validated for use in distinguishing the relative injury caused by different levels of
cigarette smoke uptake (Stratton et al., 2001). The potential exists for evolving scientific techniques to
make a meaningful contribution to the definition of early tobacco smoke related injury, but these
approaches remain future rather than current solutions. The absence of existing validated biomarkers of
injury from tobacco smoke is a scientific challenge to be overcome, but the absence of measurement tools
should not be used to justify claims of reduced injury or reduced harm based on smoke emission or smoke
exposure data.

One of the principal harms caused by tobacco use is addiction, and evaluation of the potential to create and
sustain addiction is an important component of any consideration of the potential harm that can accrue from
new and modified tobacco products.

Rates of disease ontcomes following tobacco use are the ultimate measure of harm from tobacco use. The
long time period required to generate this information for many of the diseases caused by smoking may
preclude its use in making regulatory decisions surrounding the introduction of new tobacco products, but
the importance of this information to understanding the harm caused by tobacco use makes collection of
this information a scientific imperative. No claim for harm reduction should be allowed in the absence of
evidence demonstrating reduced harm. The length of time required to generate such data is a reality that
results from the biology of disease, and it is not a justification for allowing claims in the absence of
evidence.

Once products are introduced into the market, there is a continuing need to monitor who is using the
products and why, changes in the product design/ingredients or marketing approaches after the product is
initially evaluated, and the impact of the product on rates of smoking initiation and cessation. Who the
target populations are for the marketing messages, what those target populations actually understand those
marketing messages to mean, and what the effect is for populations other than the target population, are
concerns requiring ongoing monitoring. Many reduced toxicant products may have the potential to either
increase or decrease harm depending on who uses them and what are the alternatives to their use. Absent
monitoring of these phenomena, it will likely be impossible to determine whether use of reduced toxicant
cigarettes by smokers provides a benefit or a cost to the population in terms of the damage and disease
caused by smoking.
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Products That Allegedly Heat Instead Of Burn Tobacco.

The issues to be examined for products that use processes other than tobacco combustion to deliver nicotine
are similar to those for reduced toxicant cigarettes. However, much greater attention is necessary to the
technology being employed and how it functions under a variety of smoking conditions. Assumptions that
these new technologies will be smoked with the same pattern of puffing as conventional cigarettes, will
continue to heat rather than burn the tobacco under all of the puffing conditions likely to be encountered by
consumers, or will not contain new constituents with undefined risks are not warranted and must be tested.
These products may also have different potential for creating of sustaining addiction than conventional
cigarettes.

Oral Tobacco Products (including smokeless tobacco, but not including NRT products already
regulated for a therapeutic purpose).

Differences in the process by which tobacco constituents are delivered to the user, sites of delivery and
time course of uptake make comparisons of emissions from oral tobacco products and cigarettes difficult.
Even comparisons of uptake of the same constituent (e.g. nicotine) can be difficult to interpret. However,
the same general concerns described above for reduced toxicant cigarettes also apply for defining the harm
reduction potential of oral tobacco products. However, there are some particular concern with oral tobacco
products.

It remains to be demonstrated that large numbers of adult cigarette smokers who will not otherwise quit
will switch to oral tobacco products. The rate at which adults are willing to switch is important for
calculating the net effect for harm reduction of marketing oral tobacco products because of the likely
effects of marketing on those not yet using any tobacco product. As a new product is introduced, or an
existing tobacco product is marketed as offering less risk for the smoker who is unwilling to quit, the
initiation of use of that product among adolescents may increase. Existing data on current use suggests that
users of oral tobacco products are much more likely to transition to cigarette smoking than are cigarette
smokers to transition to smokeless products (Tomar 2002). Initiation of oral tobacco use also occurs largely
among the young raising further concerns about which age groups might be influenced most by marketing
messages. A real concern is that a marketing message of lower risk might not change the behavior of adult
smokers but might increase the rate of adolescent initiation of oral tobacco use, increasing rather than
decreasing the fraction of the population using tobacco products.

A second issue is that the data available on the risks of using oral tobacco products are derived from
populations of individuals who use only oral tobacco, and little is known about the magnitude and timing of
any change in risk among those who switch from smoking cigarettes to use of oral tobacco. The fraction
who switch who might otherwise quit, the fraction who relapse back to smoking, the fraction who continue
dual use, and the impact of dual use on disease risks are all unanswered questions in the context of offering
these products as vehicles for harm reduction.

A similar concern exists for existing oral tobacco users. Will harm reduction messages reduce cessation or
delay cessation attempts?

Oral tobacco products are marketed as temporary alternatives to smoking that sustain nicotine addiction in
those circumstances where smoking is prohibited. The potential for these products to sustain a high level
of nicotine addiction, or to otherwise reduce the interest in quitting or success in achieving abstinence, are
real concerns. These effects, if present, could cause a net harm to the population even if the products
themselves have low levels of toxicity.

Conclusion
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In conclusion, regulatory oversight of cigarette and cigarette like products should include examination of at
Ieast five separate aspects of the new products: physical chemical characteristics of tobacco and tobacco
smoke, uptake of toxicants (both by smokers and by non-smokers), toxicity, addiction potential, and
disease risk. Demonstration of reductions in smoke emissions or reduced uptake of toxicants alone is not
sufficient to support claims or implications of reduced toxicity or harm. No claim should be permitted for
any tobacco product absent adequate scientific data. Regulatory oversight, including post market
surveillance, is necessary to assess and monitor changes in newly modified tobacco products
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Chairman ToMm DAvis. Mr. Verheij.

Mr. VERHEILJ. Mr. Chairman and members of the committee, good
afternoon.

I am Richard Verheij, executive vice president, external affairs
for U.S. Smokeless Tobacco Co. I would like to thank this commit-
tee for convening this hearing to examine the issue of tobacco harm
reduction and the regulatory challenges.

We see this hearing as a significant step in the country’s ongoing
efforts to address the issues raised by the continued use of tobacco
products by millions of Americans. Indeed, 50 million Americans
smoke. The Institute of Medicine has predicted that a significant
proportion of those individuals will continue to do so despite a mul-
titude of approaches with the ultimate objective of total tobacco
cessation. This prediction has prompted the public health commu-
nity to consider new complementary strategies, including tobacco
harm reduction.

As we proceed today, it’s helpful to keep a couple of things in
mind. First, this debate is not about whether smokeless tobacco is
considered safe. Rather, it is about the increasing consensus in the
public health community that smokeless tobacco is significantly
less harmful than cigarettes.

Second, this debate is not about whether smoking cessation is
the best public health strategy. Rather, it is about whether there
are complementary strategies which public health advocates be-
lieve will save millions of lives.

We're here today because of the millions of adult smokers who
do not quit and do not use medicinal nicotine products. Many in
the public health community believe that a harm reduction strat-
egy based on communicating to adult smokers truthful information
about other options can have a significant impact on both those in-
dividual adult smokers and public health generally. Simply stated,
many researchers have expressed the opinion that use of smokeless
tobacco is significantly less harmful than cigarette smoking. Based
on that judgment, these same researchers advocate that adult
smokers who do not quit and do not use medicinal nicotine prod-
ucts switch completely to smokeless tobacco.

There is increasing consensus on this crucial issue among mem-
bers of the public health community, some of whom are testifying
before this committee today. However, despite this increasing con-
sensus, it is documented that the vast majority of adult smokers
are unaware of this information. One researcher has stated that,
“until smokers are given enough information to allow them to
choose products because of lower health risks, then the status quo
will remain.”

Our company, along with those public health advocates, believes
that it is crucial that this information be made available to adult
smokers. Such communication will help adult smokers make more
informed decisions.

We look forward to discussing the real question, how best to com-
municate this important information. We know there are a variety
of opinions on this topic. We welcome a serious and open dialog
that brings to the table all the relevant parties to express their
viewpoints and concerns. That is why we urge the Federal Trade
Commission to initiate a forum that will bring together research-
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ers, public health advocates, regulators, tobacco control experts,
and tobacco product manufacturers to examine the most appro-
priate means for communicating this information to adult smokers.

Let me state clearly for the record that U.S. Smokeless Tobacco
Co. is committed to restricting tobacco use to adults only. This com-
mitment is not just rhetoric. It is backed by concrete action. In
1997, we were the only smokeless tobacco company to support the
proposed tobacco resolution. When that proposal failed, we became
the only smokeless tobacco company to enter into the Smokeless
Tobacco Master Settlement Agreement with attorneys general of 45
States in various territories.

We are providing more than $100 million to the American Legacy
Foundation for programs to reduce youth usage of tobacco. Our
company is committed to proceeding in a responsible and deliberate
manner that reflects the current state of the science and addresses
the concerns of the public health community.

This debate presents a broad societal question: How should we
collectively communicate information to adult smokers that many
in the public health community believe will prolong and save lives?
This is truly an unprecedented opportunity. Public health advo-
cates, researchers, tobacco control advocates, and tobacco product
manufacturers all agree on the fundamental principle that a harm
reduction strategy could represent an important component of a
comprehensive public health policy on tobacco. There may be dis-
agreement on how best to implement this strategy. Nevertheless,
given the stakes, this issue deserves serious consideration. We be-
lieve this hearing represents a significant step in this process.

May I ask that U.S. Smokeless Tobacco Co.’s written statement
submitted to the committee on May 30 be incorporated in its en-
tirety to the hearing after testimony today.

Chairman ToMm Davis. Without objection, so ordered. Thank you
very much.

[The prepared statement of Mr. Verheij follows:]
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Summary

The issue of tobacco harm reduction and the potential role of smokeless tobacco products
in that effort is at a crossroads. The debate is no longer about whether smokeless tobacco is
considered by the scientific community to be a significantly reduced risk alternative compared to
cigarette smoking. The question now is whether that information should be communicated to

adult cigareite smokers or whether it should be suppressed.

Adult cigarette smokers in the United States have a serious misperception about the
comparative health risks of cigarette smoking and smokeless tobacco use. That fact is evidenced
by the results of a 2001 survey reporting that 82 percent of the adult cigarette smokers
questioned believed that smokeless tobacco was just as likely to cause cancer as smoking
cigarettes. Clearly, the level of disinformation in the marketplace is alarming, and there is a need
to provide adult cigarette smokers with truthful information about the comparative health risks of

tobacco products.

A workshop or other forum sponsored by the Federal Trade Commission might help form
a consensus as to how we move forward on this important public health issue, and could provide
guidelines to ensure that any comparative risk communication is directed at adult smokers to

avoid any unintended consequences.

In light of the information vacuum that exists, U.S. Smokeless Tobacco Company must
confront the question of whether it has a responsibility to step forward and communicate to adult

cigaretie smokers information regarding the comparative health risks of tobacco products.

(i)
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Committee on Government Reform
Witness Disclosure
“Truth in Testimony”

Required by House Rule XI, Clause 2(g)

I am not testifying on behalf of a Federal, State or Local Government entiry. I am
testifying on behalf of U.S. Smokeless Tobacco Company, a corporation that is not a
government entity.

Thave received no federal grants or contracts (including subgrants or subcontracts) at any
time.

I'am Executive Vice President — External Affairs of U.S. Smokeless Tobacco Comparny
and appear before this Committee as a representative of that Company.

U.S. Smokeless Tobacco Company does have a parent organization, subsidiaries or
partnerships for whom I do not represent before this Committee.

There were no federal grants or contracts (including subgrants and subcontracts) which
were received by U.S. Smokeless Tobacco Company since October 1, 1999, which
exceed 10% of the Company’s revenue in the year received including the source and
amount of each grant or contract.

Dated: May 29, 2003 hard Males
Richard H. Verheij /
Executive Vice President — External Affairs
U.S. Smokeless Tobacco Company
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Statement of U.S. Smokeless Tobacco Company
Before the
House Committee on Government Reform

“Reduced Exposure/Reduced Risk Tobacco Products: An Examination of the Potential
Public Health Impact and Regulatory Challenges.”

June 3, 2003

U.S. Smokeless Tobacco Company (“USSTC”) welcomes the opportunity to participate
in this hearing regarding tobacco harm reduction. This issue is of immense importance to the 50
million adult tobacco consumers in the United States, to the public health community. to medical

practitioners and to tobacco manufacturers.

For decades, the public health community in the United States has asserted that cigarette
smoking is the most deadly epidemic of modern times. For almost as long, the message of the
public health community to cigarette smokers has been monolithic: stop all use of tobacco. Over
the past several years, however, an increasing number of public health advocates have voiced

doubts about what some have cailed the “quit or die” approach to smoking cessation.

Rather than rely entirely on programs intended to achieve total cessation of tobacco use,
this segment of the public health community is urging that a more pragmatic goal be adopted —
that of tobacco “harm reduction.” One method of achieving tobacco harm reduction, according to
a growing number of researchers, is to encourage those cigarette smokers who do not quit and do
not use medicinal nicotine products to switch completely to smokeless tobacco products. This
strategy, however, is complicated by the fact that the vast majority of aduit cigarette smokers in
the United States — despite the generally accepted scientific view to the contrary - believe that

cigarette smoking and smokeless tobacco use involve the same risk of adverse health effects.
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The issue of tobacco harm reduction and the potential role of smokeless tobacco products
in that effort is at a crossroads. The debate is no longer about whether smokeless tobacco is
considered by the scientific community to be a significantly reduced risk alternative compared to
cigarette smoking. The question now is whether that information should be communicated to

adult cigarette smokers or whether it should be suppressed.

Set forth below is a brief description of USSTC and its smokeless tobacco products.
followed by a review of some of the more significant issues relating to smokeless tobacco in the

context of tobacco harm reduction.

L USSTC

USSTC is the leading U.S. producer and marketer of moist smokeless tobacco or moist
snuff. Copenhagen and Skoal -- two of USSTC’s brands -- are America’s best-selling moist
snuff products. Two other brands -- Rooster and Red Seal -- were introduced within the last five
years, and hold established positions in the marketplace. A new pouch product -- Revel -- has
been test marketed. USSTC maintains manufacturing and processing facilities in Franklin Park,

Illinois; Hopkinsville, Kentucky; and Nashville, Tennessee.

In 1997, USSTC was the only smokeless tobacco company to support the proposed
tobacco resolution. When the proposal failed to pass the Congress, USSTC became the only
smokeless tobacco company to enter into the Smokeless Tobacco Master Settlement Agreement
(“STMSA”™) with Attorneys General of various states and U.S. territories. Pursuant to the
STMSA, USSTC is providing up to $100 million (plus an inflation adjusfment), over a 10-year

period, to the American Legacy Foundation for programs to reduce youth usage of tobacco and
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combat youth substance abuse. and for enforcement purposes.’ Moreover. USSTC agreed to
limitations on its advertising and marketing efforts. even though this put USSTC at a competitive

disadvantage with other smokeless tobacco manufacturers.”

As these facts and the remainder of this statement will make clear. USSTC is truly a
“distinctly different” tobacco company. Annexed as Attachment A to this statement are copies
of excerpts from UST Inc.’s (USSTC’s parent company) annual reports for 2000. 2001 and 2002

that discuss the ways in which USSTC is a “distinctly different” tobacco company.

. Smokeless Tobacco in the Context of Tobacco Harm Reduction

A. Introduction
Since the Surgeon General’s Report in 1964°, there has been substantial public health

discussion about the potential health effects of tobacco use. Various public health organizations
have identified the risks of cigarette smoking as including cancer (e.g., lung, oral cavity,
esophagus, larynx, pancreas, bladder, kidney), chronic obstructive pulmonary disease,

myocardial infarction, and stroke.*  The Centers for Disease Control and Prevention (“CDC™)

' Youth usage of smokeless tobacco, as reported in surveys conducted by various federal government agencies

and by the University of Michigan, has declined substantially in recent years. For example, in 2001 the authors of
the report on the University of Michigan’s Monitoring the Future national survey noted that “[tjhe use of smokeless
tobacco by teens has been decreasing gradually from recent peak levels in the mid-‘90s, and the overall declines
have been substantial.” Johnston LD, O’Malley PM, Bachman JG. (2001) Monitoring the Future national results on
adolescent drug use: Overview of key findings 2000. (NIH Publication No. 01-4923). Bethesda, MD: National
Institute of Drug Abuse, at p. 34. More recently, these same authors reaffirmed their earlier findings, noting that the
overall declines in teen use of smokeless tobacco have been “substantial” and that “teen use of smokeless tobacco is
down by about one-half from the peak levels reached in the mid-1990s.” Johnston LD, O’Malley PM, Bachman JG.
(2003). Monitoring the Future national results on adolescent drug use: Overview of key findings, 2002. (NIH
Publication No. 03-5374). Bethesda, MD: National Institute on Drug Abuse, at p. 34.

“  These restrictions include, among other things, eliminating outdoor advertising of smokeless tobacco products,
such as billboards and signs in arenas, stadiums, shopping malls, video-game arcades, and on public transit. In
addition, USSTC voluntarily limited itself to one brand-name sponsorship in any 12-month period, and agreed to
discontinue distribution to the public of non-tobacco merchandise, such as caps and T-shirts, bearing the brand
name, logo, or trademark of any smokeless tobacco product.

®  U.S. Department of Health, Education and Welfare. Smoking and Health. Report of the Advisory Committee to
the Surgeon General of the Public Health Service. 1964.

4 Stratton K, Sherry P, Wallace R, Bondurant S (eds.). Clearing the smoke. Assessing the science base for
tobacco harm reduction. Instil of Medicine. National Academy Press, Washington, D.C., 2001, at pp. 367-68.
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estimates that cigarette smoking caused approximately 442.000 premature deaths in the United
States in 1999.° The Surgeon General has indicated that the ideal way 10 avoid such health risks
is to abstain from cigaretie smoking.® Nonetheless. 47 to 50 million adults in the U.S. continue

to smoke cigarettes. This number represents approximately 25 percent of all U.S. adults.”

The Surgeon General reached a judgment in 1986 that use of smokeless tobacco products

8

“can cause cancer.” Federally-mandated rotating warnings on smokeless tobacco product

packaging and advertising state:

WARNING: THIS PRODUCT MAY CAUSE MOUTH CANCER

WARNING: THIS PRODUCT MAY CAUSE GUM DISEASE AND
TOOTH LOSS

WARNING: THIS PRODUCT IS NOT A SAFE ALTERNATIVE TO
CIGARETTES.”

Numerous methods have been suggested by public health advocates for achieving
tobacco harm reduction, including urging cigarette smokers to smoke fewer cigarettes,
developing “less hazardous™ cigarettes and creating alternative sources of nicotine, such as
nicotine inhalers. A growing number of tobacco harm reduction proponents, however, are

arguing for an additional method for achieving their goal. Based on the generally accepted view

Centers for Disease Control and Prevention. Annual Smoking-Attributable Mortality, Years of Potential Life
Lost, and Economic Costs — United States, 1995-1999. MMWR 2002; 51: 300-303.
¢ U.S. Department of Health & Human Services, Preventing Tobacco Use Among Young People: A Report of the
Surgeon General (1994); see also Smoking As A Health Hazard, American College of Cardiology Position
Statement, available at http://www.acc.org/clinical/position/72565.pdf.
7 The National Center For Chronic Disease Prevention and Health Promotion estimates that 47 million adults in
the United States smoke cigarettes. Targeting Tobacco Use: The Nation’s Leading Cause of Death, Tobacco
Information and Prevention Source (2001). The U.S. Department of Health and Human Services estimates that more
than 57 million Americans currently smoke cigarettes. Preventing Death and Disease From Tobacco Use, Fact
Sheet (Jan. 8, 2001). Other reports suggest that the number of smokers in the United States is between 46.5 and 50
million. Cigarette Smoking Among Adults - United States, 1999, MMWR Highlights (Oct. 12, 2001) Vol. 50, No. 40;
Treating Tobacco Use and Dependence, U.S. Public Health Service, Fact Sheet (June 2000).

U.S. Department of Health & Human Services, The Health Consequences of Using Smokeless Tobacco: A
Report of the Advisory Committee to the Surgeon General (1986).

Comprehensive Smokeless Tobacco Health Education Act of 1986, 15 U.S.C. §§ 4401-4408.
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in the scientific community that smokeless tobacco use involves significantly less risk of adverse
health effects than cigarette smoking. they would encourage those cigarette smokers who do not
quit and do not use medicinal nicotine products to switch completely to smokeless tobacco
products.
B. The IOM Report
A logical starting point for discussion of smokeless tobacco in the context of tobacco
harm reduction is the 600 page report issued in 2001 by the Institute of Medicine (“IOM™)
entitled: Clearing the Smoke. Assessing the Science Base for Tobacco Harm Reduction (*10OM
Report”). The IOM was established in 1970 by the National Academy of Sciences to examine
policy matters pertaining to public health, and acts under the Academy’s congressional charter to
be an advisor to the federal government and to assess issues relating to medical care, research
and education. The IOM tobacco harm reduction project was undertaken at the request of, and
was supported by, the U.S. Food and Drug Administration. The IOM Report explains the need
for a tobacco harm reduction strategy as follows:
Despite overwhelming evidence and widespread recognition that tobacco
use poses a serious risk to health, some tobacco users cannot or will not
quit. For those addicted tobacco users who do mnot quit, reducing the
health risks of tobacco products themselves may be a sensible response.
This is why many public health leaders believe that what has come to be

called “harm reduction” must be included as a subsidiary component of a
comprehensive public health policy toward tobacco.'?

Tobacco “harm reduction” is defined in the IOM Report as follows:

For the purposes of this report, a product is harm-reducing if it lowers
total tobacco-related mortality and morbidity even though use of that
product may involve continued exposure to tobacco related toxicants.
Many different policy strategies may contribute to harm reduction.
However, this report focuses on tobacco products that may be less harmful

' Stratton K, et al. (2001) at p. 201.
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or on pharmaceutical preparations that may be used alone or
concomitantly with decreased use of conventional tobacco. (Original
emphasis). !

It is clear from this definition of “harm reduction™ that. in the view of the IOM. it is not
necessary to demonstrate that a product is “safe™ or “harmless”™ in order for that product to play a

role in tobacco harm reduction.
The IOM Report had the following to say with respect to smokeless tobacco products:

Smokeless tobacco products are associated with oral cavity cancers. and a
dose-response relationship exists. However, the overall risk is lower than
for cigarette smoking, and some products such as Swedish snus may have
no increased risk. It may be considered that such products could be used
as a PREP [Potential Reduced-Exposure Product] for persons addicted to
nicotine, but these products must undergo testing as PREPs using the
guidelines and research agenda contained herein.'

