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PROCEEDI NGS (9:05 a.m)
DR. SATCHER: |'m David Satcher, Surgeon Ceneral
and Assistant Secretary for Health. First, | want to

wel cone all of you to this agency Commttee on Snoking and
Health, a commttee that actually has not net since 1994. A
| ot of things have happened in that interim

But before | take a few m nutes to di scuss sonme of
t he devel opments since 1994, | do want to begin by going
around the table and around the room and maki ng sure that we
know who is here.

Wiy don't we start with Jeff?

DR. KOPLAN: Jeff Koplan, Director of CDCin
At | ant a.

M5. MAJESTIC. Elizabeth Majestic, Acting
Director, Ofice on Snoking and Health in CDC.

DR. NOVOTNY: Tom Novotny, Assistant Secretary for
I nternational Refugee Health.

DR. EISS: Robert Eiss. | am Program and Pl anni ng
Director at the Fogarty International Center for the

Nati onal Institutes of Health.

M5. SUTTER Kate Sutter. | amwth OSHA Poli cy.
OSHA has been charged with |eading the effort for the
Depart ment of Labor.

DR. BACKINGER |I'm Cathy Backi nger with Tobacco



Control Research Branch at the National Cancer Institute.

M5. SCHMDT: |'m Christy Schm dt, Deputy to the
Assi stant Secretary of Health Policy in the Ofice of
Pl anni ng and Eval uation in HHS.

M5. ROSSO |'m Rosemary Rosso, and | am a seni or
at the Division of Advertising Practices at the Federal
Trade Conm ssi on.

DR. GUST: |I'm Steve Gust fromthe Ofice of the
Director at the National Institute of Drug Abuse.

DR. CAPEHART: Tom Capehart fromthe Departnent of
Agricul ture Econom c Research Service, an econom st.

DR. HAVERKOSS: Lynne Haverkoss at the Child
Devel opnent and Behavi or Branch of the National Institute on
Chil d Health and Human Devel opnent.

M5. WLLIAMS: I'mChris Wllians. | amthe
Director of the Ofice of Health Care Information at the
Agency for Health Care Research and Quality.

DR. KAUFMAN:. |'m Peter Kaufman, |eader of the
Behavi oral Medi ci ne Research G oup, National Heart Lung and
Bl ood Institute.

V5. DESHPANDE: Conni e Deshpande, U.S. Depart nent
of Education, Safe and Drug Free Schools Program

DR. WALTON: |'m Tracy Walton, Medical Director of
t he nedi cal radi ography program at the University of the

District of Col unbia.



MR. FORBES: |'m Ri pl ey Forbes, Senior Advisor to
Dr. Satcher.
M5. BAILEY: |'mlLinda Bailey, Associate D rector,

O fice on Snoking and Heal t h.

(The remai nder of the introductions were off
m ke.)

DR. SATCHER  Thank you very nmuch. Once again,
wel conme to all of you. It is great to have this group
together to have this very inportant discussion of where we
are in terns of tobacco control and snoking.

|"mgoing to nove to the podium This is a little
| onger opening statenent than usual, but | think it reflects
t he trenendous devel opnents that have taken place since this
agency commttee last nmet in 1994.

Thi s agency comm ttee was established in 1984
under the authority of Public Law 98474, the Conprehensive
Snmoki ng Education Act. The conmttee is charged with
hel ping to coordi nate our Departnent of Health and Human
Servi ces and ot her federal research educational prograns and
other activities related to snoking and heal th.

This interagency conmttee provides a liaison
function to appropriate private organi zations and federal,
state and | ocal public health agencies regardi ng snoki ng and
health activities. |If you didn't already, | hope you have

an opportunity to review the devel opnents in this area since
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1990. They have been outlined in a five or six page sunmary
in the book. | believe it is under Tab E. But it really
dramati zes how this working together under federal, state,

| ocal and the private sector and even the gl obal sector has
evol ved.

This commttee reports to the HHS Secretary
t hrough the Surgeon General, and is staffed by the CDC s
Ofice of Snoking and Health. You will hear from Dr. Koplan
in a short while.