There has been criticism of the IOM Report’s recommendation that all products proposed
for use in the context of a tobacco harm reduction strategy require substantial and elaborate
scientific testing to demonstrate their harm reduction benefits. For example, Clive Bates, former
Director of the United Kingdom’s Action on Smoking and Health, has made the following

comments:

The report places very substantial evidential requirement on those seeking to
bring PREPs to the market with a health related claim. The easiest approach for
the public health and regulatory community is to demand near complete certainty
before approving the marketing of any PREPs. At first sight this appears prudent,
but it is actually a transfer of risk from the regulator to the smoker. With
insurmountable evidential hurdles in place, the regulator may sleep easy in a
cocoon of professional skepticism. '

U d atp. 2.
2 Id atp.434.
Bates C. Clearing the smoke or muddying the water? (Editorial) Tobacco Control 2001; 10: 87-88.



reduction benefits may be understandable in the context of new or novel tobacco products or so-
called “safer” cigarettes. When it comes 1o smokeless tobacco. however. there is considerable

agreement in the scientific community that the use of smokeless tobacco involves significantly

The IOM Report’s focus on the need for further research and demonstration of harm
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less risk of adverse health effects than cigarette smoking.

Biobehavioral Health, has stated in a commentary published last year in the journal Nicotine and

As Professor Lynn Kozlowski, Head of the Pennsylvania State University Department of

Tobacco Research:

C.

The failure of governments to establish any effective regulation of tobacco
products can be seen as arguably the greatest failure of public health
policy for the past 100 years. I have recently been in a meeting with
several distinguished scientists and opinion leaders interested in smoking-
related public policy and regulation. The majority of these individuals
expressed an unwillingness to express any public opinion about would-be
harm reduction products for tobacco, until such time as proper
regulatory/evaluation systems were in place to unequivocally judge the
degree of harm reduction afforded by the products as used by society.
(This might be viewed as in keeping with the position of the Institute of
Medicine report.) Clearly the best of all possible research has not yet been
done on snus or medicinal nicotine, but, equally clearly, it is wrong to
assume that we lack practical scientific bases for estimating that there will
be harm reduction to individual smokers from these products. Though it is
important to atiain proper regulation over tobacco and harm reduction
products, this goal is logically and ethically independent of the need to
provide smokers today with what information we do have about the risks
of various products. (Emphasis supplied).“

There is General Agreement in the Scientific Community Regarding the
Comparative Health Risks of Cigarette Smoking and Smokeless Tobacco Use

USSTC’s February 5, 2002 Request to the Federal Trade Commission (“FTC”) for an

14

Kozlowski LT. Harm reduction, public health, and human rights: Smokers have a right to be informed of

significant harm reduction options. Nicotine and Tobacco Res 2002; 4 Suppl 2: 55-60 at p. 58.
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advisory opinion'”, which is discussed below. contains excerpts from 50 scientific publications.
many of which were peer-reviewed. that assert or support the proposition that the use of
smokeless tobacco involves significantly less risk of adverse health effects than cigarette
smoking. Additional scientific information and publications that became available subsequent to
February 5, 2002 is reviewed in USSTC’s May 9, 2003 submission to the FTC. which is also
discussed-below. Two of the publications referenced in that supplemental submission reflect the
generally held view in the public health community regarding the comparative health risks of
cigarette smoking and smokeless tobacco use. Those publications can be expected to have a

significant impact on the tobacco harm reduction debate, and therefore merit some discussion.

i Rovyal College of Physicians Report
In December 2002, the Royal College of Physicians (“RCP”) issued a landmark report
entitled Protecting Smokers, Saving Lives,' which assessed various issues relating to future
tobacco regulation in the United Kingdom. The RCP is England’s oldest medical institution;
among its main functions is to advise the government, the public and the medical profession on

health care issues.

The 2002 RCP Report recognized that tobacco harm reduction must be an essential
element of any tobacco regulation program:

A tobacco and nicotine regulatory authority should have a clear objective:
...to reduce the overall burden of tobacco-related disease by contributing
to a reduction in smoking prevalence and by regulating to reduce the
harm caused to continuing nicotine users.” (Original emphasis)'’

!> Throughout this statement reference will be made to USSTC’s February 5, 2002 and May 9. 2003 submissions to the Federal

Trade Commission and attachments thereto. Those d and their h can be found at:
hipe//www.fic.gov/os/otherpubliccomments.htm and htip://www.ussmokeless.com. Hereafter, documents that are part of

these submissions will be indicated as follows: “See Website.”

' Tobacco Advisory Group of the Royal College of Physicians. Protecting smokers, saving lives. Royal College
of Physicians of London, 2002. See Website.

" Idatp.24.
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The 2002 RCP Report also recognized that smokeless tobacco would be a key component

of any tobacco harm reduction strategy:

Smokeless Tobacco:

As a way of using nicotine, the consumption of non-combustible tobacco
is of the order of 10-1.000 times less hazardous than smoking. depending
on the product. Some manufacturers want to market smokeless tobacco as

a “harm reduction’ option for nicotine users. and they may find support for
that in the public health community.'

The issuance of the RCP’s 2002 Report is not the first time that the RCP has led the way
on tobacco and health issues. In March 1962, the RCP issued a report on smoking and health
which concluded that cigarette smoking caused lung cancer. Shortly after the issuance of that
report, the U.S. Surgeon General, Dr. Luther L. Terry, established the Surgeon General's
Advisory Committee on Smoking and Health to produce a similar report for the United States.
That report was released in January 1964 and is generally referred to as the 1964 Surgeon

General’s Report. Its conclusions were similar to those of the 1962 RCP Report.

il White Paper on European Union Smokeless Tobacco Policy

In February 2063, a group of tobacco and health researchers and public health advocates
from the United Kingdom, Sweden and Austria published a white paper entitled European Union
policy on smokeless tobacco. A statement in favour of evidence-based regulation for public
health.”® The authors recommend that the current European Union ban of smokeless tobacco be
replaced with a regulatory program based on the recognition that smokeless tobacco is

substantially less harmful than cigarette smoking and could play a significant role in tobacco

B jd atp.s.
' Bates C, Fagerstrom K, Jarvis M, Kunze M, McNeill A, Ramstrom L. European Union policy on smokeless
tobacco. A statement in favour of evidence-based regulation for public health. February 2003. See Website.
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harm reduction. The group summarized the “public health case™ favoring smokeless tobacco as
follows:

We believe that the partial ban applied to some forms of smokeless
tobacco in the European Union should be replaced by regulation of the
toxicity of all smokeless tobacco. We hold this view for public health
reasons: smokeless tobacco is substantially less harmful than smoking and
evidence from Sweden suggests it is used as a substitute for smoking and
for smoking cessation. To the extent there is a “gateway” it appears not to
lead to smoking, but away from it and is an important reason why Sweden
has the lowest rates of tobacco-related disease in Europe. We think it is
wrong to deny other Europeans this option for risk-reduction and that the
current ban violates rights of smokers to control their own risks. For
smokers that are addicted to nicotine and cannot or will not stop. it is
important that they can take advantage of much less hazardous forms of
nicotine and tobacco — the alternative being to “quit or die’ ... and many
die. (Original emphasis)®

Among other points made in the white paper are the following:

[FJor oral tobacco to play a role in harm reduction it is not necessary to
show that it does not cause cancer — it just needs to be substantially less
hazardous than smoking. Even allowing for cautious assumptions about
the health impact, snus — and other oral tobaccos — are a very substantially
less dangerous way to use tobacco than cigareites. Smokeless tobaccos
are not associated with major lung diseases, including COPD and lung
cancer, which account for more than half of smoking-related deaths in
Europe. If there is a CVD risk, which is not yet clear, it appears to be a
substantially lower CVD risk than for smoking. Smokeless tobacco also
produces no environmental tobacco smoke (ETS) and therefore eliminates
an important source of disease in non-smokers and children. These are
very substantial benefits in reduced risk to anyone that switches from
smoking to smokeless tobacco and we believe the public health
community has a moral obligation to explore this strategy. It is likewise
ethic;illly wrong to actively deny users the option to reduce their risk in this

way.
* ok 0k

The risk to the user arising from use of a smokeless tobacco product varies
by product and is to some extent uncertain — notably in the area of heart
disease (though at worst the heart disease impact appears to be
substantially less than smoking). However, we are confident that the
evidence base suggests that it is reasonable to formulate the overall

® Idatp.2.
2 Jd atp.3.



risk” tobacco products is that, while a product might reduce the health risk to an individual. the
aggregate‘public health impact on the population might be negative. Thus. for example. it is
argued that if a “safer” cigarette reduced the health risks associated with cigarette smoking by 10
percent, but resulted in a 20 percent increase in cigarette use (either through new smokers or by
causing some smokers who otherwise would have quit to continue smoking), the aggregate

public health impact would be negative.

relative risk as follows: on average Scandinavian or American smokeless
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tobaccos are at least 90% less hazardous than cigarette smoking.

spectrum of risk, snus is much closer to NRT [nicotine replacement

therapy] than it is to cigarette smoking. (Original emphasis)™

D.

One concern raised by some in the public health community with respect to “reduced

Individual Risk Versus Population Risk

Michigan gives the following example:

[Clonsider the implications of Star Enterprise’s advertising that its
new cigarette, Advance, yields fewer nitrosamines than
conventional cigarettes. Informed that most cigarette smoke
contains nitrosamines and that nitrosamines are carcinogenic,
would smokers preparing to quit flock to the new cigarette instead,
believing that it would greatly reduce their risk of smoking-
induced lung cancer? The net health consequences are unclear: for
those smokers who would have continued smoking anyway,
switching to Advance might well reduce risk. For smokers who
would have quit, or former smokers induced to start smoking again
by the availability of this purportedly ‘safer’ product, the active
marketing of a low-nitrosamine cigarette clearly would increase
risk. The net impact would depend on the unpredictable balance
between such effects.”

22

» Warner KE. Reducing harm to smokers: Methods, their effectiveness and the role of policy. In: Regulating
Tobacco. Rabin RL, Sugarman SD (eds.) Oxford University Press, Oxford. 2001. Chapter 5, at pp. 133-134.

Id. at pp. 3-4.

Professor Kenneth E. Warner of the University of
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Professor Kozlowski has developed a “risk/use equilibrium”™ chart® to assess the issue of
individual risk reduction versus aggregate population impact. The chart compares the “decrease
in danger (%)" displayed on the horizontal axis to the “multiplier to achieve equal risk”™ on the

vertical axis.

20
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According to Professor Kozlowski’s analysis, a tobacco product that reduces risk by only
10 percent raises a difficult public health issue because an 11 percent increase in use of the
product would offset the risk reduction in the population as a whole, and an increase in excess of
11 percent would result in a negative public heaith impact on the population as a whole. On the
other hand, a tobacco product that results in a reduced risk in excess of 90 percent presents a
relatively easy public health issue since the increase in usage necessary to offset the reduction in
risk is so substantial — more that 1,000 percent — that it is highly unlikely to occur.

Given the predominant view in the public health community that the risk of adverse
health effects associated with smokeless tobacco products is slight compared to that of cigarette
smoking, researchers believe it is highly unlikely the public health benefit of cigarette smokers

switching to smokeless tobacco would ever be offset by increased usage of smokeless tobacco.

* Kozlowski L, Strasser AA, Giovino GA, Erickson PA, Terza JV. Applying the risk/use equilibrium: use
medicinal nicotine now for harm reduction. (Editorial). Tobacco Control 2001;10: 201-203.
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Professor Kozlowski expressed his agreement with this conclusion in a recent publication
entitlted Harm Reduction, public health. and human rights: Smokers have a right 1o be informed
of significant harm reduction options, in which he applied his “risk/use equilibrium™ analysis to
smokeless tobacco:

When 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 (Kozlowski, Strasser. Giovino. et al..
2001). .. . For a product like snus, if the risk is even 1% that of cigarettes.
use would have to increase 100 times to equal the problems from
cigarettes. If the risk from snus were as much as 5% that of cigarettes. use
would still have to increase an unlikely 20 times for the public health
problems to equal those from cigarettes.zs

E. The Swedish Experience

Proponents of encouraging “inveterate” cigarette smokers to switch to smokeless tobacco
products point to the history of cigarette smoking and smokeless tobacco use in Sweden as
support for their view. Swedish males have the highest rate of smokeless tobacco use and the
lowest rate of cigarette smoking of any Western country, and the daily use of smokeless tobacco
by Swedish males now exceeds that of cigarettes (18.2 percent daily smokeless tobacco users
versus 17.1 percent daily cigarette smokers).?® The following chart illustrates the changing
pattern of tobacco use in Sweden during most of the past century, including the fact that

smokeless tobacco use has overtaken cigarette smoking in recent years for the first time since

World War I1.77

% Kozlowski LT (2002) at p. 58.

% Henningfield JE, Fagerstrom KO. Swedish Match Company, Swedish snus and public health: a harm reduction
experiment in progress? Tobacco-Control 2001; 10: 253-257, at p. 254.

B Adapted from Swedish Match’s Third Quarter Results, October 23, 2001, as posted on Company’s web site.
The figures cited reflect reported taxable shipments of snuff and cigarettes, measured in tons.
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Tobacco and health researchers have linked Sweden’s low rate of “tobacco-related

mortality” to its high prevalence of smokeless tobacco use and low prevalence of cigarette

smoking:

Sweden, with a long tradition of smokeless tobacco use (16% of adult
males use smokeless tobacco daily) and the highest penetration of NRT
[nicotine replacement therapy] use, is the only European country that has
reached (19%) the World Health Organization’s target of 20% smokers in
the adult population by the year 2000; about 35% of all nicotine consumed
comes from nonsmoked deliver[y] forms. The tobacco-related mortality
in Sweden is by far lower than in any other European or North American
country, although nicotine consumption may not be lower than in other
countries.?8

In 2001, a New Scientist article summarized the Swedish experience in the context of

tobacco harm reduction:

28

Balfour DJK, Fagerstrom KO. Pharmacology of nicotine and its therapeutic use in smoking cessation and

neurodegenerative disorders. Pharmacol Ther 1996; 72: 51-81, at p. 71.
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[S]mokers {in Sweden] aren’t faced with the quit-or-die dilemma. Instead
of using a nicotine replacement therapy with the aim of quitting both
smoking and ultimately nicotine. they can continue using tobacco as a
recreational drug, safe in the knowledge that it probably won’t kill them.
It’s all down to a product called “snus.” a form of moist ground tobacco
that you pop between your lip and gum.zq

* k%

The ‘Swedish experiment.” as it has come to be known, has inspired some
health campaigners to press for a more enlightened approach to the
smoking epidemic. It’s a concept they call ‘harm reduction.” *If you look
at Sweden, we have a living example of the concept in action.” says Clive
Bates, director of ASH.*®

Also of interest is Swedish survey data regarding the use of smokeless tobacco as a
smoking cessation aid presented at two scientific conferences in late 2002. At the 3
International Conference on Smokeless Tobacco: Advancing Science and Protecting Public
Health, held in Stockholm, Sweden in September 2002, Dr. Lars M. Ramstrdm, Director of
Stockholm’s Institute for Tobacco Studies, reported on a recent nationwide survey of a
representative sample 6,700 adults in Sweden sponsored by the Swedish National Institute of

Public Health. Dr. Ramstrém reports the following in the press summary of his presentation:

“Among males snus is the most commonly used and most effective
smoking cessation aid.” In support of this conclusion, Dr. Ramstrom cites
survey data indicating that “76% of male Ever Daily Smokers have made
at least one attempt to quit smoking. Around 40% of the ‘triers’ report
that at their latest attempt they have used some kind of smoking cessation
aid. 36% of these males have used nicotine gum, 20% nicotine patch and
55% have used snus as a smoking cessation aid. No other kind of
cessation aid has been used by as much as 10%.>' The proportion of those
who have succeeded to quit smoking completely is 50% for gum users,
34% for patch users, 65% for snus users.”?

®  Wilson C. My friend nicotine. New Scientist 2001; 10: 28-31, at p. 29.

30
1d. atp. 30.
31 Dr. Ramstrém noted that the total exceeds 100% because some smokers used more than one aid.
2 Ramstrom L. Press summary entitled: Snus as a substitution for smoking — the Swedish Experience. See
Website.



Improving Knowledge and Treatments of Nicotine Addiction. held in Santander. Spain in October
2002, Clive Bates made a presentation entitled “Harm Reduction and Smokeless Tobacco.™ One
of the points made was that “snus is an important factor in the low smoking prevalence in
Sweden. It is used for cessation and as an alternative to smoking.” He cited data from a 2001
survey commissioned by the Swedish Cancer Society reporting that. among 1.000 ex-smokers.
33% used snus as a smoking cessation aid, compared to 17% who used nicotine replacement

therapies.*
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At the 4" European Conference of the Socieny for Research on Nicotine and Tobacco:

The European Union white paper also points to smokeless tobacco as the explanation for

Sweden’s low rate of tobacco-related mortality:

Evidence from Sweden suggests snus plays a positive public health role as
a substitute for smoking and as an aid to smoking cessation. It is
impossible to be definitive about this, because it is impossible to run a
controlled trial on a whole nation.

However, consider the following:

Sweden has the lowest levels of tobacco-related mortality in the
developed world by some distance ~ approximately half the tobacco
related mortality of the rest of the EU.

Sweden has the lowest male smoking prevalence in Europe (16%
daily) and low female (c. 22%) prevalence.

However, it has comparable male tobacco prevalence and total
consumption to neighbours Norway and Denmark - suggesting the big
difference is in the sype of tobacco used, rather than overall propensity
to use tobacco or consume nicotine.

About half of tobacco in Sweden is now consumed as snus - this share
has steadily grown since 1970s.

33% of ex-smokers report use of snus - almost twice the number that
report use of a pharmaceutical treatment (17%). Among males who

33

Bates C. Presentation: Harm reduction and smokeless tobacco. See Website.
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have used a single aid to stop daily smoking. and succeeded to do so.
some 70% had used snus and some 30% had used some kind of NRT.

Some have raised a question as to whether the Swedish experience is applicable to the
United States, asserting that Swedish moist snuff products contain lower levels of so-called
tobacco-specific nitrosamines (some of which have been reported to be laboratory carcinogens)
than U.S. moist snuff products. For example, Professor Newell Johnson in an article published
in 2001 ‘entit]ed “Tobacco Use and Oral Cancer: A Global Perspective™ conceded that “on

present evidence, snuff habits as they exist in Scandinavia and probably in the United States

34

carry lower risk of serious health hazards™ than cigarette smoking, but also made the following

conmunent:

In Scandinavia it is clear that local snuff is not a major risk factor: two
recent case-control studies of oral cancer cases in Sweden have failed 10
show an association. This is because Swedish snus is not fermented and
contains much lower nitrosamine levels than fermented tobaccos. The
view that smokeless tobacco use may be associated with a lower risk of
oral cancer in the United States has led 1o a movement to advocate the
practice as 2 less dangerous alternative to smoking and an aid to nicotine
withdrawal in those addicted to smoking.*®

In fact, there is currently no significant difference in tobacco-specific nitrosamine
(TSNA) levels in U.S. moist snuff products compared to Swedish moist snuff. Data reported in

the scientific literature by researchers from the Ametican Health Foundation, together with data

> Johnson N. Tobacco use and oral cancer: A global perspective. J Dent Educ 2001; 65: 328-339, at p. 328.
* id., atpp. 332-333.
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published by Swedish researchers,>® show that the average levels of TSNAs in the major U.S.
moist snuff products decreased 77% between 1980 and 1994 (the last time that data for both of
these products was reported in the scientific literature). and that currently there is no significant
difference between the levels of TSNAs in those products compared to Swedish moist snuff

products. A chart depicting this data follows:

% Andersson G, Bjormberg G, Curvall M. Oral mucosal changes and nicotine disposition in users of Swedish

smokeless tobacco products: A comparative study. J Oral Pathol Med 1994; 23: 161-167 (1993 Swedish data);
Djordjevic MV, Brunnemann KD, Hoffmann D. The need for regulation of carcinogenic N-Nitrosamines in oral
snuff. Food Chem Toxicol 1993; 31: 497-501 (1992 U.S. data and all earlier data); Hoffmann D, Djordjevic MV,
Fan J, Zang E, Glynn T, Connolly GN. Five leading U.S. commercial brands of moist snuff in 1994: assessment of
carcinogenic N-Nitrosamines. J Natl Cancer Inst 1995; 87: 1862-1869 (1994 U.S. data).

18
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TSNA (ppm)

——U S

Moist Snuff TSNA Levels — e—Sweden
Reported in the Scientific Literature

80

°
1980 1981 1982 1983 1984 1985 1986 1987 1988 1983 1990 1991 1992 1993 1994 1995
Year

TSNA =Total of reported levels of NNN, NNK, NAT and NAB on dry weight basis
in parts per million

US = Average of reported TSNA levels for leading American moist snuff products
which, according to the researchers, “accounted for 84% of the snuff saies on the
US market (Maxwell, 1992),” excluding anomalous data for 1986

Sweden = Average of reported TSNA levels for three unidentified Swedish moist
snuff products

* No comparable data reported in the scientific literature for any period after 1994
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This view is supported by a report issued in 1997 by the Swedish National Board of

Health and Welfare, which concluded:

Recent data suggest that the differences [in TSNA levels reported in
American and Swedish moist snuff] have grown smaller. and that it is now
questionable to make a sharp distinction between use of American and
Swedish moist snuff when assessing risks -- at least where TSNA content
is concerned.”’

F. The Gateway Issue

One argument relied upon by those who oppose the use of smokeless tobacco as a
component of a tobacco harm reduction strategy is that smokeless tobacco may be a causal
“gateway” to cigarette smoking, that is, smokeless tobacco use may cause consumers to later

take up cigarette smoking.

The authors of the EU white paper reject the notion of a causal “gateway” from
smokeless tobacco to cigarette smoking based upon their assessment of empirical data from
Sweden and their analysis of the studies relied upon by those who argue that there is a “causal”
gateway effect. Indeed, the authors of the EU white paper conclude that the Swedish data

suggest that smokeless tobacco prevents rather than promotes cigarette smoking:

Gateway effects. There is concern that smokeless tobacco will function
as a lead-in to smoking for people that would not otherwise smoke. Such
‘gateway effects” are always contentious, and they are hard to demonstrate
for the simple reason that we do not know what smokeless users would
have done in the absence of smokeless tobacco - they may have simply
moved straight to smoking. Gateways can act in the opposite direction too
— they can be ‘exits’ rather than ‘entrances’. Smokers may move to
smokeless tobacco or use smokeless tobacco to quit, where they would
otherwise have continued to smoke. Starters on smokeless tobacco may
continue as smokeless users but otherwise have started with cigarettes, so
that smokeless tobacco is a diversion from smoking. In both the US and

37 Ahlbom A, Olsson UA, Pershagen G. Health hazards of moist snuff. SoS Report 1997; 11:3-29, atp. 7.
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Sweden. most smokeless tobacco use cannor be a gateway to smoking.
either because smokeless users never started smoking or because they
started smoking first. For the minority who started using smokeless before
cigarettes they may or may not have had their smoking caused by
smokeless use.

Exit or entrance gateway? Understanding the order in which tobacco
users take up different products is an important and necessary factor in
establishing a gateway effect and whether the gateway is an exit from or
entrance to smoking, but it is not in itself sufficient to establish a gateway
from smokeless to cigarettes. The basic problem is that it is difficult to
know whether those that start with smokeless tobacco would otherwise
have started on cigarettes in the absence of smokeless tobacco. The data
from Sweden suggest that the gateway is more likely to be an “exit” from
smoking than an ‘entrance’. Among Swedish males with a primary use of
snus no more than 20% ever started smoking, while 45% of other males
did become smokers. In addition to this compelling evidence from the
pattern of transitions, Sweden has the lowest rate of male smoking in
Europe, combined with high levels of snus use. There is no other credible
explanation for such low male smoking prevalence than the displacement
and cessation of smoking through smokeless tobacco use. In total
therefore, the Swedish data suggest that uptake of snus use prevents rather
than promotes smoking and therefore contributes a net public health
benefit. There have been studies in the United States that claim to show a
gateway effect from smokeless tobacco use to smoking for a minority of
smokeless users. However, these studies or related commentary have
generally drawn causal inferences based on observation of transitions
between often poorly defined categories of tobacco use, and sometimes
from groups that are unrepresentative of the general population, such as
the military. Psychosocial predictors of smoking initiation (school
performance, parental smoking, risk taking etc.) can be used to assess
which smokeless tobacco users might otherwise have been smokers.
When these confounding factors are taken into account, the data do not
show that initial smokeless tobacco use adds to the propensity to become a
smoker.

Additional data from Sweden contradicting the theory of a causal “gateway” from
smokeless tobacco to cigarette smoking was recently published by Rodu et al. in a paper entitled
Evolving patterns of tobacco use in northern Sweden.®® The researchers report on their analysis

of data from a prospective follow-up study of approximately 3,400 men and women in northern

*  Rodu B, Stegmayr B, Nasic S, Cole P, Asplund K. Evolving patterns of tobacco use in northern Sweden. J

Intern Med 2003; 253: 660-665.
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Sweden. and describe the evolving patterns of tobacco use in this population over the period
1986 to 1999. While the researchers conclude that “the use of snus plaved a major role in the
decline of smoking rates amongst men in northern Sweden.™ some of their data is of particular
relevance to the “gateway” issue. They report that among men who used moist snuff but had
never smoked at the beginning of the study. not a single person switched to cigarette smoking
during the follow-up period of 5 to 13 years. and only 1 percent of these men used both moist

snuff and cigarettes during the follow-up period.

G. Cigarette Smokers’ Misperception that Smokeless Tobacco and Cigarettes
Involve Equal Health Risks and Their Right to Accurate Information

At the November 2001 meeting of the National Conference on Tobacco or Health in New
Orleans, Louisiana, Dr. K. Michael Cummings of New York’s Roswell Park Cancer Institute,
and his colleagues, presented results of a survey of a nationally representative sample of over
1,000 adult cigarette smokers regarding their beliefs about tobacco products. Of particular
interest was the fact that 82% of adult cigarette smokers responded that they believed smokeless

tobacco was just as likely to cause cancer as smoking cigarettes.*

Given these survey results, it was not surprising that in a 2002 publication,
Dr. Cummings made the following comments regarding the comparative health risks of
smokeless tobacco and cigarettes, and the need to provide adult cigarette smokers sufficient
information to permit them to make informed choices regarding the tobacco products they

choose to use:

Competition to produce more consumer-acceptable medicinal nicotine
products would be helped by educating consumers about what factors in

¥ Id. at p. 660.
4 Presentation by Dr. K. Michael Cummings at the National Conference on Tobacco or Health in November
2001.
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tobacco products really contribute to disease risk. Ironically. many
smokers do not perceive much difference in health risk between smokeless
tobacco products, nicotine medications and cigarettes. Yet if all nicotine
products were put on a risk continuum the actual difference between
smokeless and nicotine medications would be seen as fairly minor
compared to the difference in disease risk between smoked and smokeless
products (Stratton er al. 2001).  Until smokers are given enough
information to allow them 1o choose products because of lower health
risks, then the status quo will remain. Capitalism. and not governmental
regulation, has the greatest potential to alter the world-wide epidemic of
tobacco-related disease. (Emphasis supplied)*!

Professor Kozlowski has also commented recently concerning the urgent need to provide
cigarette smokers with information regarding risk reduction options and their right to receive

such information:

Cigarettes kill about half of those who smoke them . . . It is urgent to
inform smokers about options they have to reduce risk. This needs to be
done in ways that inform smokers as fully as possible that never starting
and complete quitting as soon as possible are the best choices to promote
health, while also indicating that snus or medicinal nicotine (the latter
more than the former) would be preferable to continued smoking. Also,
complete substitution of these products should be encouraged over mixing
them with continued smoking. The harm reduction message will be
complex. There will be many ways to give it. Some will misinterpret even
the most artfully framed message. Notwithstanding, public health policy
in this instance lacks compelling justification to override the human rights
of the individual. Individuals have the right to such health relevant
information.*?

H. USSTC’s Request for FTC Guidanece

On February 5, 2002, USSTC filed a request with the FTC seeking issuance of an
advisory opinion regarding the acceptability of communicating in advertising that smokeless
tobacco products are considered to be a significantly reduced risk alternative as compared to

cigarette smoking (See Website). USSTC noted in its request that issuance of an advisory

41

. Cummings KM. Can capitalism advance the goals of tobacco control? Addiction 2002; 97: 957-958 at p. 957.

Kozlowski LT. (2002) at p. 59.

23



239

opinion by the FTC would address an issue of significant public interest to adult tobacco
consumers, USSTC, and other smokeless tobacco manufacturers. USSTC explained the
rationale behind its request as follows:

USSTC requests that the Commission issue an advisory opinion
supporting the use of statements in advertising that provide the public with
truthful and substantiated information about the harm reduction that a
growing number of public health advocates believe can result from
switching from cigarettes to smokeless tobacco products. The benefits of
making such information available to consumers would be twofold: it
would provide ready access to scientific opinion that otherwise would be
difficult or costly to obtain, and it would help adult consumers make better
educated choices about the tobacco products they use. As the federal
agency with authority over tobacco advertising, the FTC should act
affirmatively to provide guidance in this area.

USSTC believes that the types of information it proposes to communicate
in advertising are truthful, non-misleading and substantiated. At the same
time, USSTC recognizes that cross-category (i.e., smokeless tobacco
advertisements directed at adult smokers) comparative advertising of
reduced risk tobacco products raises issues which currently are the subject
of ongoing public health debate. Providing USSTC with an advisory
opinion would inform USSTC and other smokeless tobacco manufacturers
of the criteria the FTC will apply when considering such statements. Ata
minimum, FTC consideration of these issues would advance the public
debate on the issue of tobacco harm reduction, and increase the amount of
information available to the public regarding reduced risk alternatives to
cigarette smoking. Indeed, as part of its consideration of this request, the
FTC may wish to hold a public workshop or similar forum to facilitate a
full exchange of views on the issues involved.

USSTC’s request made clear that any statement USSTC made would be truthful and non-

deceptive, and gave an example of the type of statement contemplated:

USSTC proposes to disseminate advertisements with the following or
similar statements:

The Surgeon General in 1986 concluded that smokeless
tobacco “is not a safe substitute for smoking cigarettes.”
While not asserting that smokeless tobacco is “safe,” many
researchers in the public health community have expressed
the opinion that the use of smokeless tobacco involves
significantly less risk of adverse health effects than smoking
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cigarettes. For those smokers who do not quit. a growing
number of researchers advocate switching to smokeless
tobacco products.
Following the submission of its request to the FTC. USSTC representatives met with
FTC staff representatives on May 21, 2002 in order to present an overview of various issues
relating to its request, as well as to answer any questions that might be raised by the FTC staff.
Following the presentation and discussion, USSTC provided to the FTC staff additional
information and documentation responsive to their requests. A similar meeting was held with
representatives of Department of Health and Human Services public health agencies on May 30,

2002. Copies of the presentation materials relating to these meetings are annexed as

Attachments B and C.

In the spring and summer of 2002, smokeless tobacco and tobacco harm reduction was
the topic of discussion and debate at various scientific conferences and public policy forums in
the United States and abroad. On May 16, the subject was discussed at a scientific conference in
London entitled Harm Reduction, Smoking and Smokeless Tobacco;, on May 29, the issue was
the subject of a forum entitled Marketing Highly Regulated Products at Northwestern University
in Chicago; on June 20 through 22, the issue was discussed at the Third European Conference on
Tobacco or Health in Warsaw, Poland; on June 26, the issue was debated at a seminar sponsored
by the American Council on Science and Health in New York City; and on July 16, the issue was

the subject of debate at the CATO Institute in Washington, DC.

In the summer of 2002, USSTC became aware of the scheduling of two very important
scientific conferences that would include a public debate directly relevant to USSTC’s request.
On September 22 through 25, 2002, the Centers for Disease Control, the National Cancer

Institute, and the Stockholm Center of Public Health, Center For Tobacco Prevention, would
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sponsor the 3" International Conference on Smokeless Tobacco: Advancing Science &
Protecting Public Health, in Stockholm, Sweden. The conference would bring together leading
experts on smokeless tobacco, and feature a session on tobacco harm reduction. Similarly. the
L European Conference of the Society for Research on Nicotine and Tobacco was to be held on
October 3 through 5, 2002, in Santander, Spain. This conference would also include discussion
and presentations of research findings on current scientific issues relating to smokeless tobacco.
including harm reduction. In view of the pendency of these scientific conferences. on August 12,
2002, USSTC temporarily withdrew its request for an advisory opinion so that it would have the
opportunity to provide for the FTC’s consideration significant new information expected to be

presented at these conferences.

On May 9, 2003, USSTC submitted to the FTC information regarding smokeless tobacco
as a reduced risk alternative to cigarette smoking that had been presented or published
subsequent to the August 2002 temporary withdrawal of its request for FTC guidance. As
expected, the Stockholm and Santander conferences produced important new information
relevant to USSTC’s request. More significantly, however, two.publications had appeared in late
2002 or early 2003 that will have a major impact on the public debate regarding smokeless
tobacco in the context of tobacco harm reduction. Those publications, discussed above, are a
report from London’s Royal College of Physicians and a white paper prepared by a group of
European tobacco and health researchers and public health advocates. In addition, several other
scientific publications or documents had appeared that were relevant to USSTC’s request for

FTC guidance.
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Significant new information from the above-referenced scientific conferences and
publications was reviewed in USSTC’s May 9. 2003 filing. submitted together with copies of the

referenced materials (See Website).

USSTC suggested in its submission to the FTC that the Commission may wish to
consider holding a workshop or other forum to address the appropriateness of conveying tobacco
harm redﬁction information as part of smokeless tobacco advertising. USSTC continues to
believe that such a workshop would afford all of the participants in this public health debate an
opportunity to present their views in a constructive and productive manner. It might also help
form a consensus as to how we move forward on this important public health issue. and could
provide guidelines to ensure that any comparative risk communication is directed at adult

smokers to avoid any unintended consequences.

L USSTC Position on Proposed Federal Regulation

Proposals have been put forth for comprehensive federal regulation of tobacco products
by the Food and Drug Administration or a new tobacco control agency. Some in the public
health community argue that comparative risk statements in tobacco advertisements should not
be approved until such a regulatory regime is in place. To date, USSTC has opposed such
proposals because they fail completely to recognize that smokeless tobacco is distinctly different
from cigarettes and thus preserve the status quo in favor of the manufacturers of conventional
cigarettes. USSTC would consider supporting federal regulation of tobacco products if the

proposed regulatory regime included the following components:

(i) a meaningful regulatory process whereby the agency would certify,

based upon submissions by a manufacturer, that the use of
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smokeless tobacco involves significantly less risk of adverse health

effects than cigarette smoking:

(it) a meaningful regulatorv process whereby the agency could
approve, based upon submission of a manufacturer, comparative
risk communications to current adult users of tobacco products.
e.g., cigarette smokers who do not quit and do not use medicinal
nicotine products should switch completely to smokeless tobacco

products; and

(iii) a meaningful regulatory process whereby the severity of any
provisions regarding regulation of ingredients, constituents,
advertising, promotion and availability could be reduced for
products that were classified on a continuum as involving less risk
(e.g. less restrictive regulations for products classified as

significantly reduced risk, such as smokeless tobacco). **

Not surprisingly, some in the public heath community advocate a nicotine regulatory
regime based on the comparative health risks of the regulated products. In late 2002, Dr.
Cummings published an analysis entitled Programs and policies to discourage the use of
tobacco products.** One conclusion reached by Dr. Cummings is that the regulation of “nicotine
delivery products” on the basis of comparative health risks would lead to a rapid reduction in the

health toll caused by cigarette smoking:

% Annexed as Attachment D is an excerpt of UST Inc.’s Form 10-K for the fiscal year ended December 31, 2002

which addresses this issue.
4 Cummings KM. Programs and policies to discourage the use of tobacco products. Oncogene 2002; 21: 7349-
7364.
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from communicating to adult cigarette smokers the prevailing view in the scientific community
regarding the comparative health risks of tobacco products. Interestingly, they also believe that

neither the federal government nor the public health community has any responsibility to

244

Up to now, government policies have actually hindered the development
and marketing of less harmful alternatives to conventional cigarettes
(Warner er al., 1997: Jha er al.. 2000). If all nicotine products were
regulated on the basis of their risk of causing health problems. nicotine
medications would be the least regulated while cigarettes would be the
most heavily regulated. Ironically. just the opposite has occurred with
nicotine medications carefully regulated by governments while cigarettes
have escaped regulatory control (Warner er al.. 1997: Sweanor. 2000;
Stratton, ef al., 2001). Developing a rational basis for regulating nicotine
delivery products on the basis of harm would appear to hold great promise
for achieving a rapid reduction in the health toll caused by cigarettes
(Kozlowski et al., 2001).%

Conclusion

Some tobacco control activists have taken the position that USSTC should be prevented

undertake that task.

that vital information could have a significant positive impact on the lives of adult cigarette
smokers. Indeed, some in the public health community believe that USSTC must confront the
question of whether it has a responsibility to step forward and communicate this critical

information to adult cigarette smokers in light of the vacuum created by the federal government

On the other hand, some in the public health community believe that communication of

and the tobacco control activists,

45

Id. at p. 7362.
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SMOKELESS TOBACC

In previous annual reports, we highlighted the significant points
of our C as a of
i b and other of the

p
American tobacco industry.

Here in the United States, one Phiiip Marris executive
has publicly calied for of by the
Food and Drug Administration (FDA) as the “best way to
tor determining what is a

We focused primarily on the distinct

risk’ cigarette.” Concurrently. under the auspices

profiie of as D with cig of the of of the of
As for cig; 2,300 and health a has been ch with g the
cases have been filed since 1954. App 50 of basis for harmﬂ'edun:tlon strategios, with the
those cases have been tried to a verdict, with goal of by which to
Iy 10 jury ding one for $146 billion. As p with a p i to retiuce harm
for { y 35 cases from tobacco.”
have been flled since 1554 Only one case has been tried to Notably, the committee's overall focus will include
a verdict, ina jury di tn favor of for “the ton, but not it
our Company. of traditional tobacco product use.” A number of public
However, a review of other of the heaith have begi that the
profiles of the two p fi that tobac- gy of total has not ded, and support
co products are distinctly different from cigarettes, is g g for the that “tob lated health risks
With respect to the heaith of may be by to less
clgavettes, some manufacturers have shifted from their harmful prot " Some

and now that there is an “over
and that cigarette
smoking causes lung cancer, heart d§sease, emphysema and

have taken that concept one step further, conciuding that
smokeless tobacco is “far safer” than cigarettes and sup-
porting harm-reduction programs and policies advocating

ather serious di in that L switch to

er's wehsite). At the same time, the recent scientific The public debate regarding the approprlate regulmo
research with respect to smokeless tobacco has moved in ry for y, and the p of the
the The of the of d rsk” p ifically, will
epidemiciogical studies published In the last ten years likely accelerate. Emerging from this debate is increasing
regarding smokeless tobacce and oral cancer has reported that p are

that there is no y significant latl
Although the Company’s policy at this time is not to
make comperative health claims, the shift by cigerette

different from cigarettes.

manufacturers on the issue of a mate-
vial diff b and Litt

This point of distinction is particularly significant in fight of

the ing debate g the P public policy

for the and sale of so-called

4 risk” While this Is not a new

no format exists in

Y
the United States in which to make such ciaims for any
tobacco product,

Howaver, in Europe, in conjunction with the World

Health s (WHO} F k on
TJobaceo Control, a number of tobacco manufaciurers
are g the of a2

framework that would permit and guide the davelnpment,
evaluation, approval, and sale of “reduced risk” tobacco
products. indeed, one Swedish manufacturer, in its submis-
sion, that could play “a

part in to switch
to a less hammfu! product” as ;mrt of WHO's overall harm-
reduction strategy.
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On March 29, 2000, a jury in Paducah, Kentucky, rendered
a verdict against United States Tobacco Company, award-
ing $350 million in damages, subject to trebling, to
Cenwood Tobaceo Company, LP. for its claims under
federal antitrust taws. The court upheld the verdict in
August and rendered a judgment for $1.05 billion. The
Company completed a $1 billion credit facility and post-
ed the required bond of $500 million while the appeal is
proceeding. We strongly believe the court misapplied the
antitrust Jaws in our case and the trial record was insuffi-
cient to support the jury’s findings. An amicus brief, filed
by a Nabel Prize-winning economist, concluded that “jto}
allow the damage award in this case to stand... would
constitute a failure of justice.” Therefore, we believe we
will prevail on appeal.

Visit our website at www. ustshareholder.com to view
the appellate brief.
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SMOKELESS TOBACCO IS
DISTINCTLY DIFFERENT

ot

The name change of the Company's principal Y to
U.S, Smokeless Tobaceo Company at the beginning of 2001 was
another significant step in highlighting the fact that smoke-
less tobacco products are distinctly different from cigarettes,

More importantly, there is increasing recognition in the public
health community as to one of those distinct differences in the
context of the ongeing public debate regarding the appropri-
ate regulatory framework for tohacco generally and the pro-
motion by some tobacco manufscturers of “reduced risk™
products specificatly. That debate accelerated rapidly in 2001
with the publication of a 600-page report by the institute of
Medicine {10M] entitied “Clearing the Smoke: Assessing the
Science Base For Tobacco Harm Reduction,” a project under-
taken at the request of, and supported by, the U.S. Food and
Drug Administration.

The IOM Report highlighted the debate regarding possible
new strategies for public health policy toward tebacco:

" i

“Despite ove:! and widespread recog-
nition that tobacco use peses a serious risk to heaith,
some tobacco users cannot or will not quit, For these
addicted tobacco users who do not quit, reduting the
health risks of tobacce products themselves may be a
seasible response. That is why many public health lead-
ers betieve that what has come 1o be called ‘harm reduc-
tion' must be included as & subsidiary p ofa
comprehensive public health policy toward tobaczo.”

The 10M Report simultaneously cautioned that all products
for use in the context of a tobacce harm reduction strategy
require substantial and elaborate scientific testing, particu-
larly in the context of new or novel tobacco products or
so-calied "safer” cigarettes,

However, when it comes to smokeless tobaceo, there atready
i5 considerable agreement in the scientific community that
the use of smokeless tobacco involves significantly less risk of
adverse heatth effects than cigerette smoking. Moreover, a
growing number of tobacco harm reduction proponents rec-
ommend that those tigarette smokers who do not quit should
switch to smokeless tobacco produsts,

Those propenents point to the history of tigarette smoking
and smokeless tobaccs use in Sweden as support for their
view. Swedish males have the highest rate of smokeless
tobacco use and the lowest rate of cigarette smoking of any

© UST 2001 Annuat Report

western country, and the daily use of smokeless tobacco by
Swedish males now exceeds that of cigarettes. Indeed,
Sweden is the only country to meet the World Health
Organization's target of reducing smoking prevalence to 20
percent of the pop and some r hers have linked
Sweden’s low rate of “tobacco-related mortality” to its high
prevalence of smokeless tobacco use. Many now believe that
Sweden is a living example of the concept of tobacto harm
reduction in action.

Here in the United States, tobaccs manufacturers that
launched navel products with perceived claims of “reduced
risk™ have been subject to intense criticism. A central concern
is the contention that these products have been labeled as
“reduced risk” absent any governmental oversight, and those
in the putlic health community have been urged to publicly
challenge those products.

Against this background, on February 5, 2002, in a historic
step, U.S. Smokel Tobacco C. q d the
Federal Trade Commission (FTC] to issue an advisory opinion
reganding the bility of icating in advertising
that smokeless tobaceo products are considered o be a sig-
nificantly reduced risk alternative compared with cigarette
smoking arid that thare is growing support in the public health
community that cigareite smokers who do not quit shoutd be
encouraged to switch to smokeless tobacco products. The
Company has encouraged the FTC to hold a workshop -
involving medical and public health experis, public interest
and advocacy groups, tobacco industry members and repre-
sentatives from other federal and state agencies - to consider
such information in

the appropri of
tobacco advertising.

The Company believes it has the obligation on behalf of its
stockholders to address this issue and participate in the
ongoing debate, By voluntarity seeking guidance from the
federal government before communicating comparative
reduced risk regarding keiess tabaceo com=
pared with cigarette king, the Company also beli itis
conducting itself in a responsible manner. With the increasing
recognition that smokeless tobaceo preducts are distinctly
different from cigarettes, it is conceivable over time that the
& andits keless tobacco prod may iy
be viewed as part of the solution instead of being viewed as
part of the problem.
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Smokeless Tobacco Is

Distinctly Different

2002 was a tandmark year with growing recognition — and
acceprance — that smokeless tobaccy is distincily different
from cigarettes.

The debate regarding tobacco harm reduction and the
role of smokeless tobacco as part of a public health strategy
to reduce cigaretie smoking —~ as opposed to what has been
characterized as the “quit or die” approach — has accelerated
dramatically ever since the publication in 2001 of a 400-page
report by the respected Institute of Medicine {IOM]. in that
report, entitied “Clearing the Smoke: Assessing the Science
Base for Tobacco Harm Reduction,” the 10M concluded that
"smokeless tobacco may be a valid substitute for cigarette
smoking. .. ." In @ sense, this conclusion was not surprising
in light of the # g inthe itic com-
munity that the use of smokeless tobacco invoives signifi-

—The Evolving Debate

Health m New York City, and the CATQ instiute m
Washington, D.C.. in addition to public health ¢conferences in
London, Warsaw, Stockhotm and Santander, Span. In Light of
the papers expected to be generated by these conferences.
the Company decided to temporarily withdraw 1ts request to
the FTC and s currently updating the submussion with an
eye to refiling with the FTC 1n 2003.