Though we haven't nmet formally since 1994, the
tobacco control field has certainly been busy in those past
six years. In fact, while | won't go into great detai
about our efforts and successes, | would |ike to nention
just a few

In this period of time since the |ast neeting of
this interagency commttee, we have rel eased three Surgeon
General 's reports on snoking and health. 1In 1994, the
report on preventing tobacco use anong young people, and
then when | came on board in 1998, we rel eased a report
entitled Tobacco Use Anong U.S. Racial Ethnic Mnority
G oups, and nost recently, Reducing Tobacco Use, a report
that we rel eased at the Wirld Conference on Tobacco and
Health in Chicago, | believe it was in July, in that
meeti ng.

Early next year, a fourth report will be issued



whi ch addresses the adverse health effects of tobacco for
wonen. | think this will be the first report dealing with
tobacco and wonen since 1980. W are very excited about
that. That report is noving through the Departnent,

begi nning to nove through as we speak.

CDC has done an outstanding job in all of these
reports, and it has been really great working with that
group while | was director there, and since | have been here
I n Vashi ngt on.

CDC provides over $60 million in financial support
and technical assistance for all 50 state health
departnents, the District of Colunbia, seven territories, 11
nati onal organizations, six tribal support centers and nine
nati onal networks. Since 1994, the budget for the CDC
Ofice of Snoking and Health has grown fivefold. In 2001 we
estimate that the budget for CDC s tobacco control program
will exceed $100 million.

In 1996, the Agency for Health Care Policy and
Research, which has had a nane change and i s now the Agency
for Health Care Research and Quality, released snoking
cessation guidelines. A few nonths ago we updated those
gui delines, and we just updated the guidelines for snoking
cessati on.

This January with the rel ease of Heal thy Peopl e

2010, | think we took a major step forward. This is as you



know our national health pronotion and di sease prevention
program whi ch goes back to 1980. But in the release of the
Heal t hy Peopl e 2010 docunent and the blueprint for action,
there was a new devel opnent. For the first tinme, we
actually listed the 10 | eading health indicators that we
woul d nonitor over the next 10 years.

Now, when you get to the point where you have 300
and sonet hi ng objectives as we did for Healthy People 2000,
It becones increasingly difficult to communicate them And
of course, wth Healthy People 2010 we have 467 objectives.
| have cone to understand that that is good, because it
means we have nore resources, nore people with nore interest
froma lot of different areas that we didn't have before --
new focus areas, visual and hearing disorders, chronic rena
di sease, disability, things |like that.

But we still are concerned. How do you really get
a focused nessage to the Anerican people about what this is
all about? So working with the Institute of Medicine, we
devel oped a list of 10 | eading health indicators. Tobacco,
reduci ng tobacco use, is one of our 10 | eading health
I ndicators for Healthy People 2010.

W have established the anmbitious but | think very
realistic goal of reducing tobacco consunption by 50 percent
over the next 10 years. | think it is realistic, because

gi ven what we know, and given the guidelines that have been



devel oped and the best practices that have been publi shed,
we have the means to do this, given the tobacco settlenents,
which I will nention later. W believe the goal is

achi evabl e, especially because of the master settl enent

agr eenent .

The master settl enent agreenment between the states
and the tobacco industry will over the next 25 years
al | ocate over $200 billion in paynents to states. Al
states, if they take advantage of this opportunity will have
sufficient funds to support conprehensive tobacco control
prograns, prograns that can certainly be nodelled after the
best practices docunent published by CDC earlier |ast year.
But how these funds are used may represent the nost
I nportant public health opportunity that we have had in a
l ong tine.

The Robert Wod Johnson Foundation | aunched the
snokel ess states grants prograns to fund |local initiatives
for tobacco use prevention. Wth critical support fromRW
and the American Cancer Society, the Center for Tobacco Free
Kids was started and gave a voice to tobacco control in
Washi ngton and in the states.

Qur Departnment released a final rule on the Synar
Amendnent, which encouraged states to enforce | aws
prohi biting tobacco sale to mnors. Today, all states are

conducting conpliance inspection to neasure the |evel of



conpliance wth [aws prohibiting tobacco sal es to underage
youth. Based on these inspections, illegal sales of tobacco
to youth is definitely falling in this country. W have
seen increases in federal and state excise taxes and many
states are using increased excise taxes to deter snoking.
There are sone really great exanples, which we tal ked about
in a recent hearing wth Senator MCain and Congress.