The Company's intentian to refile was reintorced with the
publication of a repart in December 2002 that we believe will
stand as 3 landmark in the history of 1obaces reguiatory poliy.
Britain's Royal Coliege of Physicians, one of the world’s most
prastigious medical institutions, issued a report entitied
“Protecting Smokers, Saving Lves.” With a focus on recom-
mendations for tobacco regulatory policy in the United
Kingdom, including the role of smokeless tobacto, the report

cantly less risk of adverse health effects than cigarettes.

in sharp contrast to the elaborate testing suggested for
new or novel tobacco products or so-calied "safer” cigaretres,
tobaceo harm reduction propanents point 1 Sweden as provid-
ing more than sufficient evidence that cigarette smokers who
do not quit and do not use medicinal nicotine products should
switch completely to smokeless tobacen products.

Sweden has the highest per-capita usage of smokeless
tobacco of any country and the daily use of smokeless tobac-
co exceeds that of tigarettes. More importantly, from a public
heaith perspective, Sweden is the only country to meet the
World Heatth Organization’s target of reducing k

that "the ¢ of ible tobacco is

of the order of 10-1,000 times iess hazardous than smoking,
depending on the preduct” More importantly, the repont
recognized that "some manufacturers want to market smoke~
less tobacco as a ‘harm reduction’ option tor nicotine users, and
they may find support for that in the public health communiy.”
Additionally, in February 2003, leading members of the
public health community in the United Kingdom, Sweden and
Austria published a white paper entitled "Eurcpean Union Peticy
on h Tebacco: A in tavor of evidence-based
regutation for public health.” The white paper stated that "on
average S or American smokeless tobacco are at

)
prevalence to below 20 percent of the population, with an
accompanying drop in male lung cancer ratesto the point that
several media atcounts have highlighted Sweden as 3 living
example of the concept of tobacco harm reduction in action.
As reported in last year's annual repont. confronted with
these top us. Tobacco
Company requested that the Federal Trade Commission [FTC}
issue an advisory opinion regarding the acceptability of commu-
nicating in advertising that srnokeless tobacco products are
considerad by many researchers in the public health communi-
ty 10 be a significantly reduced risk alternative compared with
cigarette smoking and that there is growing support i the pub-
lic health community that cigarette smokets who de not quit
outright and do not use medicinal nicoline products shoutd be
encouraged to switch to smokeless tobacco products.

Not surprisingly, the Cempany’s FIC filing generated
considerabte debate. Notably, few took issue with the scientific
evidence that L tobacco is idered
te be a significantly reduced risk alternative to cigarette
smoking: much of the oppesition focused on guestioning
whether that information should be permitted to be commu-
nicated to adult smokers.

The substance of our request 1o the FTC was the subject
of intense discussion and debate at forums at Northwestern
University in Chicago, the American Council on Science and

© UST 2002 Annual Report

teast 90 percent less hazardous than cigarette smoking.”

The issue of tobacee harm reduction and the role of
smokeless tobacco products is a1 3 crossroads. The debate is
no longer about whether tobacco is dered by
the scientific community to be a significantly reduced risk
afternative compared to cigarette smoking. The only question
remaining 15 whether that information should be communi-
cated to adult smokers or whether such information should
be suppressed.

Some tobacco control activists have taken the position
that the Company should be prevented from communicating
such information to adult smokers. Interestingly, they also
believe that neither the federal government nor the public
heaith ity has any to undertake that respon-
sibility. On the other hand, some in the public heaith community
believe that suppression of that vital information could have a
significant adverse impact on the lives of adult smokers,

indeed, some in the public health tommunily believe
that the Company must confront the guestion as to whether it
has an obligation to step forward and communicate this critical
information to adult smokers in light of the vacuum created
by the federal government and tobacco control activists.

More fundamentally, the real issue is whether the
Company and its products will continue to be viewed as part of
the problem, or ultimately will be viewed as part of the solution.
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Chairman ToMm DAvis. I want to thank all of you.

This is actually a historic occasion, Mr. Szymanczyck, hearing
your testimony here today, contrasting with—as you go over the
past years what we’ve heard from other executives.

Let me ask a question to you and to Mr. Verheij. How can the
public be sure that the products you want to market as reduced
risk really are reduced risk, won’t be harmful to public health,
won’t be marketed to children, aren’t just an attempt to increase
market share?

Mr. SzymaNczycK. Well, Congressman—Mr. Chairman, [——

Chairman ToMm DAavis. I like “Mr. Chairman” better.

Mr. SzyMANCZYCK. I believe that the public shouldn’t have to
trust the tobacco company in that regard. I believe that there needs
to be a process for them to trust and that there needs to be some-
one in charge of that process that they can trust and that’s why
I'm supporting FDA regulation and supporting a process outlined
by the Institute of Medicine to deal with a particular issue within
FDA regulation and that’s the development of reduced exposure so-
called reduced harm products.

I think that they have to have some sort of an external process,
and when you look at a piece of legislation like H.R. 140 what you
see is that it spells out regulatory authority for the FDA, in par-
ticular, over these reduced harm products as well as all other to-
bacco products, and it also gives the FDA authority to make deci-
sions about communication so as to make sure that, for example,
kids aren’t induced to smoke or other unintended consequences like
people who were former smokers starting to smoke or situations
where people who might be quitting might make a decision to con-
tinue to smoke. So I don’t think that it’s the tobacco company they
should trust. I think it’s the process, and I think that process needs
to be driven by the FDA.

Chairman Tom DAvis. There is considerable risk for your com-
pany in doing that. They may decide your ultra lights don’t meet
their criteria or something under those circumstances, right?

Mr. SZYMANCZYCK. Absolutely. I think that is correct, But I think
that is what we have to do.

Chairman ToM DAvIS. Let me ask you, Mr. Verheij. I understand
you like the FTC as opposed to the FDA on this. Is that correct?

Mr. VERHELJ. Let me start with the underlying premise. Unlike
claims associated with new reduced-risk products, there are a num-
ber of leading medical and research institutions around the world
and many researchers who already believe the data that is there
to conclude that smokeless tobacco is significantly less harmful
than cigarettes. The question is, should that information be com-
municated to adult smokers who do not quit and do not use medici-
nal nicotine products? After all, that market is 50 million adult
smokers. The fact is that no person under the age of 18 need ever
take up smokeless tobacco because the 50 million adult smokers is
a huge opportunity to market to.

There are steps that we can take to make sure that these com-
munications are not directed at nonconsumers, at persons under
the age of 18, or at persons who have already quit. So we believe
that while the process—and we believe this is a process. The proc-
ess has started over a number of years. A step in the process was
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the Institute of Medicine report. A step in this process, frankly,
was our filing with the Federal Trade Commission, because that is
the agency which is charged with regulating tobacco advertising,
tobacco communications.

We went to the Federal Trade Commission because we thought
it was the responsible thing to do in terms of starting to make
these types of communications to adult smokers. We are all here
because there is significant controversy about doing that. So, at the
time, the Federal Trade Commission was the agency charged with
doing so. We know that they are quite able to go to FDA and to
any other arm of the government, as Chairman Muris testified in
the other hearing this morning, or to go to outside experts to evalu-
ate the science and the line of claims. We thought that would be
a significant advance of the process, as are this hearing this after-
noon and the hearing this morning also significant steps in this
process.

Chairman Tom Davis. Thank you.

Let me just ask quickly, Dr. Burns, you’ve had extensive experi-
ence in this through the years. The Swedish experience is often
sited as an example of reduced tobacco in action. Could you offer
your thoughts? Is smokeless tobacco less harmful than cigarettes?
And, if so, is it responsible to convey this information to current
smokers?

Mr. BURNS. The answer to your question is both yes and no.
There is no question that smokeless tobacco is less harmful than
cigarette smoking for individuals who have used it exclusively for
their lifetime. That information is only relevant to individuals who
have never used either product, and the clear public health rec-
ommendation for those individuals is not to start using either.

We lack three critical pieces of information. The first is the harm
to people who have switched after substantial use of cigarettes to
smokeless tobacco. We don’t have data on that. We also don’t have
data that individuals who would not otherwise quit can be per-
suaded to switch to smokeless tobacco as adults. And, third, we
don’t know the impact of a harm reduction message keyed to adults
on the absolute rate of initiation of smokeless tobacco use among
adolescents.

Those questions are very critical ones to allow—that would need
information in order to allow us to assess whether or not that type
of claim should be made and whether, if the claim is made, it will
create a benefit or cost to society.

Chairman Tom DAvis. Thank you very much. My time is up.

Mr. Waxman.

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

If we are going to have risk reduction kinds of products, it seems
to me that the place to evaluate it is among scientists; and the
FDA has been entrusted with looking to see whether a product, if
it is marketed for a medical or health result, is efficacious, it actu-
ally accomplishes that result.

Now it seems to me that your position is that the FDA should
have that power. Is that right, Mr. Szymanczyck?

Mr. SzyMANCZYCK. That is correct.

Mr. WAXMAN. Now, Mr. Verheij, don’t you think the FDA ought
to have that power?
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Mr. VERHELJ. Well, I think—we’ve looked at the current FDA
proposals, and the concern we have with any of the current FDA
proposals is they would actually—the mechanisms would preclude
the types of cross-category claims that we would like to make
against the products that Mr. Szymanczyck’s company makes. We
have laid out in a——

Mr. WAXMAN. I don’t understand why that is the case. If you
want to make a claim that using smokeless tobacco is less harmful
than cigarette smoking and that people ought to use smokeless to-
bacco instead of cigarettes, it seems to me that there is some sci-
entific findings that have to be made before we reach the conclu-
sion that is a good recommendation to the American people. The
place to do that is among scientists, and FDA has always been the
place where scientists have made those kinds of evaluations.

Mr. VERHELJ. Well, I think I am talking more about structural
impediments in many of the current FDA proposals, such as—and
we met with your staff about 10 days ago, I think, including your
bill, Congressman, which would preclude those types of claims
which, from our standpoint, doesn’t make sense.

Mr. WaxMAN. OK. Let me ask you this. I understand that you
are hesitant to say FDA ought to do it. My view is, if you go to
the Federal Trade Commission, they can only act after the fact. So
in effect what we are doing is trusting U.S. Tobacco to regulate
itself, and I want to ask whether that is a wise decision. It is my
understanding that U.S. Tobacco has never accepted that smoke-
less tobacco causes mouth cancer or that smokeless tobacco is ad-
dictive. Is that still your position?

Mr. VERHELJ. Well, first of all, as defined by the Surgeon Gen-
eral, smokeless tobacco is considered to be addictive.

Mr. WaxMAN. Did you accept that? Is that your position? Not just
the Surgeon General’s position.

Mr. VERHELJ. Well, as defined by the Surgeon General, it is con-
sidered addictive. And I think there is really——

Mr. WAXMAN. Do you agree with the Surgeon General?

Mr. VERHELJ. Well, as defined by the Surgeon General, exactly,
it is considered addictive. No doubt.

Mr. WAXMAN. I see. And it does cause mouth cancer?

Mr. VERHEILJ. Well, based on the scientific data, scientific lit-
erature, taken as a whole, we have not taken a position that the
product is safe.

Mr. WaxMAN. I haven’t heard such a way of avoiding an answer
since I had the CEOs in 1994 before me. They have all come
around to admitting the connections between cigarette smoking
and disease. It seems to me you are hedging on that issue.

Last month, I wrote to all Members to express my concern about
UST’s request to market smokeless tobacco with health claims, and
UST sent me a response about 10 days ago. Since receiving that
response, I have obtained copies of internal documents that flatly
contradict U.S. Tobacco’s statements.
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I want to ask unanimous consent to include in the record a letter
I have written to Chairman Davis that describes and attaches
these documents.

Chairman ToMm Davis. Without objection, it will be made part of
the record.

[The information referred to follows:]



TOM UAVIS, VIRGINIA,
CHAIRMAN

DAN BURTON, INDIANA
CHAISTOPSER SHAYS, CONEGTICUT
SLEANA RGOS EHTIHER, ROAIDA

JOHN A4, MGHUGH, HEW YORK

JOHN 1. MICA, FLORIDA.

MARIK €. SOUDER, INDIARA

STEVEN 6. LaTOURETTE, OHIO

DOUG OSE, GAUFORNIA

RON LEWS, KENTUGKY

O ANN DAVIS, VIRGIN

TODD AUSSELL PLATTS, PENNST.VANIA
CHASS CANRON, UTAH

ADAM #, PUTRADL, FLGRIDA

EOWARD L. SCHROCK, VIRGINIA

JOHMJ. DLNGAN, Jft. TENNESSEE
JOHN SULLIVAN, OKLAHOMA

297

ONE HUNDRED EIGHTH CONGRESS

Congress of the United States
FHouse of Representatines

COMMITTEE ON GOVERNMENT REFORM
2187 RavBuaN House OFFICE BUILDING

HENRY A WAXMAN, GALFORNIA,
RANKING NINORITY MEMEER

TOM LANTOS, CALIFORNA

HAJOR R, OVIENS. NEW YOTK.

PR E HARIORSK 3
ROV B MALO) v
ELUAH €. CUMMINGS, MARYLAND.

DENNIS J. KUCINICH, MO

DANNY K_OAVIS, ILLINGIS

JOHN F. TIERNEY, MASSACHUSETTS

A LRCY CLAY, MBSOUSI

CIANE £ WATSON, GRLIFORNA

STEPHEN F. LYHCH, NASSACRUSETTS.

CHRIS VAN HOLLER), MARYLAND

LHDAT, SANGHEZ, CAUFORNIA

CA. DUTCH RUPRERSEERGER,
MARYLAND

NATHAN DEAL, GEORGIA

JOMN B GARTER, YEXAS
WALLIAN J. JARIKLOW, SOUTH DAKOT
MARSHA BLACKBURN, TENNESSEE

WasHINGTON, DC 205156143
M GOOPER TENNESSEE

sy a0z 225-5074 S SELL T
ACSMLE {202} 225-3074 =
T f302) s

www.house.gov/retorm INDEPENDENT

June 3, 2003

The Honorable Tom Davis

Chairman

Committee on Government Reform
U.S. House of Representatives

2157 Rayburn House Office Building
Washington, DC 20515

Dear Mr. Chairman:

You may have recently received a copy of a May 23, 2003, letter from U.S. Smokeless
Tobacco Company (UST) in connection with today’s hearings on “reduced risk”™ tobacco
products. As you consider this letter, you should know that it is deceptive on important issues.

The UST letter was written in response to a “Dear Colleague™ letter that I wrote on April
28, 2003, My Dear Colleague made two major points: (1) that public health authorities have
concluded that “reduced risk™ claims for tobacco products should be made only in the context of
strict regulatory oversight and (2) that the need for regulatory oversight of such claims is
underscored by UST’s history of untrustworthy marketing. The Dear Colleague attached two
fact sheets from the Campaign for Tobacco Free Kids. The fact sheets detailed UST’s use of a
“graduation strategy” to hook young users on low-nicotine products and then “graduate” them to
higher-nicotine products, They also described the company’s strategy of appealing to children
through the use of cherry flavoring in its “starter” products.

In its May 23 response, UST dismisses the allegation that the company “has engaged in
strategies to hook kids” as “inaccurate or misleading.” UST claims that it does not and has never
used a “graduation strategy,” certainly not one related to marketing to youth. UST also rejects as
“baseless” the suggestion that its cherry-flavored products were designed to appesl to children.

Since receiving UST's May 23 letter, I have obtained copies of internal company
documents that validate the points made in my Dear Colleague and conflict with the assertions i
UST's letter. These documents show that the company planned a “graduation strategy™ starting
with “young” consumers, that the company has long known that flavoring in smokeless tobacco
products appeals to young smokeless tobacco users, and that UST deliberately adds flavoring to
“starter products.” The documents also indicate that UST marketed its products to children as

ELEANGR HOLMES NOATON,
DISTRICT OF COLUMEIA

56452 AERNARD SANDERS, VERMONT,



298

The Honorable Tom Davis
June 3, 2003
Page 2

young as 13 or 14. Copies of these previously undisclosed documents are enclosed with this
letter.

These documents and UST’s response are relevant to the Committee’s consideration of
UST’s request for permission to market smokeless tobacco as safer than cigarettes. While UST
may say that it would never abuse authority to make “reduced risk” claims, the company’s past
practices — and its recent correspondence denying these practices — call the company’s
veracity seriously into question.

UST’s Graduation Strategy

UST states that it never employed a “graduation strategy” in marketing its tobacco
products and that any documents from officials at the company discussing the strategy merely
reflected a “hypothesis,” “did not relate to marketing to youth,” and “did not drive the
Company’s marketing strategies.”

This claim is difficult to believe in light of the documents that I have obtained. The
documents show definitively that a graduation strategy aimed at youth was in fact the company’s
goal and that implementing this strategy was the objective of the highest-ranking officials in the
company. In particular, a 1980 memo from the Senior Vice President for Marketing and Sales to
the Chairman of the Board and President of UST sets forth two of the company’s marketing
“objectives” as follows:

- Introduce an easy-to-use, “starter” product
- Provide new users with an easy graduation process.!

That this graduation process is aimed at young customers is expressly stated later in the
document. A chart labeled “Marketing Action/Staging,” which includes specific dates for
implementation of each action as early as two months from the date of the memo, reads as
follows:

BRAND/SEGMENT  QBJECTIVE

Ball’'n Chew Introduce easy to use, “starter” product
Wintergreen o increase consumer base,
Plastic Can especially among the young.

! Memo from Barry J. Nova, Sr., Vice President Marketing and Sales, to Louis P. Bantle,
Chairman of the Board and President, UST, Re: ‘Moist’ Development, 1 (Jan. 4, 1980).
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* * * *
Skoal Straight Introduce line extension to support
Plastic Can “natural vertical” graduation process.®

This document also contains a chart, entitled “Product Development and Positioning,”
that depicts “young, newer” “light” users at the bottom of a continuum that ends in “older,
confirmed” “heavy” users. Marching up this continuum are the company’s smokeless products,
with the lightest products at the bottom and the strongest products at the top.

Use of Flavored Products to Appeal to Youth

UST claimms that cherry flavoring is common in adult products like Maalox and Tums and
therefore that there is no basis to believe that the company used sweet flavors to appeal to
children. But the company had clear understanding that flavors appeal to young users and not to
adults. In the document quoted above, the Senior Vice President for Marketing and Sales states
the following “assumptions”:

ASSUMPTIONS:

- Younger and lighter users prefer a flavor, not a natural
- Older and heavier users prefer real tobacco taste and strength

* * * *

- Happy Days [a lighter product] can be a better brand and better “graduator” with a
change in flavor.

UST’s Marketing to Children

Another document indicates that the UST s sales force marketed to children as young as
13 or 14, A memo from a regional sales manager to UST’s National Sales Manager describes
the effect of a competing product on sales of UST products. The memo states that retailers
report that Hawken, a product from a UST competitor:

11d. at6.

31d. ats.
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is being used by young kids and young adults. The age of the kids is from 9 years old and
up. 1 believe this to be true because outlets located close to schools (all grades) are
definitely the heavier Hawken outlets we visited. . . . Also, the people who knew about
mouth tobaccos felt the sweet taste was a definite factor with the kids.*

This memo goes on to say that Hawken “has reached kids four or five years earlier than
we have contacted them in the past.”5 Because the memo is describing a product being used by
9-year-olds, the clear indication is that UST was marketing to kids of 13 or 14 years.

Conclusion

As we consider UST’s desire to market its products as safer than cigarettes, we must keep
in mind both the company’s marketing history and its continuing deceptions. Essentially, UST is
asking Congress to trust that the company will make responsible claims about its products. But
it is hard to see how such trust is warranted given the company’s track record. Certainly, the
company should not be permitted to make “reduced risk” claims about its products without strict
regulatory oversight.

Sincerely,

a

A, Waximn,
anking Minority Member

Enclosures (2)

cc: Members of the Committee on Government Reform

# Memo from A.H. Cameron, Regional Sales Manager, UST, to R.R. Marconi, National
Sales Manager, 2 (Jan. 21, 1980).

I



301

ce:  BLR, TBO, ML, AEM, BK, B8, PS5, IS

U-S-TOBACCO

INTRA-COMPANY CORRESPONDENCE

FROM:  Barry J. Kova, Sr. Vice Prasident Markaring and Sales
TO: louis F. Bancle, Chairvwen of the Bdard and President

Januazy 4, 1%80
Subject: "Meist" Devalopment

Us 8. Tobsceo hus "mmde" the market in holst swokeless tobwcco; a segment
that remaing in the early stagemg of growch om @ producs life cygle graph.
We must contiaue co “lesd" the catsgory 4in order o

- Enlarge our commumer bass
- Preempt probable coxperitiom .
=~ Maintain corporate growth and profit

A recent docutent from Peter dirscted itsslf to "produet leaderskip”; to
the nathods of ascertdining the cight producta in the right positicns to
maat potemtial user needs. Whila some of the chuiced and recoawendations
might be questicned, 4% iy nor the intent of the writer to mark down a
good bagluning, Rather, in conjunction with thoss carboned sbove i 4a

the purposs of this weworavdum to further define markeriug action peeded o
meet Che following objectives: . .

A
- ZIotreduce an sasy-to-use, "starter” produc:t
- Frovide nev users with an easy yreduation procass
- Devalap batter packsglog
= Maintain s simplicity in ghe produst line

Eary GCradustion Procass

There are twoe "lemdwrs” axrant ism voday's uarkseplace: $koal, with & wintergreen
flavor; avd Copenhbagen, with a more fstursl tobenco taste. While Skoal
15 the biggest seller, ¥ ble po age g iz =ril]l apparvent
in the Copenhsgen brand; and both conrinue ro ontpace Happy Dayg (mint)
~ ¥here about 20Z of current poundage is samples - o0 8 poundsge growth basis.
v

1o addicien, two othar "satural”-brands contince to show stremgeh with very
iimited promotfional support - W B Cut and Key.

Simply, them, we should copcentrate on the tue proven aress of acceprabilizy -~
Wintergrem and Hatural; and build vertically in thess two flavors, parmitring
the consiomr to “mwove-up” or stremgthan hin pl a in a tasce that he is
uead to and comforcadla with. Evan our new looas leaf chew would fit
comforsably in the pastern. -

And while wa do fasl that minc/spasrmint s an scceptable American flavoring
1o food and guus, it has not yet been cotpistely proven as 3 tobacco addizive;
and 3 triple flavor track rather than a vertical duslity would bs roo complex
TION

~DONFIDENTIAL'Y 3730213
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Fage 2

Simplified Product Line

We caanct, and should not, attempt to be "all things to ail peopla”
now. After s11, it wust be remawbered rhat we are just beginming to
rap the murket’s potemtial, and thar the brinds ve sall, in MOST cases,
seem £© ®eeZ 2 need Or 3 vant. To proliferate many new products/lice
axtanzions might very well cause:

= Confusion swong potential new usars a3 te whare to begin and
with what. f

.= Confusion among current users regarding vbat ta move to;
possibly craating no nev business, just & tTansfer of business
intra=line. f

« Problems in madia promotion: difficulty in creating strong,
separate positicning statemsnts) lsck of frequency to sxplain
all various alements.