The President has issued an executive order
banni ng snoking in federal worksites. As you know, the
Departnent of Justice has initiated actions against the
tobacco industry. This legal action is designed to hold the
I ndustry accountable for the harmthey cause by efforts to
decei ve the Anerican public about the dangers of tobacco.
This is noving forward. W are hoping of course that in the
budget that is com ng out from Congress hopeful ly any hour
now, it wll include funds to support the action on the part
of the Departnent of Justice.

In the international area, the President has
I nstructed U S. enbassy staff to end support of tobacco
I ndustry efforts to pronote the sale of tobacco products,
and instead to encourage host countries to adopt science-
based public health control of tobacco. This is a major
step forward. Additionally, the President has encouraged
the U S. to take a |eadership role in the Wrld Health

Organi zation's devel opnment of a Framework Convention on



tobacco control. We will hear from Tom Novotny a little
| at er about the recent neeting in CGeneva related to the
Framewor k Conventi on

Unfortunately, we have al so had our setbacks. |
think nost recently the Suprene Court ruled that the FDA
does not have regulatory authority over tobacco. That was
certainly a major setback. This action has nmade it even
nore inportant that states fund conprehensive tobacco
control programs, and certainly, nore inportant and
critical, that Congress approve |egislation granting FDA the
authority to protect children fromtobacco.

As |'m sure you understand, that was the nmgjor
poi nt that the Suprene Court was nmaking, but as it now
stands the FDA has not been given that authority by
Congress. So we are really focusing on getting Congress to
give FDA that authority to regulate tobacco as a drug. On
bal ance, | think it is fair to say that the news is good.

This norning we are going to devote our neeting to
a di scussion of one of the nost exciting devel opnents in
t obacco control, the creation of a Framework Convention by
the Wrld Heal th O ganization

In May of 1999, the governing body of the Wrld
Heal t h Organi zati on unani nously approved the resol ution
calling for governnents to negotiate an international treaty

to stemthe global epidemc of tobacco related death and
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di sease. In case you haven't been watching, you'll hear
nore about this later. It is certainly a grow ng epidemc.

U.S. and nmany ot her governnments around the world
are commtted to the devel opnent of a strong convention that
will have the ultimte effect of reducing the consunption of
tobacco. Last week, as | nentioned, in the first neeting of
t he Framewor k Convention on tobacco control, the negotiating
group concluded its work in CGeneva, and several nenbers of
that U S. delegation are with us today, which we wll| hear
from Tom

A Framewor k Convention can be a very inportant
step in tobacco control, globally as well as in individual
countries. Many problens related to tobacco cannot be
resol ved by nations working alone. Just as everybody now
agrees that we live in a global comunity when you | ook at
It fromthe standpoint of things |ike infectious diseases,
It is just as clear when you look at it fromthe standpoint
of things like environnental issues, violence and certainly
t obacco.

Many problens related to tobacco just will not be
resol ved unl ess we take a gl obal approach. | was very
| npressed by that when | was with the Public Health
Associ ation recently, at a neeting in China, in our
di scussi on of tobacco, but also neeting with the M nister of

Health in China and | ooking at the way the problemis
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evolving in that country, but also hearing from other
m ni sters of health.

W will spend a |large part of this neeting tal king
about the inportance of tobacco control to global health,
and the specific role that participation in the Framework
Convention can play. |In addition, we wll focus on three
specific topics that are being discussed in the context of
t he framework convention. They include snmuggling, health
war ni ng | abel s and adverti si ng.

These are three issues that have no borders, and
I ssues on which we need to work in collaboration with the
gl obal comunity. Let ne enphasize that the Surgeon Genera
and the U S. governnent are commtted to a really strong
gl obal treaty to curb premature deaths and preventabl e
i1l ness due to tobacco. That doesn't nean that we have
solved all of our problens, that we don't have sone
struggles that still go on, but | think the commtnent is
real, and it continues to evolve in the right direction.

To be successful, a public health treaty nust
first curtail the rise in tobacco consunption
internationally, and ultimately lead to a reduction in
t obacco use around the world. But as you know, that curve
as we see it nowis going up, up, up in terns of tobacco use
and deaths fromtobacco. W have got to curtail that rise

and reverse that trend.
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At a mninmm we nust seek ways to protect non-
snokers from secondhand snoke, insure that illegal cigarette
snoking i s stopped, and prevent children from snoking.

At this point, | would ask if there are any
concerns about the agenda, any additions, any concerns about
anyt hi ng on the agenda.

Now, | understand we have several nenbers joining
us by conference call? They didn't make it on? Ckay, so we
don't have.

We have a full agenda, so | amgoing to now turn
the floor over to the Director of the CDC, Jeffrey Koplan.
| don't need to introduce himto this audi ence, one of the
great outstanding |leaders in public health in this country
and the world. Jeff will describe the magnitude of the
gl obal health problemcreated by tobacco in relation to
I nfectious di seases and changes in the epidemc pattern as
It noves into devel oping countries, and CDC s efforts in
gl obal tobacco control

Jeff?

DR. KOPLAN: Thanks, Dr. Satcher. Good norning,
everybody. As you have heard fromDr. Satcher, since the
last tinme this group net, there have been significant
changes both in this country and around the world regarding
tobacco control, and indeed society's views toward tobacco,

and the shift in enphasis around the world as to di sease
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burden and econom c burdens are related to tobacco use.

Wil e there have not been major declines over
about the last eight years in this country anong snoking in
adults, it appears that snoking preval ence anong youth in
this country has peaked and coul d even be beginning to
decl i ne.

| think one thing, to sunmarize many of the points
that Dr. Satcher nade, we have | earned over the |ast many
years that a conprehensive approach to tobacco control is
necessary to reduce tobacco use. That includes educational,
clinical, regulatory, econom c, environnmental and soci al
strategi es.

This is an inportant issue to underline as we | ook
at a nore global issue of tobacco control. Although there
are obvious cultural and econom c and social and political,
w despread di fferences between our country and particularly
devel opi ng countries in the world, this multifactori al
conprehensi ve approach is highly likely to be the one that
I's going to succeed in any country, whatever their economc,
social and political situation.

In the past 10 years in the U S., there have been
sonme significant changes in individual states in this
country. | just wanted to enphasize this, because there
tends to be a view anong sone deci sion nakers and sone

el ected officials that we can't do nuch anynore about
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t obacco, and that investnent in tobacco control doesn't have
a big payoff.

That is profoundly not true. If we |look at a few
states in this country, when we see the ones that have both
I nvested nore in tobacco control and then put in place nore
conprehensi ve prograns, we see significant difference in
t hose states.

In California, the per-pack excise tax on
cigarettes was increased from10 cents to 35 cents in
January, 1989. It was used to fund a new tobacco control
program Wth only a slight change in the state excise tax
bet ween 1990 and 1998, a two-cent increase in 1994, the
rates of tobacco use have continued to decline two to three
times faster than the rest of the country.

Over the past 10 years, per capita consunption in
California has declined by nore than half. Wile the tax
I ncrease has had an initial mjor inpact on consunption, the
conpr ehensi ve program has insured nore sustai ned and
significant decline over tine.

Massachusetts has al so taken a | eadership role in
I mpl enenti ng conprehensi ve statew de tobacco contro
prograns. |t has substantially reduced tobacco use. The
rates of snoking for both youth and adults have shown
significant declines. Per capita consunption in

Massachusetts has declined over 30 percent since 1992 when
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the program started.

Oregon is another state that has had inpressive
declines. Between '96 and '98, per capita cigarette
consunption declined 11 percent, or about 10 packs per
capita. Florida has had a statew de anti-tobacco program
that conbi nes a counter-marketing nmedi a canpai gn, conmunity
based activities, education and training and an enforcenent
program and it has been particularly effective in reducing
teen tobacco use.