- Trade dizmay snd lack of support. Moist bas been “welcoped” by
the tzrade, butr for the next foyr to fiva yesrs we will nor be
ar the point whate we can dempad T™wo to three zimes the warehouse
or retail shalf space that we now emjoy. To try te put ocut
zyriad of products is to run tha severe risk of alienating s
carefully built trade rapport based on good sales from consumer
depand, ax well as inviting an sver—incrsasing damaged goods problem.

v //7'zasy-'ro-l7n"/s:nt¢t Product Developwwht and Intre
. '
This mmet be our pricrity uiche at prasant. for the obvieus raascns:

- Expansion deminds s contirually enlarging mev user base.
- "Floating” and saliva bulid-up mre still pegatives to the “beginner”.

i

|

¥

|

} - Most readily availabie entry segmant for cowpetirion on both a

! proguct developoant basis and racio of pay-back ¢o invescmmnt.

2 (And who iz to say that & mo-callsd “sgerter” product camnot carve-

i out, 4n part, fts own on-going usar basa.) ’

\PP? Deys, bescause of some diffienley in ube and appatect ill-defined flavor,
may not ba tha best effort we can make for “starrers”. It can be improved, and
then parhaps, could ba positioned as part of rhe "regular” lina.

Gocd Luck, » techmological advance in packsging rather than a bresk through
in taste, is melling ressonably well 1o most tast areas; but requires better
£lavor and a finsl, trua svaluation before capitel is sxpunded on addiriomal
machinery. .
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Our new, shag cut, "balling” smokeless brand (vhether it is czuly "dalled” or
just flattened between the fingers) is the one that “"gut” feelings zell us
can ba the most auecsasful enrry. Tt iz easy to usa. Saliva build~up is
minimal, It vakes flavoring well. Raw matarials ars available. Production
methods hyve been proven. A machine to pack both it and W B Cut could be
zeady by tha fourth guarter ¢f 'B0. Eowevar, omly thozough casting of rhe
concept will prove its validity. . -

Bettar Packaging

Tha genaral view is rhat the plasric can would be 3 pasitive packagiog atap:

Lover manufsctyriug costs

Decreases freight coste

Eagier Lo Openr

Stands~up better in tha wearing

Adgptebla to holding leswer asmounts of tobacco -
May kesp product fresher, longer

LI I I I A }

‘A susll aswount of Tesaarch doung in oux ovarseax market, couplad with some
results from Havken texting in Jonesboro indigats good consumar accepranca
for the plascic container. And iz ie urderstood that both Empyy Days and
Skoal can be packsd thiz way now, without any loss Iin product qualiry.

Howaver, we can visualize the possibilizy of socma problems that wight
oceur! '

~ Consupar perception that thange'in package mesus a ge in formuia
and flavor. Panal testing cen prove or disprove this.

~ Feeping the product freshar, longer could negste the "built-im
obpolesenca™ in the present contaipear, thereby lessening poundage.
srill, good users might jusr use more bscawsa it iz fresher. The
answer wmight be gottazs through focus groups.

Finally, coe impertant facet of plastic vackaglag - its adeprabiliry - needs
further commantary regarding how important it could become in Credting new

users and meeting competitive ptecnur-:'
'

Su tion Strataxy
New userm "pimﬁh' less oftenn Build up bottom of plastic cay - without
and w1ll use less tobacgo pev changing height and circumference - iv
"dip". order to pack a "full" lowsr weight in
- a “starcec” product; i.e. .6 ouncas,
Pricing can-ba a determzinant Lower price ¢n "starter" branda to increase
to trisl; sod may' well be trisl, lower sempling costs, and preewpt |
used a3 a eoupatitive adw: g corpatitive, "low ball" pricing. For exampla:
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Page &

st Jobber Retail
present can priece  42¢ 32¢ 85¢

(Packing half @8 wmuch tobacco may sava 201 or more while
meinreining maxgins) 3

"roduced” can price 33¢ a1 50¢

Possible wvasulti More néw users, happy with a "fair" encry pries,
unconeerned with lasser amounts of product, who can be graduared .
to one of our "ragular” products et 8 "raguler" price (and mey want
to "move” there fastar since 1.2 sunces at 65¢ iz x= berrer "deal™
ve+» aod cenpstitors who probably will have to cat their own margins
to find & price point emtry measingiully below ours.

The furegoing discussions point tha way‘m the recomendations included on
the Product Devalopment and Positioming Chaxt that follaws; after which
a Marketing Action Steging form indicates the B & D, research aad market
testing Tequired to prove thefr viabilirey.

»



305

Page 3
ERODUCT DEVELOPMENT ARD POSITIONING
VERTICAL DUALITY
ASSUMPITONS:
v Younger and lighter users prefer a flaver, not a "parural”

- 0Older and heavier users prefer weal todacco tasts and srrengeh

- Skoal i» our largest selling and fastmst growing product (amd
bast known); all "startsr" products should scqusint pevple with
ics taste. -

- ¢ b, is wr a J.u-gas: selling product and its grovf.h
could improve with a lead-in from a “patural™ lipe sxtansiom,
whose name and bland have provén thomcelves.

~ Happy Days can be a better brand and a better “graduator” with a
change in flavor. R

- The "top of the ii{pe” ~ ¥ B - may yet be our fastest growing px‘oduct
and deserves a place in beth “varticala".

VINTERGREER NATORAL .
| FLAvOR FLavoR
Aaet . . VR cur () B) W B Cur (1) ()
»E ‘ Copenhagen (1) (CT)
,'g E § ' Skeal (1) (€D Skoal Straight (3) (EC)
. Bappy Days (2) CPCS

vinternint
! Ball'n Chew (4) (PC)
, Good Luck (2) (EC)

éﬂi _a ; winteraint
e 8 -t 1
> g
+ Stetson (4) (P) Stetsou {4) (B}
B . (loose leaf) (loose leaf)

(1) Mangfactured at prassnt; reguires no changse

(2) Manufsrrured at prasest; requires indfcarted Ilavor additive
(3) Manufactured ar present; requires new labeling

(4) Manufacturing to finalize development

Packaging: (P)-Pouch; (PC)-Plastic Canj (CT)~Cardboard snd Tiam

“CONFIDENTIAL® 3730217
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S'TOBACCO

INTRA-COMPANY CORRESPONDENCE

FAOM: A, H. Cawmercm, Ragional Sales Manaper
TO: Hr. R. R. Marcani, Nariomal Sales Mauager “CONF‘DENT‘AI\; s
’ wTyis dogument 1§ SUDIS 1 wer
ve order and OSSR L g
January 21, 1980contents W2y N:“"“ wih
otder."

RE: - HANKEN REVIEW

Tuesday and Wednasday was spant in the tri-city arss (Briston, Tamnesssee;
Bristel, Virgianias; and John Ciry, T ) in =n attempt $o further
avaluate Conwood's new item “Havkan™, I spent this time vorking with .
Mr. €. E. Joydan, division manager. Factual informarion was hard to come
by in scma gf the areas; however, I will attempt to cover what we foond
frow consuners, retallera, and dietridurors.

Consmmers

We were only.able 1o sctuslly discuss Havien vith two consumers who have
usad the brand for any lemgth of time. Ona of thess vas 2 convenience
store manager (msle about 55 years old). This man was supplisd with samplas
on a regulsr basis for ar least four o five weeks. By thic time he had
devaloped a taste for Hawkem and now balisves the flavor sund uate last .
longer than SKDAL, the brand he ussd before Hawi The

wag a 12 year 0ld male and his motler. Hs srated, and it was confirwed by
his worhar, that all othar brands of mouth tobscco he had tried to use would
make him sick. This included SKOAL, HAPPY DATYS MINT, and several brands of
serap. He falt the causs with SKOAL and HAPPY DAYS m! \nn the brands wexe
too hard to use, bs could never ksep tham h v 4 too much
Juice and he svallowed too much. He also felz Ha-kn s ﬂ.nvnx lasted longer.
A very inceresting observation ~ bis mothar vas delighred ha had finally
found s mouth tobmcco ha could usa. During wy questioning of this lady, it
vas clearly evidamr zhat she belisves mouth tobacco is the least harmful of
nany habits her son could develop; tharefoze, sha opanly encouragas him to
chew. The price made do diffsresce to these tWo CORMURETS.

Recailers

Whila contacting most of the retajlers we have had on the "Iracking Program”,
va could only find twe who definitely believe Havken is still lscreasing in
sales. All others state the brand has peaked and most Taport a decline in -
sales. Every retailer stated that SKOAL definitely was hurt the worst; how-
ever, they all state that SKOAL is coming back and is either @t, or ¢lose ©o
its previous sales level. They all rsport consumers of all ages are buying

s < 2038618

Esij
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Hawken. Also, all type of consumers a?."using Hawken. These retailers all
agree that the majority of Eavken'is being used by young kids sang.young sdults,
The age of the kids i» from 9 yesxs old and up. 1 beliave this to he trove
because outlats located close to schools (all grades) are dafinitaly the
hasvier Ravken cutlers ve visired. Several rutailers indicated tbat price

was » factor with the young kids. Also, the pecple ubo knew about msuch
tobsccos falt the sweet taste was a definite factor with the kids. Bo
retailer expressed any problsm with the lowsr price of Havken. They all

state their mark—up is the samv percentage as ou SKUAL end other tobaccos.

Diutribuuru

ﬁiriribu:orl .all stats that tbey did po nore on Hawken than amy other new iten.
Tbey all Teport thet the brand has paaked and they are saaing daclines. HNo
dimtributor indicated -any promotionsl sctivity vaz plasned for Havken.

As you can ses, all lgvels are pointing the same wvay on Havken. 1 believe the
brand hes hurt SEKOAL and HAPPY DAYS MINT as such as it is godng ro. Figuree
prove Havken killed our incresse on SKOAL (30 percent); and at this poinr, ue
are showing about 9 percent dacrease in sales where Havkan is mvailable. Ar
one point, our loss was well over 20 percant. This has turbed around and I
believe SXOAL will be back to a break—even point within the next few wmeks.

I feel by the end of the next thras-wmonth rracking period, our incresse will

be batck to mormal. I am pot at all sure our imcrease won't be greater than
wvar. It definitely is a fact that Havken has brought s lot of new consumers
ipto the month robmceo market. I think this brand has resched kids four or 4 —
five yaars aarlies tham Ve have coutacted them iv the past. 1ndicarions are
thar soms of these new users ars moving up to a strongsr brand. Also, ipdi-
cations sTe thar soms older consumars #Te moving from Bavken back to the
brands they wera using before, and sone couscaars have degun mixieg Havken
wirh SROAL and Levi Scrap. If thase tremds countinue, Havken may prowa to be
a very good starter product for SKOAL. -

I mm convinced we Dust contisus our tracking of Hswken for.st least another
‘thres months before our questions can be ansversd. BHowever, all Iigures -
indicats Havksn, when inrroduced in a nev marker, will kill cur incrsase oo

SKOAL and, in fact, canse a 10 to 20 percent loss for the fixst three sonths.

Our field parsompal will continve to sopply 211 informanion pu:s'ib]:e on
" Hawkean. A

_ Sincexely, . .
- ' A, Cpmrets”
ol R AL '
E{‘M:':l;"}._'@i_:: 2038619
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Mr. WAXMAN. In UST’s response to me 2 weeks ago, the company
claimed it never employed a graduation strategy to hook young
people on starter products and then move them to more addictive
products. Is this still your position?

Mr. VERHELJ. Well, I think we were asked that same question 10
years ago and we had thought we had adequately responded to
that in terms of the graduation process or the discussion by some
people. The company never drove the marketing strategies of our
company, because

Mr. WAXMAN. One document I have, and I have introduced today,
was a memo from the senior vice president of marketing to the
president of the company; and it shows the company’s objective is,
“provide new users with an easy graduation process.” Now, UST
also wrote me that it was baseless to suggest that cherry flavoring
was added to smokeless tobacco in order to attract young people.
Is that still your position?

Mr. VERHELJ. Absolutely. I think if you go into the local pharma-
ceutical today, there are a lot of cherry-flavored products like
Maalox, all intended for adults. In fact, they have a proviso on the
back of the label that says, keep out of the hands of children. Cher-
ry is a very appealing flavor amongst adults, and it has been a fla-
vor that has been used in conjunction with tobacco products for
over 150 years.

Mr. WaAxMAN. Well, the document that is now in the record dem-
onstrates that there was a clear understanding by the senior vice
president of marketing and president, they understood that,
“younger and lighter users prefer a flavor, not unnatural,” while
older and heavier users prefer real tobacco taste. Do you still think
it is baseless to think that cherry flavors were added to appeal to
young consumers?

Mr. VERHELJ. As I said, there are a number of products clearly
intended for adults on drugstore shelves today.

Mr. WaxXxMAN. What about your product? What about your prod-
uct? Was that intended to attract kids to use your product?

Mr. VERHELJ. Not at all. We found that cherry flavor was a flavor
that appealed to adult tobacco consumers.

Mr. WAXMAN. Well, my point, Mr. Chairman—I know the time
is up. But my point I think is made: U.S. Tobacco simply can’t be
trusted to regulate itself. I think the result could easily be a public
health disaster. And I know they are trying to play games with the
Federal Trade Commission to get them to back away from striking
down these irresponsible claims the U.S. Tobacco wants be making.
I think it is irresponsible, and I have other questions in the second
round as to whether this is really a risk reduction or harm reduc-
tion strategy or another public health disaster in the making.

Chairman Tom DAvis. The gentleman’s time has expired.

Mr. Shays.

Mr. SHAYS. Thank you, Mr. Chairman. I will defer to my other
colleagues but before the first round is over I will have some ques-
tions.

Chairman Tom DAvis. Mr. Schrock.

Any questions over here? Any other questions?

The gentlelady from California.

Ms. WATSON. Thank you so much, Mr. Chairman.
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It is too late to deny that tobacco is an addictive drug that has
destroyed the health and caused the early deaths of millions of peo-
ple. There is too much at this time damning scientific evidence
about the dangers of nicotine for anyone to claim that nicotine can
somehow be made healthier or less harmful. Now, I have said—and
I want to commend all of the panelists, the first panel and now the
second panelists. But I just heard a discourse that I would call ri-
diculous. The gentleman on the end as he was questioned avoided
answering questions.

To me, cigarette smoking is like rat poison. Any amount of rat
poison is still rat poison. And nicotine, I don’t care who studies,
who researches or who uses it or what flavors you put in, it is still
rat poison; and I think any scientific-minded and thinking person
would agree to that.

But I want to ask—is it Mr. Verheij?

Mr. VERHELJ. Yes.

Ms. WATSON. OK. I want to be sure I pronounce your name cor-
rectly.

I am sitting here with cancer facts: Snuff or smokeless tobacco
is a finely ground or shredded tobacco. And chewing tobacco—and
I am going to ask you if this is true and would you agree with it.
Chewing tobacco and snuff contain 28 cancer-causing agents.
Would you agree?

Mr. VERHELJ. Well, looking at the—as I——

Ms. WATSON. Wait a minute. Give me a yes or a no.

Mr. VERHELJ. Well, these are

Ms. WATSON. My time is short. Give me a yes or no.

Mr. VERHEL. I think, if I recall the list correctly

Ms. WATSON. Excuse me. Can you answer yes or no? You might
say, no, you can’t answer.

Mr. VERHELJ. I would need to give a complete answer to respond
to your question.

Ms. WATSON. Thank you.

Smokeless tobacco users have an increased risk developing can-
cer of the oral cavity. Is that a true statement, yes or no?

Mr. VERHELJ. Based on the studies that were available in 1986,
that is what the Surgeon General concluded.

Ms. WATSON. OK. Is there any redeemable features of using
snuff or spit tobacco?

Mr. VERHELJ. Well, as I think I indicated in the opening remarks,
the——

Ms. WATSON. Can you answer me directly when I raise a ques-
tion with you? Because my time is short. Do not force me to run
out of time.

Mr. VERHELJ. In the context of tobacco harm-reduction strategy,
many people believe that smokeless tobacco is an option that
should be taken seriously, yes.

Ms. WATSON. You believe smoking tobacco can be taken seri-
ously—smokeless tobacco can be taken seriously?

Mr. VERHEW. I think we heard a number of people on this panel
indicate that it should be taken seriously, yes.

Ms. WATSON. When chewing tobacco and snuff contain 28 car-
cinogens, you think that it should be taken seriously?
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Mr. VERHELJ. I think a number of leading research and medical
institutions agree with that statement, it should be taken seriously
as an option.

Ms. WATSON. What do you agree with?

Mr. VERHELJ. I think they make a very compelling case; and, in-
deed, a number of people on this panel have made a very compel-
ling case for smokeless tobacco as an option for those adult smok-
ers who do not quit.

Ms. WATSON. Mr. Chairman, I have heard these bizarre argu-
ments and that reduced exposure or reduced-risk tobacco products
are better for your health than regular tobacco products. If I under-
stand the reasoning correctly, this is kind of like saying a smaller
or lethal dose is better for those who are trying to stop using to-
bacco products. I was hoping that in this hearing we would hear
the kind of information necessary to support the creation of a regu-
latory framework which would save our children from the dangers
of nicotine. I have heard at least two of the presenters talk about
market share. I have heard them talk about the marketplace. I am
saddened that the people who are representing the tobacco indus-
try are looking at market share and marketplace more than look
at saving our children from the dangers of nicotine in any size,
form, dosage, or whatever.

So, Mr. Chairman, I want to thank you for providing us this
hearing so I could hear for myself.

I want to commend the ranking member, because I watched con-
tinuously the hearings that you held many years ago when you had
the representatives of the tobacco industry raise their hands and
you asked them the question: Is nicotine addictive? And they said
no. So I hope we can gain more information. And thank you for in-
dulging me.

Chairman ToMm DAvis. Thank you. Let me just note, I think we
have heard today that we didn’t hear those comments today. I
think at least in the part of when testifying today that the industry
takes a more responsive view today.

Any questions over here? Mr. Shays.

Mr. SHAYS. Thank you.

Basically, I come to this hearing with some heartfelt feelings.
One is that you had to be an idiot not to know that smoking was
harmful to your health. For as long as I have lived, practically, but
certainly by the time I was in elementary school but clearly by the
time I was in high school, and I graduated high school in 1964, I
knew that smoking was very harmful to your health. So I have
wrestled with some of the court cases that have taken place in
which people take no ownership for what they do.

It is very clear that Philip Morris has said that it is harmful.
When they said it wasn’t harmful, I frankly thought, well, that is
a foolish statement, because it was harmful many, many years ago.

I am here because I know people are going to continue to smoke
in spite of the fact they know it is harmful. And I am intrigued by
the process of saying is it a wise public policy for us to see if we
can have less harmful products? Should we incentivize Philip Mor-
ris to come in with a product that is less harmful?
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And I agree with you, Mr. Szymanczyck, there is no way that
someone is going to believe the tobacco company. We need to have
someone from the outside basically pass judgment.

I intuitively believe that if you chew tobacco it is less harmful.
My answer to the question that was asked to you would have been
that, there is no question, Mr. Verheij. I would have said, you
know, it does cause cancer and we know it. But I guess we are not
there yet in saying it. But in terms of—because both are harmful.
And I think you know that, and I think you have basically said it
without saying it.

So I would like to ask the health care folks. I would say intu-
itively that smokeless tobacco is less harmful, but it is still harm-
ful. T would like to just go down the line with you, Dr. Hatsukami
and Dr. Kozlowski, and I guess, Mr. Sweanor, you are the only one
who is not a health care expert, is that correct, on this issue? Am
I right or wrong?

Mr. SWEANOR. I would probably still hold myself out as an ex-
pert.

Mr. SHAYS. Well, then let’s go from our two bookends and answer
the question: Is smokeless tobacco less harmful?

Dr. HATSUKAMI. I think that on the surface it appears to be less
harmful when you take a look at the effects of smokeless tobacco
products on health compared to cigarettes. But you have to look a
little bit deeper than that. There are a lot more concerns associated
with it. You have to take a look at the effects on the individual as
well as the population level.

On the individual level, people do not do what you want them
to do or what you expect them to do. And my concern about the
claim that smokeless tobacco is less harmful, is that people will use
both cigarettes and smokeless tobacco products.

Mr. SHAYS. So let me put it in my words, and if I can go on—
and disagree with me if I am wrong. What I sense you saying is,
if we are successful and we do see a number of smokers and to-
bacco users, either if it is smoking or chewing tobaccos, that is the
best way to improve the health situation. If in fact we come up
with better products but don’t increase the number of people who
use tobacco, then we will have made a positive forward movement.
But if in the process of coming in with better products we create
a lot more tobacco users, then it is a negative.

Dr. HATSUKRAMI. That is right. If we create more tobacco users,
it is a negative. And if we have dual use of tobacco products, that
may be potentially a negative.

Mr. SHAYS. OK. Then let’s just keep on now. Thank you. That’s
helpful.

Yes, sir.

Dr. HENNINGFIELD. Smokeless tobacco is deadly for the young
people who never would have taken up tobacco but for the advertis-
ing. It is deadly for the adults who keep smoking because now they
don’t have to quit. It is theoretically possible that it could offer re-
duced risk for some individuals, but we don’t know the conditions
under which that would occur. So it depends. How it is used is as
important as how it is made.

Mr. SHAYS. Fair enough.

Doctor.
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Dr. KozLowsKl. I think smokeless tobacco is less dangerous for
the individual user. I think if someone came to an informed toxi-
cologist, epidemiologist and said, I am going to use smokeless to-
bacco, I am going to use cigarettes, is one of them more dangerous
than the other? I can’t imagine an informed person saying that
they are equally dangerous. They would say that the smokeless to-
bacco is less dangerous to the individual user.

Mr. SHAYS. Thank you.

Mr. SWEANOR. Yes. On a one-for-one basis, smokeless tobacco is
certainly much less hazardous than smoking cigarettes, though still
more hazardous than something like medicinal nicotine or using
nothing at all.

Mr. SHAYS. Fair enough. Thank you. And I am sorry I made
some false assumptions here.

Go ahead.

Dr. BURNS. My opinion is that smokeless tobacco is clearly less
hazardous for individuals who have only used smokeless in com-
parison to individuals who have only used tobacco cigarettes. That
is, however, not the choice that is being offered in a harm reduction
strategy to adult confirmed smokers, and we simply do not have
the evidence on that. It is a promise, but it is a promise for which
we lack the evidence.

Mr. SHAYS. So we need information.

Chairman Tom DAvis. Thank you all.

Any other questions? Mr. Sullivan.

Mr. SULLIVAN. Thank you, Mr. Chairman. These are some ques-
tions you already asked, but I came in late, and I would like to ask
them again.

And, first, it’'s Mr. Verheij. What is your understanding of the
prevailing view in the public health community regarding the com-
parative health risk of traditional smokeless tobacco products such
as Skoal and Copenhagen compared to cigarette smoking? Has the
U.S. Smokeless Tobacco Co. communicated this comparative risk
information to adult cigarette smokers?

Mr. VERHELJ. We have not. Our initial step in the process was
to go to the Federal Trade Commission to get some guidance on to
how we might communicate this information. You know, I think
part of the debate and part of the process here is to resolve wheth-
er—with what—in conjunction with what types of products can
these types of communications be made and who should make
these types of communications.

I think, to respond to Congressman Waxman’s concerns about
the company making a communication, frankly, you could take the
company out of the equation; and then the question is, what obliga-
tion does the Federal Government and the public health commu-
nity have to communicate to adult smokers who are not quitting
that—fairly much a consensus here—under a certain set of cir-
cumstances that smokeless tobacco is significantly less harmful? So
it is not only limited to a communication from the company
through some broad advertising campaign. We are talking about
information going to adult smokers through some mechanism.

Mr. SULLIVAN. Also, what is your understanding of the percep-
tion of adult cigarette smokers regarding the comparative health
risks of smokeless tobacco compared to cigarette smoking?
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Mr. VERHELJ. Well, I think it is documented by some in the pub-
lic health community that more than 80 percent of adult smokers
believe that smokeless tobacco is as dangerous as cigarette smok-
ing; and that is consistent with what we are finding in focus groups
as we—you know, as we move forward and try and address some
of these concerns about unintended consequences and misinter-
pretations of the message, we would sit with these focus groups;
and to a person they all believe that at this time, based on the in-
formation they have been given to date, smokeless tobacco is as
dangerous as cigarette smoking, which obviously you heard is not
the view of some of the people on the panel.

Mr. SULLIVAN. Thank you.

I have another question for Dr. Henningfield. Two questions.
What obligation does a tobacco product manufacturer have today if
it has a product that it believes would provide a reduced risk to
smoking cigarettes?

Dr. HENNINGFIELD. I think that today there is no reason that a
tobacco manufacturer cannot and should not be making all of their
products with as low of levels of poisons as possible. We know that
tobacco products are made with higher levels of poisons than is
necessary. I don’t see any reason that they can’t be reducing those
poison levels immediately. The question is, what claims should be
made? Because claims could undermine the theoretical benefit.

Mr. SULLIVAN. Also, does the manufacturer have an obligation to
inform adult smokers that there is a less harmful way for that
smoker to satisfy his or her need for nicotine than smoking regular
cigarettes?

Dr. HENNINGFIELD. I think the obligation is to make the products
with as few poisons as possible and to market them in ways that
recruit as few new people as possible. But the statement to some-
body that might—a statement such as you mentioned may recruit
new smokers, may recruit new tobacco users, may keep people who
are using tobacco using. And so those kinds of statements have po-
tential to do great harm, and that is why I believe they should be
regulated.

Mr. SULLIVAN. Thank you.

Chairman ToMm DAvis. Thank you very much.

I have got a couple questions. Dr. Kozlowski, in your testimony—
well, much has been said about the research challenges that—at-
tending harm reduction products. From reading your paper, which
agrees on tobacco industry funding of university research, it seems
that the entrenched positions of some involved parties might be one
of the hardest challenges to overcome. Do you agree?

Dr. KozLowsKI. Yes. I think there are strongly held entrenched
positions here.

Chairman ToM DAvVIS. Do you think the scientific community is
willing to objectively examine the science behind reduced risk
claims?

Dr. KozLowsKl. I think they are. But I think it would be very
helpful to have strong FDA-type oversight. I mean, I think you
need a regulatory context.

Chairman Tom DAvis. Kind of an umpire to help?

Dr. KozLOWwWSKI. Right.
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Chairman ToM Davis. OK. Mr. Szymanczyck, let me ask, on
page 221 of the IOM study, the question’s asked whether tobacco
manufacturers would be willing to demonstrate their good faith by
agreeing to voluntarily submit claims to reduced exposure or re-
duced harm to FDA, FTC, CDC, or some other appropriate agency
for their review and comments and to conform to agency sugges-
tions. What are your thoughts on that?

Mr. Szymanczyck. Well, I don’t think it should be a voluntary
process. I think it should be mandatory.

Chairman Tom Davis. OK. I think you have been pretty clear on
that at this point.

Mr. SZYMANCZYCK. And I think it should be FDA.

Chairman ToMm DAvIS. Also, Dr. Kozlowski, in your testimony you
cite a government Web site that claims smoking and smokeless use
are equally dangerous; and you I think assert that is untrue. Have
you informed the government entity responsible for the mainte-
nance of this site of this?

Dr. KozLowsKI. Not directly. The CDC made a similar mistake.
I did inform them, and that Web site was changed. And I published
a paper in Public Health Reports this month on that.

Chairman ToM DAvis. We would be happy to have that, if you
want to submit it.

Dr. KozLowskKI. I have submitted it.

Chairman Tom Davis. Thank you.

Mr. Sweanor, let me ask you. If we look at Sweden as a model—
and we've talked about the Swedish model here today—are there
perhaps demographic issues peculiar to that country that would not
apply here in the United States?

Mr. SWEANOR. I am sure there are. I'm not sure what that would
do in terms of the applicability of the model. I mean, clearly they're
different countries, different populations, different cultures.

Chairman ToMm DAvis. OK. Canada employs many of the tobacco
control methods the United States currently does not. These in-
clude large picture-based warnings, inserts, giving health informa-
tion, comprehensive disclosure of additives. Some say we should
concentrate our efforts on these measures rather than the idea of
tobacco harm reduction. Have you got any comments on that, any
experience whether that is working?

Mr. SWEANOR. Sure. I think it is certainly working, the combina-
tion of what we are doing, particularly having had very significant
price increases. We have seen per capita consumption fall by just
over 12 percent in the last 12 months, which is unprecedented.
These are made in the United States. These are just Canadian
cigarettes that are sold in Canada with the warnings, the package
inserts. We have in some of our provinces made medicinal nicotine
products available free of charge for people who want to quit smok-
ing. We have an advertising ban, sponsorship bans, the whole
range of public health measures.

Chairman ToM Davis. I will let you finish, but, also, what does
this do to the underground market? Because we see in the United
States sometimes, when the rates go up, you get an underground
market that has more problems.

Mr. SWEANOR. Sure. We had a significant problem in the early
1990’s. Because of U.S. taxes being as low as they were, the Cana-
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dian manufacturers started shipping very large quantities, billions
of Canadian-style cigarettes, in upstate New York, which not very
surprisingly came right back into the country illegally. That forced
our taxes down, brought our prices down, and delayed a whole lot
of the measures that we were doing. So our declines per capita con-
sumption ended, leveled off; and it is only now that they are start-
ing to go down again.

I think the question is, what is the combination of measures that
the totality of which gives the greatest gains in terms of public
health. And that is why I say we do need to do things that reduce
the onset of smoking, that encourage and facilitate cessation, and
that reduce toxicity. The fact is we may have reduced per capita
consumption by about 20 percent in the last 2% years. That means
80 percent of them are still there. What are we going to do for
them?

Chairman Tom DAvis. And I think it’s a question of how far
down can you go. And what—there will always be the usage, at
least in the present. And then how we handle that is one of the
purposes of the hearing.

Mr. SWEANOR. I think we have to look at how do we individual-
ize. As successful as we have been in the 20 years that I have been
very involved in this, I don’t think we have been very successful
in certain subgroups of the population. I don’t think we have re-
duced smoking among schizophrenics, for instance. I think we do
have to look at what sort of interventions can we make to get the
greatest overall benefit to public health, and there is no single
measure that replaces everything else. It’s a combination.

Chairman ToMm DAvis. Thank you very much.

Mr. Waxman.

Mr. WaAXMAN. That was an interesting point that you made. I
gather Canada has many aggressive policies to discourage people
from smoking and to get them to give up smoking or not to even
start than the United States has. Is that right?

Mr. SWEANOR. Yes. I might point out, it isn’t hard to do more
than the United States has on some of these things. Other coun-
tries around the world also have much larger warnings. Ours are
picture-based. I would be pleased to pass them around with the
package inserts.

The idea—I mean, it ties back to Congressman Shays’s question.
Well, everybody knows this is bad for them. They have known that
for a long time. We try to push the whole idea of informed consent.
It means more than knowing something is bad for you. I mean, I
know that flying back to Ottawa tonight could be harmful to my
health. I need to know, is that because someone is going to gun me
down on my way to Dulles, or is it because it is just a normal risk
of taking an airplane? For smokers, they need to know what are
the things that can happen to them.

Mr. WAXMAN. So they need to be more informed, and there needs
to be more of an aggressive policy to try to get that information to
them and to try to raise the prices and do other things that would
discourage people from smoking. Let me just ask you that, yes or
no, because

Mr. SWEANOR. Yes. But you want to combine the motivation and
facilitation. It is one thing to have a whole lot of people who are
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now very interested in quitting and trying to; it is another thing
to make available for them the products and services that make it
more likely they will be successful in doing that.

Mr. WAXMAN. That is a very good point.

And, Dr. Hatsukami, following up on that point, do you think we
have reached the point in this country where we could say we are
at a plateau and we should just figure those who smoke are going
to continue to smoke and let’s see if we can reduce the harm to
them with something else? Or can we do more to reduce the num-
ber of smokers in this country?

Dr. HATSUKRAMI. I think that we can do more to reduce the num-
ber of smokers in this country.

There was a wonderful document that was presented to the
Interagency Committee on Health and Smoking that Dr. Fiore was
chairing that laid out a comprehensive approach to trying to get
people to quit smoking, including developing new treatments, mak-
ing treatments available to individuals; and I think that if we fol-
low that proposal we can in fact reduce the amount of smoking in
this country among those who remain smokers.

Mr. WaxMAN. Then the key point is, if some people are going to
continue to smoke, are there products that might do them less
harm? And that I think is the essential issue of this hearing.

Mr. Szymanczyck, Philip Morris is sending a message it supports
FDA regulation of tobacco products, and you will work to accom-
plish this goal this year. As a long-time supporter of FDA regula-
tion, I am pleased to hear that message. However, I point out that
all FDA regulation is not created equal. Strong regulation could
prevent millions of children from smoking, help millions more
smokers quit, and reduce the risks of those who remain. Weak reg-
ulation could provide government approval for poorly justified
claims and wind up repeating the light and low tar experience
which was a public health disaster.

So what I want to explore with you is, in this bill, H.R. 140,
which you support, there are some provisions there that I wonder
if it leads to more harm than good in the goal of FDA handling this
matter. For example, you give FDA authority, but then they can’t
ban any class of cigarettes or tobacco products. What is a class?
Would a cherry-flavored product that is made to appeal to kids be
a class that FDA should not be able to regulate?

Mr. SzymaNczYCK. Well, Congressman, I believe that refers to a
class being like cigarettes or class being like smokeless. I don’t be-
lieve it refers to a particular flavor or an ingredient. The FDA
would have an authority under H.R. 140 to make those kinds of de-
cisions.

Mr. WAXMAN. Do you think they should?

Mr. SZYMANCZYCK. Absolutely. I think that H.R. 140 does give
them the authority to make determinations regarding ingredients.

Mr. WAXMAN. Another part of the bill says FDA can’t regulate
to make products unacceptable to consumers. Now, some people
raise the issue, well, that can be an issue, that can be a phrase
that can be litigated every time an industry doesn’t like what FDA
is doing. Dr. Henningfield, do you have any thoughts on this bill
and how some of these provisions in the way the bill is written



319

might keep FDA from doing the things that I think maybe every-
body here should say they should do?

Dr. HENNINGFIELD. Yes. Very briefly, there are things in ciga-
rettes that are designed to make them more attractive, like adding
chocolate, menthol, and other things. I think these kinds of sub-
stances need to be evaluated. If FDA, for example, determined that
chocolate, which turns carcinogenic when burned, should be
banned, that should be an FDA decision even if that banning made
the cigarette taste a little less good.

Mr. WAXMAN. What do you think about that, Mr. Szymanczyck?

Mr. SzyMANCZYCK. Congressman, I think that, once again, the
bill is designed, as I understand it, to give the FDA the authority
to make the decision about ingredients. The consumer acceptability
part of it is simply designed to make sure that there aren’t unin-
tended consequences. So in terms of what Dr. Henningfield has
said, I think I would agree with them. I think the protocols have
to be put in place to make sure that any of those decisions made
don’t result in unintended consequences.

I really don’t see that as any different relative to reduced risk
or reduced exposure products. There could be unintended con-
sequences there, too, like people not quitting who might have quit,
like kids starting to smoke. I think the message here relative to
these particular items that have been put into H.R. 140 like the
one you are mentioning are all designed to have the FDA under-
stand as a part of its authority it needs to focus on unintended con-
sequences as well as the public health goal that it has.

Mr. WAXMAN. I think you make a very good point. One of the un-
intended consequences of the drafting of a bill is that, if we don’t
draft it clearly, it could mean that the kinds of things that you and
I both believe FDA should have the power to do could be litigated
when they do it because someone could make an argument that, in
effect, these restrictions on FDA’s authority would be violated.

So my point to you in the limited time I have is, if we agree—
which is pretty historic for Philip Morris and I to agree—that FDA
ought to have jurisdiction, if we do agree on that, I think we have
to be very careful and clear in drafting the legislation to make sure
that FDA has the full authority to do what is important for the
public health. Not to make products unacceptable to the consumers
in a broad sense but to make sure that the products that are going
to be marketed that consumers still may want to use—and they
have a right to use them—be as safe as possible. So I raise that
issue, and I want to put it out there.

Mr. Chairman. I see my time is up.

Chairman Tom Davis. I will grant you more time, if I can just
interject one comment.

Mr. WAXMAN. Sure.

Chairman ToM DAvVIS. I mean, one of the purposes of the section
you referred to in the legislation is so the FDA couldn’t come out
and just basically abolish it. We think that should be—being ciga-
rettes—that ought to be a legislative action, that should not be a
regulatory action, and that is basically the safeguard that was put
in there. However inartfully it may be worded, I believe that Rep-
resentative McIntyre who authored the bill, but I co-sponsored it,
putting down our marker that there ought to be FDA regulation,
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it ought to be strong, it ought to be forceful. The consumers ought
to be able to rely on it.

But there would have to be some limits on it in terms of abolish-
ing a product with as many users that it has in accomplishing
through regulation what they couldn’t do through judicial fiat and
couldn’t do legislatively. So there is a lot of—I want to assure my
friend that there is a lot of room to work on this, and I appreciate
him clarifying his concerns.

Mr. WAXMAN. I don’t believe in prohibition. As much as I wish
people wouldn’t smoke, I don’t believe in refusing the rights of
adults to smoke. I would, however, limit the marketing and espe-
cially to kids the attempts to get them to smoke. And when it
comes to these products that may be safer alternatives for those
who are going to smoke no matter what, I want a clear, scientific
evaluation of whether we are getting something worthwhile and
making a public health improvement or whether we are buying
into something that can turn out to be a serious mistake. I must
say that I want to make that very, very clear.

That is why I come back to where you are, Mr. Szymanczyck,
that FDA is the agency that should have that authority, because
it is basically science that ought to dictate this, not the marketing
ambitions of the smokeless tobacco people or regular cigarette com-
panies or anyone else that stands to make some extra money out
of it. It ought to be based on good science in the public interest.

So, with that, Mr. Chairman, I have other questions, but I think
what we have done at this hearing has been worthwhile, and so I
am going to yield back the balance of my time.

Chairman ToMm DAvis. All right. Anyone else want to add any-
thing? The gentleman from Connecticut, Mr. Shays.

Mr. SHAYS. You know, the only thing I would add is to thank you
for taking on a heavy-hitting issue and that we could have a con-
versation about it in a fairly instructive way which I think is a sign
of maturity on the part of the industry as well as the committee.
I thank you for that and yield back, Mr. Chairman.

Chairman ToMm DAvis. Thank you very much.

Let me thank this panel, all of you; and let me particularly
thank the tobacco executives that are here coming up. This is a his-
toric first. It is the first step in a long journey, but it is a step for-
ward, as opposed to where I think we have been going before. Obvi-
ously, a lot of diversity of opinion here as there is on the panel. But
as we try to get to this and look at legislation this I think will go
down as a historic hearing.

We appreciate everyone’s indulgence and preparation in answer
to questions. If anyone wants to submit something that maybe they
weren’t asked or want to put it in the record, you have 5 days, and
we will be happy to make that part of the record as well.

Thank you all very much. These proceedings are adjourned.

[NOTE.—Additional statements and information may be found in
committee files.]

[Whereupon, at 4:44 p.m., the committee was adjourned.]

[The prepared statements of Hon. Edolphus Towns and Hon.
Chris Bell and additional information submitted for the hearing
record follows:]
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Products: An Examination of the Possible Public
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Tuesday, June 3, 2003

Mr. Chairman, and fellow Members, today's hearing raises
an important issue--do "harm reduction" products have a
role in addressing the health issues associated with
smoking.

This issue of public health policy is of great importance.
More than 50 million adult Americans smoke. The
question we seek to address in this hearing is how may we,
as policymakers, improve the health of those 50 million
individuals. It should go without saying that public health

policy of this nature cannot be made in a vacuum; we must

take into account the ability, and indeed the rights, of
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individuals to make their own choices regarding their
health.

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

That is what is at the heart of this hearing today—the right
of individuals to know the facts about products that impact
their behavior and health. Today's witnesses have
suggested in their written testimony that the facts are in
dispute about the ability of tobacco "harm reduction”
products to improve the health of those smokers who have
not been able to quit smoking. Even if the research is
unsettled on this issue, it does not mean that discussions
should not begin on this matter. Mr. Chairman, I am
hopeful that today's hearing will be the beginning of a
dialogue on the question of "harm reduction” products and
their relationship to health improvements for smokers.
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Congressman Chris Bell
Statement on the Government Reform hearing on, “Potential Reduced Exposure/Reduced
Risk Tobacco Products: An Examination of the Possible Public Health Impact and
Regulatory Challenges.”
June 3, 2003

Mr. Chairman I would like to thank you for calling this hearing on such an important
issue facing the health of this nation.

We are all aware of the harmful effects of long-term tobacco use. With more than
400,000 Americans dying of smoking-related illnesses every year, reducing morbidity
and mortality, understandably, has become a primary objective of the public health
community in the United States.

According to the Institute of Medicine, tobacco smoke is the single largest environmental
cause of death and disease in the United States and is the cause of the most deadly
epidemic of modern times — yet roughly 48 million adults continue to smoke cigareties.

The horrific personal and public toll of smoking on our society has prompted the public
health community to search for means to reduce the harm of tobacco; resulting in the
emergence of products referred to as Potential Reduced Risk Products (PREPs). These
include medicinal nicotine (MN) products, such as the nicotine patch and gum, cigarette-
style products that attempt to provide the consumer with a less-lethal supply of nicotine,
and smokeless tobacco options.

Today’s hearing is meant to address the absence of federal regulation of these so-calied
“reduced risk” tobacco products. Many in the public health community have expressed
concerns that consumers may be misled by these products claim to lower health risk. As a
result, the U.S. Food and Drug Administration enlisted the help of the Institute of
Medicine (IOM), which convened a committee of experts to lay out the scientific
methods and standard by which these products and their effect on public health could be
assessed.

In sum, the committee determined it both feasible and desirable to implement a
comprehensive, scientifically based program that promotes and assesses the use of
PREPs. It is important to note, that although more scientific evidence is needed, current
research shows that harm reduction products have the potential to lower the risk of
developing tobacco related diseases such as cardiovascular disease and lung cancer
compared to conventional tobacco products.

Although there are a number of factors that contribute to a reduction in the use cigarette
products, many refer to the success experienced by Sweden, who achieved a smoking rate
of 17% - the only country to meet the goal of 20% set cut by the World Health
Organization. Some even argue the “Swedish Experience” is an example of reduced risk
products in action.

oty
Mr. Chairman, while we may not agree on rreeh; there is one thing we all support and
that’s regulation providing for adequate research to ensure the public receives critical
information on the risks and benefits of these nroducts to make informed decisions.
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ook forward to the testimony of our witnesses and future discussions on the role of
regulation in reducing smoking-related health risk.
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Dear Mr. Chairman:

I am requesgting that the following questions be
forwarded to the panel members from the hearing on June 3, 2003
(Can Tobacco Cure Smoking? A Review of Tobacco Harm Reduction), I
am also regquesting that these questions be responded to in
writing.

Thank you for your assistance in this matter.

ely,

clphus Towns
Member of Congress
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PANEL ONE

Directed at HHS Representative

1. Has the Department of Health and Human Services
reviewed public health information available on
government websites to determine whether or not
this “tobacco harm reduction” message is being
communicated?

Other Panelists on Panel One

2. Wouldn’t someone who continues to smoke
cigarettes and has not been successful trying medicinal
nicotine products be better off switching to smokeless
tobacco?

3 Would you agree that the public - particularly those
adults who continue to smoke — should have access to ™
harm reduction” information so they can make informed
decisions about tobacco products they will use?
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Directed at HHS Representative

1.

L2

Has the Department of Health and Human Services
reviewed public health information available on
government websites to determine whether or not
this “tobacco harm reduction” message is being
communicated?

The Royal College of Physicians in London has
concluded that “the consumption of non-
combustible tobacco is of the order of 10-1,000
times less hazardous than smoking, depending on
the product.” Are you aware of any studies
performed by or under grant by HHS that would
refute this conclusion?

Would you agree that the public — particularly those
adults who continue to smoke — should have access
to this information so they can make informed
decisions about tobacco products they will use?
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Questions for Government Reform Hearing, June 3" 2pm
PANEL TWO

Richard Verheij
Executive Vice President — External Affairs
U.S. Smokeless Tobacco Company

I understand the company is willing to consider FDA
regulation of tobacco products. What form of regulation
would your Company consider accepting? Why?

Other Panelists

1) In your view, should harm reduction products be
promoted as a legitimate means of halting smoking along
with cessation programs?

2) Is it possible to advocate for the use of "harm
reduction" products without also confusing some
populations, like our youth, that these products are really
not harmful?

3) Under current law, what agency should be responsible
for permitting companies to advertise their product as a
"harm reduction" product?
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Response to Congressman Edolphus Towns
Prepared by DCCPS 7/1/03
Contact Stacey Vandor x46786

Question 1: Has the Department of Health and Human Services (DHHS) reviewed
public health information available on government Web sites to determine whether
or not this “tobacco harm reduction” message is being communicated?