Tobacco use in Florida anong m ddl e school
students declined from 18.5 percent in 1998 to 11.1 percent
in the year 2000, an overall 40 percent reduction. For high
school students, current cigarette use declined from 27.4
percent in '98 to 22.6 percent in 2000, overall reduction of
18 percent.

These successful prograns should serve as a nodel
for other states as they allocate the suns they have gai ned
in the tobacco settlenent. W hope that they will | ook at
t hose nodel s and apply them accordingly.

Many of the gains, as Dr. Satcher said, that we
have made in the | ast decade in this country and beyond have
been the result of collaborations anong many of the
governnment agencies assenbled here. It is definitely a
mul tifactorial program and many of the non-governnent al

organi zati ons that have played such a | eadership role in
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this country -- and it is always dangerous to nention any,
but in that Dr. Satcher already nentioned a couple, I'll at
| east repeat those. Robert Wod Johnson Foundati on has
pl ayed a significant role. The Center for Tobacco Free Kids
has played a major role, and certainly the |arge
organi zati ons, the Anerican Cancer Society, Anmerican Lung,
American Heart, have all played nmajor roles.

These are | essons | earned that we can now apply on
a nore global front. As Dr. Satcher said, on the gl obal
front, we tend to think of global threats. The
I nternational health community is largely focused on
I nfectious diseases, and indeed, there are mgjor issues in
I nfectious di seases.

To use the other term of communicabl e di seases, |
think we need to think about tobacco use as a conmmunicabl e
di sease. We certainly conmunicate its use and desirability;
we can al so communi cate the value of not using it and the
powerful health effects that unfold fromits use.

The gl obal tobacco epidemic is in full force, and
will only get worse, particularly affecting devel opi ng
countries over the decades to cone. At present, there are
about 1.2 billion snokers over the age of 15 in the world,
and approxi mately 80 percent of these snokers live in
devel opi ng countri es.

According to WHO i n studi es done by Richard Pedo,
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nmore than four mllion people in the world die each year
from di seases caused by tobacco use. Wthout effect
conprehensi ve tobacco prevention and control efforts, by the
year 2030, 30 years fromnow, this death toll will increase
to as many as 10 mllion people per year. Seven mllion of
t hese deaths will occur in the devel opi ng worl d.

It is estimated that by 2030, tobacco use wll
exceed H V/ AIDS and di arrheal diseases as the |eading cause
of disability adjusted |ife years, a nechanismfor conbining
norbidity and nortality neasurenent, as the |eading cause of
this measure of gl obal health.

Not only will health effects be devastating and
unprecedent ed, but unfettered gl obal tobacco use will result
in dire economc circunstances and will be a threat to
sust ai nabl e devel opnent in many of these countries, a point
recently well made by the World Bank in their book, Curbing
t he Epidem c

Now is the tinme for the global health conmunity to
increase its efforts and targets its efforts in the area of
tobacco control. It is the right tine to |launch a gl oba
and coordinated effort to reduce the burden of tobacco use
around the world.

W have a nunber of current activities that are
underway. |'mgoing to nmention a few. They largely revolve

around three key areas, one surveillance, one information
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managenent, and one capacity building. [I'll briefly nmention
sone progress in each of those three.

A cornerstone to public health control activities
I s successful disease surveillance and risk factor
surveillance. This is nowhere nore true than for tobacco
control. Sone of the major advances in societal influence
we have been able to have in this country has been due to
our data on children, and valid or reliable data is cruci al
in making progress in this area.

CDC was asked by WHO to support their gl obal
surveillance efforts, particularly in relation to a grant
they received fromthe UN Foundation, which initially funded
seven countries in approving tobacco surveillance. In
response to that, we nodified our own youth tobacco survey
done in this country, and created a global youth tobacco
survey. It is school based and tobacco specific, and it
focuses on adol escents age 13 to 15.

In this comng year, this youth tobacco survey
wi || have been conducted in nore than 70 countries. This is
an extraordinary increase in popularity for this, and seen
as useful by the countries involved.

I'"d like to recognize in particular the National
Cancer Institute's financial support of this survey as a
good exanpl e of the type of interagency cooperation and

col l aboration that | think will be necessary to continue to
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address the probl em of tobacco use globally.