We have reviewed DHHS websites relevant to the topic of tobacco harm reduction,
including Web sites of the National Cancer Institute (NCI), the Centers for Disease
Control and Prevention (CDC), and the National Institute for Dental and Craniofacial
Research (NIDCR). These Web sites contain information about smokeless tobacco, oral
cancer, and harm reduction issues, among other topics. The information is presented in
several forms, including reports of the Surgeons General, fact sheets, guides, and
manuals. Both NCI and NIDCR note that smokeless tobacco (also called spit tobacco) is
not a safe alternative to cigarettes and is a cause of cancer and oral diseases. With regard
to harm reduction, the main messages communicated to the public are that all tobacco use
causes cancer and other diseases and that more research is needed to determine whether
any tobacco products reduce harm to the individual user and to the population as a whole.

In November 2001, NCI published a monograph entitled Risks Associated with Smoking
Cigarettes with Low Machine-Measured Yields of Tar and Nicotine, which is available on
the NCI Web site. The monograph concludes "that epidemiological and other scientific
evidence, including patterns of mortality from smoking-caused diseases, does not indicate
a benefit to public health from changes in cigarette design and manufacturing over the
last fifty years." The monograph’s findings have important implications for future harm
reduction research.

NCT intends to place on its Web site the testimony of Dr. Scott Leischow, Chief of the
Tobacco Control Research Branch, before the Committee on Government Reform’s June
3, 2003 hearing on harm reduction issues. As stated in this testimony, NCI believes that
all new tobacco products must undergo rigorous, objective scientific scrutiny to
determine their impact or potential impact on both individual and population heaith,
Providing the public with additional information on harm reduction will require a greater
evidence base than is presently available.

Question 2: The Royal College of Physicians in London has concluded that, “the
consumption of non-combustible tobacco is of the order of 10 - 1,000 times less
hazardous than smoking, depending on the product.” Are you aware of any studies
performed by or under grant by HHS that would refute this conclusion?

In its 2002 report entitled, “Protecting smokers, saving lives: The case for a tobacco and
nicotine regulatory authority,” the Royal College of Physicians in London stated that,
“As a way of using nicotine, the consumption of non-combustible tobacco is of the order
of 10-1000 times less hazardous than smoking, depending on the product. Some
manufacturers want to market smokeless tobacco as a ‘harm reduction’ option for
nicotine users, and they may find support for that in the public health community.” This
report is a follow-up to an earlier Royal College Report, “Nicotine addiction in Britain,”
which highlighted the importance of regulating tobacco products. The latter report is
aimed at taking the earlier report’s recommendations forward, “to encourage the {British]
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government to address the strategic issue of how it should regulate the tobacco industry
and tobacco and other nicotine products.”

In NCT’s view, a product would be “harm reducing” if it reduced disease and death for
both individuals and the population as a whole. A tobacco product that claims reduced
harm may be shown to reduce disease risk on an individual basis, yet its widespread
availability on the commercial market may have harmful consequences for the
population. For example, smokers may see reduced harm products as a viable alternative
to quitting or smokers who have quit may return to using tobacco because they think that
these products make it safe to do so. In this way, a product promoted to reduce harm
could actually have no effect, or actually increase harm to the population as a whole.

The Royal College Report appears to express an opinion on the hazard of individual risks
only. We do not have data to refute a risk reduction on an individual basis. However, NCI
cannot support the promotion of any product, including non-combustible tobacco
products, that cause cancer, nor can we support the promotion of products that have the
clear potential to result in increased harm to the population as a whole. At this time, more
research is needed to properly assess the risks of non-combustible products, both to the
individual and the potential risks that would be incurred if use of these products for harm
reduction were to be promoted.

Question 3: Would you agree that the public - particularly those adults who
continue to smoke - should have access to tobacco harm reduction information so
they can make informed decisions about tobacco products they will use.

The public, especially adults and children who are addicted to tobacco, has a critical need
for evidence-based health information about the importance of not initiating tobacco use,
the devastating health effects of tobacco use, the enormous health benefits of quitting,
and information to facilitate quitting. This view reflects the fact that, at present, the only
proven way to reduce the health risks of tobacco use is to prevent people from becoming
addicted to tobacco and to assist those who are addicted to quit. The potential impact of
harm reduction — positive or negative — is as yet unknown.

As Dr. Scott Leischow stated in testimony to the U.S. House Committee on Government
Reform, the use of nicotine replacement medication is the safest form of nicotine delivery
to date - safer than all tobacco products, smoked or smokeless. Nicotine replacement
medications undergo extensive testing for safety and effectiveness, and are subject to
objective scientific review, prior to their release to the public. Approximately 25% of
people who use these medications as directed are able to quit smoking. There is no
clinical evidence that long-term use of nicotine replacement medications causes harm,
Unlike nicotine replacement medications, tobacco products do not undergo rigorous
objective scrutiny either for their product constituents or health-related claims.

There is much to be learned about potential reduced harm tobacco products. NCI's
sustained investment in tobacco research is an important component of collaborative
efforts by government and the private sector to reduce the impact of cancer on society.
Expanded tobacco use prevention and cessation research, as well as research on potential
reduced-harm tobacco products will help us continue our steady decrease in the
prevalence of all forms of tobacco use, and consequently, tobacco-related cancers.



331

Health Information National Trends Survey (HINTS)

SAMPLE QUESTIONS ABOUT

TOBACCO PRODUCTS AND USE BEHAVIOR
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HINTS

HEALTH INFORMATION NATIONAL TRENDS SURVEY

MAIN STUDY INTERVIEW INSTRUMENT

April 2003

Annotated Version

NATIONAL CANCER INSTITUTE (NCI)

The Privacy Act requires us to tell you that we are authorized to collect this information by
Section 411.285a, 42 USC. You do not have to provide the information requested. However, the
information you provide will help the National Cancer Institute’s ongoing efforts to promote good
health and prevent disease. There are no penaities shouid you choosenot to participate in this
study.

The information we collect in this study is in accordance with the clearance requirements of the
paperwork Reduction Act of 1995. We may not conduct or sponsor, and you are not required to
respond to, a collection of information unless it displays a valid control number from the Office
of Management and Budget in the Federal Government. We estimate that it will take you between
20 and 30 minutes to answer our questions in this interview. This includes the time it takes to hear
the instructions, gather the necessary facts, and complete the interview. Send comments regarding
this burden estimate or any other aspect of this collection of information, including suggestions
for reducing this burden to: NIH, Project Clearance Branch, 6705 Rockledge Drive, MSC 7974,
Bethesda, MD 20892-7974, ATTN: PRA (0925-xxxx)

OMB # 0925 - 0507
Expiration Date: 8/31/03
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TOBACCO USE (TU)

TOBACCO SCREENER
Now, {'d like to ask you about your use of tobacco.

TU-1.  Have you smoked at least 100 cigarettes in your entire life?
[IF NEEDED: 5 Packs = 100 Cigarettes.]

2
TU-2. Do you now smoke cigarettes . . .
every day, 1
some days, or e 2
3
9
8

TU-3.  On the average, how many cigarettes do you now smoke a day?
[IF NEEDED: 1 Pack = 20 Cigarettes.]
[IF LESS THAN ONE A DAY, ENTER 0. IF 76 OR MORE, ENTER 76.]

I
NUMBER OF CIGARETTES

GO TO TU-5.

TU-4. On the average, when you smoked during the past 30 days, about how many cigarettes
did you smoke a
day?
[IF NEEDED: 1 Pack = 20 Cigarettes.]
[IF LESS THAN ONE A DAY, ENTER 0. IF 76 OR MORE, ENTER 76.]

1
NUMBER OF CIGARETTES
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CURRENT SMOKEKRS

TU-5. Would you say that . . .

you plan to quit SMOKING, ..coec oot e 1

you don’t plan to quit, OF ......ccoccovrmrericieiinnicicrccce e 2

you'te UNdeCided? ..o et et e 3
BOX TU-1

IF SMOKE EVERY DAY OR SOME DAYS, GO TO TU-9.
OTHERWISE, CONTINUE.

FORMER SMOKERS

TU-6. About how long has it been since you last smoked cigarettes?

LESS THAN 1 MONTH AGO.... . 1
1 MONTH TO LESS THAN 3 MONTHS AGO .. 2
3 MONTHS TO LESS THAN 6 MONTHS AGO... 3
6 MONTHS TO LESS THAN 1 YEAR AGO 4
1 YEAR TO LESS THAN 5 YEARS AGO 5
5 YEARS TO LESS THAN 15 YEARS AGO .....ccoovnririinrninnisinnsnnsernnne 6
15 OR MORE YEARS AGO ..o 7

TU-7.  On the average, when you smoked, about how many cigarettes did you smoke a day?
[IF NEEDED: 1 Pack = 20 Cigarettes.]

[IF LESS THAN ONE A DAY, ENTER 0. IF 76 OR MORE, ENTER 76.]

1|
NUMBER OF CIGARETTES
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TU-9.
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TU-8 DELETED

Exercise can undo most of
the effects of smoking.

Would you say you strongly
agree, somewhat agree,
somewhat disagree, strongly
disagree, or you have no
opinion?

Vitamins can undo most of
the effects of smoking.

{Would you say you...} ............

There's no risk of gefting
cancer if someone only
smokes a few years. (Would
you say you...) ......

Whether a person gets lung
cancer depends more on
genes than anything else.

(Would you say you...) ............

STRONGLY
AGREE

SOMEWHAT
AGREE

SOMEWHAT
DISAGREE

BOX TU-2

IF NO LONGER SMOKE, GO TO TU-12.
OTHERWISE IF SMOKE EVERY DAY OR SOME DAYS, CONTINUE.

{ am going to read you some statements people might make about smoking. For each,
tell me how much
you agree or disagree, or if you have no opinion?

STRONGLY

NO OPINION
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TU-10. What type of cigarette do you now smoke most often—a regular, light, ultra light, or some
other type?

REGULAR/FULL-FLAVOR 1
(TU-12)
LIGHT/MILD 2
ULTRA-LIGHT 3
NO USUAL TYPE 4
(TU-12)
SOME OTHER TYPE (E.G., OMNI, ECLIPSE, ETC.) 91

TU-11. What is the main reason why you now smoke {lights/ultra-lights/this type of cigarette}?..ls
it...

a way fo reduce the health risks of smoking,
to try to quit smoking,
because of the taste, or
for some other reason? (SPECIFY)

- TR Ry

0

TU-12. i a new cigarette were advertised as less harmful than current cigarettes, how interested
would you
be in trying it? Would you say ...

very interested, 1
somewhat interested, or 2
not ints ted?... 3

BOXTU-3

IF RESPONDENT STOPPED SMOKING 5 OR MORE
YEARS AGO, GO TO BOX TU-4.
OTHERWISE, CONTINUE.

TU-13. Tobacco companies have recently introduced new types of cigareties that are claimed to
have fewer
harmiul chemicals or carcinogens. These have names fike Eclipse, Accord, Advance,
and Omni. Have you ever tried one of these products?

YES 1
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TU-14. Tobacco companies have also recently introduced new types of smokeless tobacco
products. These have names like Arriva, Exalt, and Revel. Have you ever tried one of
these products?

YES ; 1
NO

. BOXTU-4

IF RESPONDENT HAS HAD LUNG CANCER,
GO TO NEXT SECTION.
OTHERWISE IF CURRENT OR FORMER SMOKER, RANDOMLY
ASSIGN HALF TO GET TU-15 AND HALF TO GET TU-16.
OTHERWISE, GO TO TU-17.

PERSONAL RISK

TU-15. How fikely do you think it is that the average {maleffemale} cigarette smoker will develop
lung cancer in the future? Would you say that {histher} chanceis . . .

very low, 1
$0 hat low 2
moderate, 3
somewhat high, or 4
very high? 5

GO TOTU-17.

TU-16. How likely do you think it is that you will develop jung cancer in the future? Would you
say your
chance of getting lung canceris . . .

very low,
E that low,
moderate,
somewhat high, or
very high?

G P N
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DETECTION/CURABILITY

TU-17.  Overall, how many people who develop lung cancer do you think are cured? Your best
guess is fine.
Would you say . ..

less than a quarter, 1
about a quarter, 2
about half, 3
about three-quarters, or 4
nearly all? 5

BOX TU-5

IF DO NOT SMOKE, CONTINUE.
IF CURRENT SMOKER, RANDOMLY SELECT HALF TO ANSWER
TU-18 AND HALF TO ANSWER TU-19.

TU-18. Would you say the average smoker has about the same lung cancer risk as a non-
smoker, a little higher lung cancer risk than a non-smoker, twice the non-smoker's risk, 5
times the non-smoker's risk or 10 or more times the non-smoker's risk?

ABOUT THE SAME AS A NON-SMOKER, 1
A LITTLE HIGHER THAN A NON-SMOKER, 2
TWICE AS HIGH AS A NON-SMOKER, 3
5 TIMES HIGHER THAN A NON-SMOKER, 4
10 OR MORE TIMES HIGHER THAN A NON-SMOKER ..........cccovcuuea. 5

GO TO NEXT SECTION.

TU-19. Would you say you have about the same lung cancer risk as a non-smoker, a litle higher
lung cancer risk than a non-smoker, twice the non-smoker's risk, 5 times the non-
smoker's risk, or 10 or more times the non-smoker's risk?

ABOUT THE SAME AS A NON-SMOKER,
A LITTLE HIGHER THAN A NON-SMOKER,
TWICE AS HIGH AS A NON-SMOKER,
5 TIMES HIGHER THAN A NON-SMOKER,
10 OR MORE TIMES HIGHER THAN A NON-SMOKER...........cccoooueuen. 5

BAWON -
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CANCER FACTS

National Cancer Institute = National Institutes of Health
Department of Health and Human Services

Smokeless Tobacco and Cancer: Questions and Answers

Key Points

e Snuffis a finely ground or shredded tobacco that is either sniffed through the nose
or placed between the check and gum. Chewing tobacco is used by putting a wad
of tobacco inside the cheek (see Question 1).

* Chewing tobacco and snuff contain 28 cancer-causing agents (see Question 2).

* Smokeless tobacco users have an increased risk of developing cancer of the oral
cavity (see Question 3).

s Several national organizations offer information about the health risks of
smokeless tobacco and how to quit (see Question 8).

‘What is smokeless tobacco?

There are two types of smokeless tobacco——snuff and chewing tobacco. Snuff, a finely
ground or shredded tobacco, is packaged as dry, moist, or in sachets (tea bag-like
pouches). Typically, the user places a pinch or dip between the cheek and gum.
Chewing tobacco is available in loose leaf, plug (plug-firm and plug-moist), or twist
forms, with the user putting a wad of tobacco inside the cheek. Smokeless tobacco is
sometimes called “spit” or “spitting” tobacco because people spit out the tobacco juices
and saliva that build up in the mouth.

‘What harmful chemicals are found in smokeless tobacco?
¢ Chewing tobacco and snuff contain 28 carcinogens (cancer-causing agents). The

most harmful carcinogens in smokeless tobacco are the tobacco-specific nitrosamines
(TSNAs). They are formed during the growing, curing, fermenting, and aging of

Cancer Research « Because Lives Depend On It
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Page 1
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tobacco. TSNAs have been detected in some smokeless tobacco products at levels
many times higher than levels of other types of nittosamines that are allowed in
foods, such as bacon and beer.

¢ Other cancer-causing substances in smokeless tobacco include N-nitrosamino acids,
volatile N-nitrosamines, benzo(a)pyrene, volatile aldehydes, formaldehyde,
acetaldehyde, crotonaldehyde, hydrazine, arsenic, nickel, cadmium, benzopyrene, and
polonium-210.

e Alltobacco, including smokeless tobacco, contains nicotine, which is addictive. The
amount of nicotine absorbed from smokeless tobacco is 3 to 4 times the amount
delivered by a cigarette. Nicotine is absorbed more slowly from smokeless tobacco
than from cigarettes, but more nicotine per dose is absorbed from smokeless tobacco
than from cigarettes. Also, the nicotine stays in the bloodstream for a longer time.

What cancers are caused by or associated with smokeless tobacco use?

* Smokeless tobacco users increase their risk for cancer of the oral cavity. Oral cancer
can include cancer of the lip, tongue, cheeks, gums, and the floor and roof of the
mouth.

«  People who use oral snuff for a long time have a much greater risk for cancer of the
cheek and gum than people who do not use smokeless tobacco.

e The possible increased risk for other types of cancer from smokeless tobacco is being
studied.

‘What are some of the other ways smokeless tobacce can harm users’ health?

Some of the other effects of smokeless tobacco use include addiction to nicotine, oral
leukoplakia (white mouth lesions that can become cancerous), gum disease, and gum
recession (when the gum pulls away from the teeth). Possible increased risks for heart
disease, diabetes, and reproductive problems are being studied.

Is smokeless tobacco a good substitute for cigarettes?

In 1986, the Surgeon General concluded that the use of smokeless tobacco “is not a safe
substitute for smoking cigarettes. It can cause cancer and a number of noncancerous
conditions and can lead to nicotine addiction and dependence.” Since 1991 NCI has
officiaily recommended that the public avoid and discontinue the use of all tobacco
products, including smokeless tobacco. NCI also recognizes that pitrosamines, found in
tobacco products, are not safe at any level. The accumulated scientific evidence does not
support changing this position.

What about nsing smokeless tobacco to quit cigarettes?
3.63

S/12/03
Page 2



342

Because all tobacco use causes disease and addiction, NCI recommends that tobacco use
be avoided and discontinued. Several non-tobacco methods have been shown to be
effective for quitting cigarettes. These methods include pharmacotherapies such as
nicotine replacement therapy and bupropion SR, individual and group counseling, and
telephone quitlines.

Who uses smokeless tobacco?

In the United States, the 2000 National Household Survey on Drug Abuse, which was
conducted by the Substance Abuse and Mental Health Services Administration, reported
the following statistics:

e An estimated 7.6 million Americans age 12 and older (3.4 percent) had used
smokeless tobacco in the past month.

* Smokeless tobacco use was most common among young adults ages 18 to 25.

e  Men were 10 times more likely than women to report using smokeless tobacco
(6.5 percent of men age 12 and older compared with 0.5 percent of women).

People in many other countries and regions, including India, parts of Africa, and some
Central Asian countries, have a long history of using smokeless tobacco products.

‘Where can people find help to quit using smokeless tobacco?

Several national organizations provide information about the health risks of smokeless
tobacco and how to quit:

The National Institute of Dental and Craniofacial Research’s National Oral Health
Information Clearinghouse offers educational booklets that discuss spit tobacco use in a
colorful and graphic format. These booklets are designed specifically for young men
who have decided to quit or are thinking about it.

Organization: National Oral Health Information Clearinghouse
National Institute of Dental and Craniofacial Research
Address: One NOHIC Way
Bethesda, MD 20892-3500
Telephone:  301-402-7364
E-mail: nohic@nider.nih.gov
Internet: http://www.nohic.nidcr.nih.gov/

The Centers for Disease Control and Prevention’s Office on Smoking and Health
distributes a brochure for teens who are trying to quit cigarettes or smokeless tobacco.
The Office also maintains a database of smoking and health-related materials.

3.63
5/12/03
Page 3
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Organization: The Office on Smoking and Health

Centers for Disease Control and Prevention
Address: Mail Stop K-50

4770 Buford Highway, NE.

Atlanta, GA 303413724
Telephone:  1-800-232-1311 (1-800-CDC-1311)
E-mail: tobaccoinfo@cdc.gov
Web site: http://www.cdc.gov/tobacco/how2quit.htm

The mission of the National Spit Tobacco Education Program (NSTEP) is to prevent
people, especially young people, from starting to use tobacco, and to help users to quit.
NSTEP offers information and materials on spit tobacco use, prevention, and cessation.

Organization: National Spit Tobacco Education Program
Oral Health America

Address: Suite 352
410 North Michigan Avenue
Chicago, IL 60611

Telephone:  312-836-9900

Web site: http://www . nstep.org

The American Cancer Society publishes a series of pamphlets with helpful tips and
techniques for smokeless tobacco users who want to quit.

Organization: American Cancer Society
Address: 1599 Clifton Road, NE.
Atlanta, GA 30329
Telephone:  1-800-227-2345 (1-800-ACS-2345)
Web site: http://www.cancer.org

The American Academy of Family Physicians has a fact sheet with information on how
to quit using smokeless tobacco. The fact sheet is available at
http://famitydoctor.org/handouts/177.htmi on the Internet.

Organization: American Academy of Family Physicians

Address: 11400 Tomahawk Creek Parkway
Leawood, KS 66211-2672
E-mail: email@familydoctor.org

Web site: http://familydoctor.org

3.63
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A number of other organizations provide information about where to find help to stop
using smokeless tobacco. State and local health agencies often have information about
community tobacco cessation programs. The local or county government section in the
phone book (blue pages) has phone numbers for health agencies. Information to help
smokers who want to quit is also available through community hospitals, the yellow
pages (under “drug abuse and addiction™), public libraries, health maintenance
organizations, health fairs, and community helplines.

9. What other resources are available?
A person’s dentist or doctor can be a good source of information about the health risks of
smokeless tobacco and about quitting. Friends, family members, teachers, and coaches
can help a person quit smokeless tobacco use by giving them support and encouragement.

H##

Sources of National Cancer Institute Information

Cancer Information Service
Toll-free: 1-800-4-CANCER (1-800-422-6237)
TTY (for deaf and hard of hearing callers): 1-800-332-8615

NCI Online
Internet
Use http://cancer.gov to reach the NCI’s Web site.

LiveHelp

Cancer Information Specialists offer online assistance through the LiveHelp link on the
NCI’s Web site.