In Decenber, we're having a workshop for the
countries that participated in this survey, to focus on the
analysis of the information, the reporting of it, its
di ssem nation, and then how you use information to affect
public health prograns. It will be a four-day neeting in
San Francisco. There, experts wll discuss a wi de range of
I ssues, including know edge and attitudes, school based
prograns, counter marketing, enforcenent, environnental
t obacco snoke, and cessation. The participants wll be
trained in how to do the analysis of this conplex survey,
and report the data, and then dissemnate it to their
comunities that need to know it in their own countries.

CDC has al so provided technical assistance to WHO
to devel op a new survey for health professionals, collecting
the informati on on know edge and behavior. The design of
the instrunent was tested in the fall of '99, and a pil ot
study is currently underway to test the instrunents further
wi th sanpling procedures in Bahrain, Oran, Kuwait, Korea,
Lebanon and Canbodia. Qur next step is to finalize this and
then use it in many nore countries, again with the purpose
of converting the social nornms in these countries in the way
t obacco gets used.

You all renenber -- sone of you are too young to

remenber, but the first professional group, and a nmajor one
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that influenced the novenent away from tobacco use in this
country, was to switch physicians. It is a very difficult
task to convince soneone that a given health behavior is bad
for their health or good for their health if their health
practitioner doesn't practice it. This is a battle we have
to fight under sone other different conmttees. Dr. Satcher
Is leading this effort regarding both weight control and
physical activity. But that is a nodel that tobacco has
provi ded us.

The second key area is global use information
managenent. Beyond surveillance, we know the data that is
collected is only of limted value if it is not used and
wi dely made available. In that regard, we are devel oping a
gl obal tobacco data warehouse, Wb based, parallel to our
donestic program call ed the STATE system

It is going to nake every country's tobacco
specific data available on the Internet. It wll not only
I ncl ude public health measures and preval ence information
and youth tobacco survey results, but will also include
I nformati on on national tobacco control |aws, tax rates and
ot her economic data. So countries can find information
about thensel ves, and al so conpare thensel ves wi th nei ghbors
and ot her places that may be doing better or worse, or have
paral l el problens to those that they face.

Then finally, capacity building. W never wll
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have, nor shoul d have, the resources to provide ful
capability for all these countries that we are working in,
but we feel the role we can play, both we at CDC, and I
think the Public Health Service in general and the broader
public health community, can play a role in assisting other
countries in building their capacity to deal wth this
gl obal health threat.

Currently, we are supporting a person to work
exclusively on gl obal tobacco control in the UN system
stationed in New York, the WHO headquarters in Ceneva and in
the WHO regional office in Zi nbabwe. Soon we will be
sending a person to the WHO country office in Beijing, and
we hope eventually to be able to place a tobacco control
person in partnership with WHOin all of their regions.

So a wde range of activities are taking place
today, this year, quite different fromthe last tine this
commttee net in a neeting. W think alot nore will be
going on in years to conme. But as Dr. Satcher said, we view
t he gl obal tobacco threat as a global transm ssible illness
that it behooves us for a wide variety of reasons to get
I nvol ved in, and we are.

Thank you.

DR. SATCHER: Can | have you stay there, Jeff, for
a nmonent ?

DR. KOPLAN: Sur e.
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DR. SATCHER: W have a little tinme for questions
and comrents, but why don't we get the phone participants
now? They include Nancy Kaufman and Nat hani al Cobb. W'l
have them nmenti on them t hensel ves.

(Recording interrupted.)

DR. SATCHER: Wy don't we go on? Questions,
comments? | want to nmake just one comment. Jeff's point
about the role of physicians in this country really cane
honme to me. As nost of you know, when the first Surgeon
General's report on snoking and health canme out in this
country in 1964, about 43 percent of the American people
wer e snokers, and snoking anong physicians was even hi gher.

Today, | think it is less than five percent of
physi ci ans snoke. So physicians have really provided
| eadership in ternms of role nodels. W have not done as
much as we coul d have done to help other people quit
snoki ng, but we have certainly been good role nodels in that
sense.

In China on the other hand, | renmenber having a

nmeeting wiwth the Mnister of Health and his staff, that has

not happened. | believe today, what, 58 percent of
physicians in China are snokers. It is one of the biggest
hurdles they are trying to get over. It really nmakes a big

difference, and it nakes you appreciate what is happening in

this country.
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Randy Snoke was with us. He is president of the
AMA. He couldn't be here today, but he was with us in
China. The AMA is going to be working with the China
Medi cal Association on this issue of the role of physicians.
So that point is a very good one.

DR. KOPLAN:. Eight years ago, | visited Szechuan
Medi cal College in China, and they presented information on
the way the nedical education curriculumwent. They
provi ded sone snoking data. This was a five-year nedical
school, and students enter at about the age of 18, graduate
at the age of 23. On entry, about 15 percent of the nedical
students who entered snoked, and on graduati on about 75
percent of the nedical students snoked.

So they asked ne what | thought, and | said they
shoul d cl ose the nedical school.

DR. SATCHER Ot her comments or questions? We'l]|
nove on. We will have other opportunities to interact.

Qur next speaker is Dr. Novotny. Tom Novotny is
Deputy Assistant Secretary for International Refugee Health.
He is al so Assistant Surgeon General and the |eader of the
U S. delegation to the Framework Convention. Dr. Novotny is
a nmenber of the World Health O gani zati on Executive Board,
and a nationally recogni zed researcher on tobacco control.

As you wll notice, he has sone bronchitis.

have to take this opportunity to tell you that five of us --
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probably nore than five, but five that I know of in the
division ran the Marine Corps marathon on Sunday. Tom had
just gotten back from Geneva at 11: 00 the night before, he
was jet |agged, but he still ran. Hi s voice sounds like it.

DR. NOVOTNY: It's not a snoker's cough.

DR. SATCHER: And he's not a snoker, that's right.

DR. NOVOTNY: | was exposed to a | ot of secondhand
snoke. Also, | only cane in about an hour behind Dr.

Sat cher .

Thanks for the opportunity to cone and present the
background on the Framework Convention. | have to say, ny
voi ce was gone during the week in Geneva, too, so | didn't
have a chance to give any of the interventions. That was
greeted with relief in many quarters, but also it was the
only time that the U S. gets any synpathy in these
International fora. So it was probably not a bad outcone.

The background on the Framework Convention | think
Is inmportant for many of you to just briefly understand,
because it is an unusual activity. This is not just a public
health program this is not an opportunity for public health
people to get up and say, we think everything about tobacco
I's bad, and here are the things we can do to do it. It
requires a far nore conplicated and nore dedi cated approach
on the part of government in general, because this is a

treaty process.
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It is called the Framework Convention on Tobacco
Control, but this is a treaty process that permtted to be
engaged and negotiated by the Wrld Health O gani zation
under its bylaws. This is the first tinme that they have
taken anything on like this. So by its nature, it is
different fromwhat we usually do in public health, which is
a much nore organi zed effort that involves only ourselves.

In this case, it involves first our State
Department, because the State Departnent and mnistries of
foreign affairs of all of the nenber state -- and there are
191 nenber states of WHO -- usually have the responsibility
to negotiate treaties. In this case, the State Departnent
has graciously del egated that responsibility to HHS. That
Is why HHS | eads the del egation to the Franework Conventi on,
and we insist and expect to have health as the primary basis
for this. As you know, there are many, many ot her
conponents in negotiating sonething, a nultilateral action
on tobacco control.

What we have done in terns of our preparation has
been very conplex as well. It is actually guided by the
Donestic Policy Council, fromthe Wite House, which gives
this a nmuch nore broad invol venent of our donestic agenci es.
Those have included the Departnent of Treasury, the U. S
Trade Representative. | understand Custons has not been in

on this directly, but we are certainly interested in that.
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The Bureau of Al cohol, Tobacco and Firearns, the State
Departnment, several parts of HHS, CDC. FDA was involved for
a large part of our activities, and Conmerce, several other
agenci es.

This is inportant, because this is again a
governnent activity. Qur Admnistration, if it cones down
to the point where we can sign this, -- and by the way, the
projected tinme for the negotiation process is to be
completed in 2003 -- if our Adm nistration signs it, we have
anot her part of this activity that has to occur, and that is
ratification by the Senate.