This fact sheet was reviewed on 5/12/03

3.63
5/12/03
Page 5
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New Tobacco Products with Implied Health Claims

In 2000, 46 million people in the U.S. (23.3% of the adult population 18 years of age
or older) were smokers and 44.3 million adults (22.2%) were former smokers. (CDC
MMWR, July 2002) The National Cancer Institute (NCI) concluded, “Lung cancer, the
leading cause of cancer death, would be a rare disease in the absence of smoking.
Smoking is the leading cause of cancer of the lung, mouth, larynx, esophagus, and
bladder, and plays a role in cancers of the pancreas, cervix and kidney. The devastating
impact of tobacco use and tobacco smoke exposure on the incidence of cancer, heart
disease, and stroke is both compelling and conclusive. Tobacco use causes more
premature deaths (approximately 430,000 per year in the United States) than do all drugs
of abuse combined. In 2002, about 170,000 people will die of cancer because of their use
of tobacco products.” (NIH, 2002)

The tobacco industry began altering its products in the 1950s once research
established a causal relationship between cigarette smoking and lung cancer.
(Wynder and Graham, 1950; Doll and Hill, 1950) In response to pressing health
concerns, tobacco companies initially added filters to cigarettes, which reduced
emissions of mainstrearn smoke constituents - as measured using standard machine-
smoking methods. The product modification continued rapidly thereafter, utilizing a
variety of cigarette design tools including filtration, filter ventilation, modified cigarette
paper, and modified forms of tobacco and tobacco blends. (Norman, 1999) Currently,
there are more than 1000 brands of cigarettes in the U.S. market; these products deliver a
wide range of nicotine, tar, carbon monoxide, and other smoke constituents. (U.S. FTC,
2000)

A recent review of the risks associated with smoking cigarettes with low machine-
measured yields of tar and nicotine, as published in the NCI’s Smoking and
Tobacco Control Monograph 13, revealed that smokers who switched from regular
to light cigarettes experienced very little or no reduction in cancer risk (Burns and
Benowitz, 2001). A minor decrease in risk occurred only among the exclusive users of
low-yield cigarettes, brands that deliver 9 mg tar in the mainstream smoke. (IARC,
1986) These brands accounted for 25.3% of the U.S. market in 1999. (FTC, 2002) A
possible explanation for the NCI’s findings was that smokers responded to increasing
health concerns, on one hand, and aggressive promotion and marketing of modified
cigarettes by the tobacco industry, on the other hand, by switching to lower-yield
products and spontaneously changing their smoking behaviors to obtain the desired dose
of nicotine (e.g., smoking greater number of cigarettes per day, drawing larger puffs
more frequently, and blocking the ventilation holes on the filter tips). More intense
smoking patterns resulted not only in increasing smokers’ exposure to addictive nicotine
but to cancer-causing agents as well. (Djordjevic et al., 2000) In addition to failing to
reduce cancer risk, low-yield cigarettes may have played a significant role in promoting
initiation and impeding cessation, the most important determinants of smoking-related
diseases. (Burns and Benowitz, 2001)



346

The best means to reduce the disease caused by tobacco use is to prevent the
initiation of use and to help users to achieve complete and lasting abstinence. That is
and must remain the highest priority. According to the International Agency for
Research on Cancer (IARC), “Quitting by adult smokers offers the only realistic way in
which widespread changes in smoking status can prevent large numbers of tobacco
deaths over the next half-century. Widely practicable ways of helping large numbers of
young people not to become smokers could aveid hundreds of millions of tobacco deaths
worldwide in the middle and second half of the century.” (IARC, 2002)

Continued tobacco use and high relapse rates led to an increased interest in
products and strategies that are suggested to have the potential to reduce the harm
incurred by tobacco use. Harm reduction products, as defined in the report of the
Institute of Medicine (IOM), are “products that lower total tobacco-caused morbidity and
mortality, even though they might involve continued exposure to one or more tobacco-
related toxins.” (Stratton, 2001) In recent years, there has been a proliferation of new
potentially reduced-exposure tobacco products that are marketed and advertised with
claims that imply safety. These products have been specifically targeted by the tobacco
industry at: (a) smokers who are unable to quit or are unwilling to quit smoking; (b)
health-conscious individuals who perceive switching to a “safer” product as beneficial
and more appealing than trying to quit; and (c) smokers who want an alternative to
cigarettes when they are in smoke-free environments (workplace, home, during travel,
and other environments).
(http:/directory.google.com/Top/Recreation/Tobacco/Manufacturers/Cigarettes)

Currently, a number of new products are being introduced in the United States and
in markets worldwide for which reduced exposure, reduced toxicity, and reduced
health risk claims are being made. These products include:
o Cigarettes made with either modified tobacco or filter, or both, that deliver lower
yields of toxins and carcinogens in smoke as compared to conventional products
(e.g., Advance, Omni, Quest, SCOR);
o Cigarette-like delivery products that employ unconventional technologies that
purportedly reduce their toxicity (e.g., Eclipse, Accord);
o Oral tobacco products, especially moist snuff, made with tobacco-containing
reduced amounts of nicotine-derived carcinogens such as NNN and NNK (e.g.,
Ariva, Stonewall, Revel, Exalt).

In the past, tobacco companies have marketed products that claimed lower
emissions. (Pollay and Dewhirst, 2002) The marketing of new reduced-exposure
products primarily utilizes the claims of reduced cancer-causing chemicals/toxins and
reduced risk of cancer and lung diseases, (Slade et al., 2002; Henningfield, 2002) and
future claims are likely to be made without regulatory oversight. Some products (e.g.,
Quest) are marketed as a cessation aid, without FDA approval. Reduced-exposure
products are relatively new and most of the information on their alleged harm-reducing
properties comes from the tobacco industry.
(http://directory.google.com/Top/Recreation/Tobacco/Manufacturers/Cigarettes)
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According to the WHO, Iower levels of selected toxicants in tobacco products or
tobacco smoke may not lead to reduced harm in the population. (SACTob, 2002)
Many of these products have not yet been widely used in larger populations and their
toxicology is generally unknown, as is their potential impact on both individual and
public health. The outcome of a small, short-term, clinical study (10 male and 10 female
smokers) suggested that neither Accord nor Eclipse is likely to be an effective reduced-
exposure product for smokers. (Breland et al., 2002) In another study, 12 smokers who
switched to a reduced-nitrosamine cigarette, Advance, received lower exposure to the
lung carcinogen NNK than when using regular cigarettes, but more NNK exposure than
when not smoking. (Breland et al., 2002) These two studies represent the limited state of
the nontobacco industry-funded published literature in that they are far too small to
develop conclusions regarding the products tested.

However, even if new reduced-exposure products are shown to be less toxic to the
individual, unintended consequences need to be investigated, such as a possible
reduction in quitting rates, an increase in initiation of tobacco use by youth and
young adults, and a secondary initiation by ex-smokers. For example, a recent study
found that youth who began using smokeless tobacco were more likely to become
cigarette smokers. (Tomar, 2002) Moreover, it is possible that smokers of conventional
cigarettes will not completely switch to new products but will continue using multiple
products to obtain desired level of nicotine. (Tomar, 2002a) There are also the issues
regarding the harm to non-users/bystanders. Some new products claim reductions in
environmental tobacco smoke generation and there is a clear reduction when shifting
from burned tobacco products to products that heat-rather-than-bum tobacco, or
smokeless tobacco. However, there may be an increase in second hand smoke exposure if
smoking duration or prevalence increases. (SACTob, 2002)

In 2001, at the request of the U.S. Food and Drug Adminuistration (FDA), the
Institute of Medicine reviewed the science available to determine differences in
harm that might result from use of newer tobacco products and the scientific
methods that might be used to examine harm reduction claims. (Stratton, 2001) The
Institute of Medicine (IOM) report concluded: (a) existing scientific evidence is not
sufficient to allow definition of differences in human uptake of toxicants, toxicity, or
harm between newly engineered tobacco products and currently existing products; (b) a
scientific methodology to establish toxicity and harm differences for these products does
not currently exist; and (c) a structure for regulatory oversight would be essential to any
scientific assessment of claims for reduced harm. In May 2001, the National Cancer
Institute (NCI), National Institute on Drug Abuse (NIDA), Centers for Disease Control
and Prevention (CDC), Robert Wood Johnson Foundation (RWJF), and American
Legacy Foundation (ALF) convened the “Reducing Tobacco Harm Conference” to
develop research recommendations aimed at addressing knowledge gaps. These were
recently published by Hatsukami, et al. in 2002. The major research recommendations
were in the areas of products and methods for reduced tobacco toxin exposure and harm
reduction, exposure and toxicity assessment for reducing tobacco harm, and public health
impact (e.g., communication, surveillance, and regulation).
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These new tobacco products have been engineered, manunfactured, marketed, and
promoted by the tobacce industry as less harmful because they allegedly deliver
lower amounts of toxic and/or carcinogenic agents to the user compared with
standard brands. However, to date, there is little scientific data generated by
independent research to back these claims. It is possible that the reduction or elimination
of specific toxins and carcinogens from tobacco or tobacco smoke, or the reduction of
smoke yields in general, may result in reduction of exposure, and eventually the risk of
developing tobacco-related diseases, among people who discontinue or reduce use of
conventional tobacco products, and continue the exclusive use of products purported to
reduce harm. It is also possible that the existence of actual or perceived lower-risk
products will promote smoking initiation among never and former smokers, as well as
deter quitting. These consequences will, in turn, harm the public health. It is essential to
find better ways to study the effects of these new products, than was done in the past.

Multidisciplinary research is needed to build a science base that can be used to
inform personal, scientific, and public health decisions regarding the use and health
risks of new reduced-exposure preducts. In addition, it is crucial to provide additional
stimulus to the research community to undertake studies aimed at better understanding
the public health consequences of the use of new tobacco products.

The key research questions that the tobacce control community should aim to answer are:

»® o & & @

Are new reduced-exposure tobacco products, which are marketed as a safer alternative to
conventional cigarettes, truly harm-reducing?

Do design, chemical, and toxicological characteristics of new tobacco products correlate
with reduced exposure to cancer-causing agents when controlling for behavior?

How do biomarkers of exposure and dose correlate with early disease markers and actual
disease endpoints?

Are currently used biomarkers of exposure (e.g., external exposure, internal dose,
biologically effective dose, early biological, and genetic effects) adequate and powerful
enough to reflect differences in health effects of new potentially reduced-exposure
products? Do new biomarkers need to be developed Io serve as intermediate indicators of
disease and disease risk?

What is the impact of these products on the onset, continuation, and cessation of tobacco
use among current and non-smokers and relapse among former smokers?

What are the ingredients in new tobacco products and what are their chemical and
physical characteristics?

What is the level of toxins/carcinogens delivered under condxtxons reflecting actual use?
What are appropriate animal models and in vitro assays of the pathogenesis of tobacco-
attributable diseases?

What is the smoke uptake by actual users of the product?

‘What is the addictive potential of the product?

How much cellular injury occurs from use of the product?

What happens when multiple products are used simultaneously?

What is the product’s impact on secondhand smoke exposure (e.g., if smoking duration
and prevalence increases)?
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NEW TOBACCO PRODUCTS WITH IMPLIED HEALTH CLAIMS
BACKGROUND

* The tobacco industry began altering its products in the 1950’s by adding filters among other technologies to
reduce tar and nicotine smoke yields as measured by standard machine-smoking methods.

« The tobacco industry continues to release modified and novel tobacco products onto the U.S. market that
claim to reduce harm to their users or offer a safer alternative to traditional cigarettes.

«  With these products the tobacco industry has targeted smokers who are unable to quit or are unwilling to
quit smoking and health-conscious individuals who perceive switching to a “safer” product as beneficial and
more appealing than quitting.

¢ The scientific evidence base for the characteristics of these new tobacco products, patterns of use, and
impact on initiation, cessation, and relapse, has not yet been established.

PROGRESS

« Multiple grants at NIH have been awarded that assess the health impact of tobacco products.

* ACDC laboratory is dedicated to the analysis of the chemical composition of tobacco products and
determining human uptake by measuring the levels of biomarkers of exposure to specific tobacco and
smoke constituents (e.g., nicotine, lung carcinogens).

s The Health Information National Trends Survey (HINTS} is currently being used in the field, which includes
questions about use of new tobacco products and perceptions of health risks associated with their use.

¢ Smoking and Tebacco Control Series: Monograph 13, about light and low-tar cigarettes (November 2001)
reported that epidemiological and other scientific evidence does not indicate a benefit to public health from
changes in cigarette design and manufacturing over the last fifty years

NEXT STEPS

¢ Transdisciplinary research is needed to build a science base that can be used to inform personal, scientific,
and public health decisions, as well as policies and regulation, regarding the use and health risks of new
reduced-exposure products.

+ Continue to initiate and develop a tobacco products network/consortium of government and non-
government organizations to identify priority research goals and issues.

* NCl has identified research on new tobacco products as a priority by including it in the 2004 NCI Bypass
Budget.

+ Planning is underway to expand surveillance instruments (i.e., the Tobacco Use Supplement to the Current
Population Survey) to ask about the use of new tobacco products in an effort to understand the impact of
their implied health or harm-reducing claims on initiation or cessation of all tobacco products.
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We need to assist the Federal Trade Commission (FTC} in revising their method for assessing tobacco
product ingredients and emissions (in the case of smokeless tobacco products, emissions refer to
substances released during the process of oral use (e.g., “chewing”, “dipping”).

Data need to be generated to inform the FTC of the refative impact on public health of smokeless versus
smoked tobacco use.
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Questions and Answers for Monograph 13: Risks Associated with Smoking
Cigarettes with L.ow Machine-Measured Yields of Tar and Nicotine

Posted Date:

Tuesday, November 27, 20011. What is Monograph 137

Risks Associated with Smoking Cigareites with Low Machine-Measured Yields of Tar and

Nicotine is the 13 volume in the Smoking and Tobacco Control Monograph Series of the
National Cancer Institute (NCI). The monograph series was established in 1991 as a way to
communicate important information to the public about health issues regarding smoking and
tobacco use.

Former Secretary of Health and Human Services (HHS) Donna E. Shalala asked the NCI and
other Department of HHS agencies in 1999 to review evidence of the relationship between
machine-measured cigarette smoke and disease risk. In keeping with the secretary's request, the
purpose of preparing Monograph 13 was to determine whether the scientific evidence, overall,
shows that the changes in cigarette design over the last 50 years have reduced disease risks in
smokers.

2. What is new about the monograph?

This monograph thoroughly reviews epidemiologic and other scientific evidence from the past 50
years on the public health effects of low-tar cigarcttes. New analyses of data sets from the
American Cancer Society and the California Tobacco Survey were conducted to explore and
clarify the differences between epidemiologic evaluations and the national trends in lung cancer
dealh rates.

The report also cites internal tobacco industry documents - made available to the public in 1998
by the state of Minnesota's settlement with the tobacco industry and by the Master Settlement
Agreement - demonstrating tobacco companies’ efforts to market "low-tar" cigarettes as a safer
alternative to regular cigarettes.

Additionally, the monograph extends and confirms earlier findings that the current Federal Trade

Commission (FTC) method of testing the amount of tar and nicotine that smokers inhale does not
provide meaningful information to consumers.

3. What were the lusions of the graph?

The monograph concludes:

Scientific evidence does not show that changes in cigaretie design and manufacturing over

SI2920073 4:44 PM
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the last 5O years have benefited public health.

When smokers switch to cigarettes that are catled "low-tar”, "light”, "ultra-light" or
“filtered", they change the way they smoke to compensate for the lower yield.

The adoption of lower yield cigarettes in the United States has not prevented the continued
increase in lung cancer among older smokers.

Many smokers switch to lower-yield cigarettes out of concern for their health, believing that
those cigarettes are less risky or are a step toward quitting.

Measurements of tar and nicotine yields using the FTC method do not offer smokers
meaningful information on the amount of tar and nicotine they will receive from a cigarette.
The measurements also do not offer meaningful information on the relative amounts of tar
and nicotine exposure likely to be received from smoking different cigarette brands.

4. Are low tar cigarettes safer than "'regular"' cigarettes? What do the conclusions in the
monograph mean for the public?

There is no conclusive evidence of reduced risk from “low-tar" cigarettes. According to the
monograph, cigarettes labeled "low-tar” do not typically deliver lower tar to smokers, and people
who smoke low-tar cigarettes cannot expect to have fewer smoking-related health problems.

There is no such thing as a safe cigarette. The only proven way (o reduce the disease risks
associated with smoking is to quit.

5. Should doctors recommend that their patients switch to lower-yield brands?

No. Data on disease risk do not support making a recommendation that smokers switch cigarette
brands. Such a recommendation can cause harm if it misleads smokers to delay or prevent efforts
to quit smoking. Evidence also suggests that switching to light or ultra-light cigarettes may reduce
the likelihood of quitting.

6. How is it determined what cigarettes are "'light"'?

Currently, the only information available to smokers on the levels of tar, nicotine, and carbon
monoxide in cigarette smoke is obtained in the laboratory using the Federal Trade Commission
(FTC) testing method. In this method, machines are programmed using specific settings to
generate smoke for analysis of smoke components. According to current guidelines, cigarettes
labeled "light” have up to 10 milligrams of tar and 0.8 milligrams of nicotine when measured by
the FTC smoking machines.

Studies have shown, however, that the current FTC method does not mimic real-life smoking
behaviors because smokers compensate for the lower yields of nicotine by changing the way that
they smoke, and therefore the testing does not provide meaningful information to consumers. The
current FTC method - based on the general observations of smokers in the 1930s when there were
no filtered cigareties - has been in place, largely unchanged, since 1966.

5/29/2003 4:44 PM
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7. What are the FTC and NCI doing to take steps towards a befter testing method?

The FTC has asked the Department of Health and Human Services (DHHS) for guidance to
improve its testing method for tar and nicotine, NCI and other DHHS agencies will convene
a working group by the summer of 2002 to review and synthesize the science on this issue
and to determine how the testing method can be improved to better reflect real-life
exposures,

8. How have cigarettes changed over the years?

Major changes in the makeup of cigarettes were introduced between 1950 and 1975, leading
to reductions in machine-measured tar and nicotine levels. According to the monograph,
however, there have been few substantive changes since that time to further reduce the toxic
and cancer-causing potential of cigarette smoke,

Using the FT'C method of measurement, the average yields of U.S. cigareties decreased from
about 37 milligrams of tar and 2.7 milligrams of nicotine in 1954 to 12 milligrams of tar and
0.88 milligrams of nicotine in 1998, During this time, changes in the agricultural, curing,
and manufacturing processes of cigarettes have actually resulted in an increase in the

ts of some carcinogens (e.g, tob. -specific nitr ines) in cigarette smoke, These
changes may have contributed to the increase in adenocarcinoma of the lung observed over
the past several decades.

9. How have changes in cigarette design affected the amounts of nicotine and tar that are
measured in cigarette smoke?

There are three main features of cigarettes that influence the levels of nicotine and tar
measured by the FTC machines: length of tobaeco cok icoti of tob and
filter ventilation.

Length of Tobacco Column or Rod

There is evidence that some cigarette companies have increased the length of the
gverwrap'' on their cigarettes (the paper wrap covering the outside of the filter) in order to
decrease the number of puffs taken per cigarette in the machine testing. A longer "filter
plus overwrap” leads {0 a longer cigarette butt remaining in the FTC smoking machine and,
thus, fewer puffs per cigarette. However, tobacco exists under the overwrap that is stiil
available to the human smoker. This additional tobacco would not be burned in the FTC
test, resulting in a lower machine-measured yield, but a possibly higher yield for the
smoker.

Nicotine Content of Tobacco
Different types of tobacco can contain different amounts of nicotine. Even different parts of the

same tobacco plant can contain different nicotine levels depending on the nitrogen in the soil, the
position of the stalk, and the curing process used. Tobacco blends, combined with the use of

5/29/2003 4:44 PM
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fillers, additives, and specially formulated sheets of tobacco in the tobaccocolumn of the
cigarettes, can lead to variations in nicotine contents among brands. Tobacco companies
manipulate these formulations to achieve specific deliveries of select smoke components.

Filter Ventilation

Perhaps the most dramatic change in cigarette design since the 1950s has been the addition of a
filter on the tobacco rod of some cigarette brands. In fact, 97 percent of cigarettes sold in the
United States today are filtered. Filter vents, which usually are one or more rings of small holes or
perforations, dilute the smoke with air, thus reducing measured levels of tar, nicotine, and carbon
monoxide. The location of vents usually ranges from 11 millimeters to 15 millimeters from the
mouth end of the filter. According to the monograph, a recent study found that the filter
ventilation levels of 32 U.S. cigarette brands ranged from zero to 83 percent. A cigaretie with zevo
percent filter ventilation would produce a puff of smoke undiluted by air from filters. A cigarette
with 83 percent ventilation would produce a puff that is 83 percent air from vents and 17 percent
smoke undiluted by air from vents.

10. Do these changes in cigarette design decrease the amount of tar and nicotine that
smokers actually inhale?

These changes in cigaretie design do not reliably decrease the amount of tar and nicotine that
smokers inhale. The monograph finds that smokers compensate for lower yields of tar and
nicotine in a number of easy and effective ways, leading the current testing method to not give
meaningful information to smokers on either the amounts of tar and nicotine they will receive
from a cigarette, nor the relative amounts of tar and nicotine that they would receive from
smoking different brands of cigarettes. In addition to simply increasing the number of cigarettes
that they smoke per day, smokers compensate for lower yields of tar and nicotine by:

increasing Puff Number

Smokers can take more puffs per cigaretie. A recent laboratory study found that smokers of
low-yield cigareties (cigareties with less than or equal to 0.8 miiligrams of nicotine by FTC
measurement) waited a significantly shorter period of time between puffs than did smokers of
high-yield brands (¢igarettes with between 0.9 milligrams and 1.2 milligrams of nicotine by FTC
measurement).

Increasing Puff Volume

Smokers can also increase the amount of smoke they inhale per puff. A 1988 Surgeon General
report confirmed that puff volumes are often different from the FTC standard. The monograph
cites numerous studies finding that smokers change their puff sizes in response to the type of
cigarette they smoke, leading the FTC test to underestimate the volume of smoke taken from
low-tar cigarettes. Tobacco industry studies also show that smokers take far more in total volume
of smoke than is predicted by the FTC test, with puff volumes increasing as standard yields
decrease.

Blocking Filter Vents

Another technique smokers can use to increase the amount of smoke they inhale is to block the

5125/2003 4:44 PM
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filter vents on the cigerette. Filter vents are often not noticed by smokers and are placed just
millimeters from lips and fingers. Studies have found that smokers can and do block the vents
with cither their lips or fingers, thereby decreasing or canceling out the air-dilution effect.
According to the monograph, the cigarette industry has known for decades that smokers can easily
and unknowingly compensate for low standard yields by interfering with the vents. Research has
shown that a large portion of people who smoke filtered cigarettes - in one study as much ag 58
percent - block the vents.

11. Whe smokes "light" cigarettes?

Surveys have indicated that among the estimated 47 million adults who smoke in the United
States, it is people who are most concerned about smoking risks, and who are most
interested in quitting, who use brands labeled "light" or “ultra-light."

12. Has advertising for low-yield cigarettes been misteading?

Yes. Internal tobacco company documents in the monograph demonstrate that cigarette
manufacturers recognized the inherent deception of advertising that offered cigarettes as "Light”
or "Ultra-Light," or as having the Jowest tar and nicotine yields.

13. Who wrote Monograph 137

More than 10 public health experts from universities and organizations throughout the
country contributed chapters to this monograph. Over 20 scientists, researchers, and others
in universities, government, and the private sector provided comments and reviews.

David Burns, MLD., of the University of California, San Diego School of Medicine is the
senior scientific editor and Neal L. Benowitz, M.D., of the University of California, San
Francisco, is the co-scientific editor, Donald R. Shopland, former esordinator of the NCI
Smoking and Tobaceo Control Program, was the general editor of the menograph. Stephien
Marcus, Ph.D., assumed responsibility for the menograph series when Shopland retired
from NCI in January 260).
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