The Senate is responsible for advice and consent,
and within the Senate Foreign Relations Committee, the power
to bring this treaty forward extends itself. |[I'll say nore
about that in a nonent. But let nme also say that our
preparations have tried to be very, very conplete and
oriented towards both a public kind of involvenment as well
as, we have al so broached this issue with the Congress. On
four separate occasions, | think five now, we have net with
representatives of Congress on the health issues as well as
the Senate Foreign Relations Conmmttee, who has taken a very
great interest in this already.

As a result of that, one of the staff nenbers from
Senator Hel nms joined us during the negotiating sessions |ast

week. | think this is good, because they need to know what
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this is about, and I think it actually was a very positive
out cone.

We have al so had public comentary through a
session that was held March 15. It is easy for ne to
remenber, because that is the Ides of March. It was well
attended by not only the NGOs -- non-governnent
organi zati ons, professional groups -- but also the tobacco
I ndustry presented their opinions.

WHO subsequently had one of these public
comentary sessions prior to the negotiating session |ast
week. That was al so heavily attended and al so a good
opportunity for people to express thensel ves.

W have also at their invitation net wth
representatives of the tobacco industry and growers. They
are of course interested in this, but at this point they are
not a part of our delegation or thinking process in a direct
way. But we certainly have heard sone of their input.

The background to the Wrld Health Organi zation's
activities on this began actually a year and a half ago at
the World Health Assenbly, which is the governi ng body of
t he menber states, where the decision was nmade to go forward
with this Franmework Convention. Through the efforts of
their staff, the people |l ed by Derek Yak, Neil Kolishaw,
others within the WHO, this process has noved forward, and

two working group neeting were held over the |ast year,
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where issues were laid down for further discussion and
actual negotiation.

So | ast week was the first real negotiating
session, where the nenber states sit down and try to outline
their positions, and fromthere go on to deciding what the
content of the Framework Convention is.

It isreally a two-part process. The Framework
Convention itself is nmeant to be nore of a broad docunent
that can be signed by, we hope, many states. W have
supported the ability for that docunent to be sufficiently
general, so that many states can sign on to it. But then
subsequent |y, protocols, which are nore substantive and nore
detail ed agreenents that can be generated, would flow from
the initial agreenent reached in the Framework Conventi on.

Now, our discussions back here have been
extensive. W have nmet weekly for practically a year and a
half with the DPC group plus all these other consultations
that I have nmentioned to you. W have also heard fromthe
NGOs. W have tried to take this information into our
positions fromall sides, actually, to shape the positions
t hat have been generat ed.

What we have been able to do is get negotiating
positions that have been signed off by all of the rel evant
departnments. We now have a set of positions on issues that

have been cl eared through all of the departnments. This is
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no nean feat, and we really appreciate the invol venent of
people |like the Treasury Departnent and the U.S. Trade
Representati ve, because the reality of what we can do and
what we can agree to is bound not just in HHS but certainly
across governnent.

"1l briefly talk nowa little bit about the

organi zati onal approach that WHO has taken on this, and our

menber states. It would have been easy to let the
negoti ating session fall into a procedural gobbl edegook.
Fortunately, that didn't happen. | think a couple of days

were spent trying to decide on the procedural approach, and
that was settl ed.

We | obbi ed hard to get ourselves on the bureau,
which is basically the small managenent group that woul d
hel p conduct the negotiations. So our representative is
Ri pl ey Forbes on the bureau, representing the group of the
Anericas. There are six regions of the WHO, so our region
in the Arericas, we are the representative on the bureau.

However, probably the nore inportant position is
that of the chairman of this whole process. It will go on
we hope, through the whole three years. H's nane is Cel zo
Arelin. He is a Brazilian, an anbassador to Geneva fromthe
Brazilian governnent, and he provided a very steady hand in
t hese negotiations, again keeping it fromgetting out of

control, bringing hunor to it, bringing a sense of
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collegiality that I think was really appreciated by
everyone.

We supported his selection. It was done by
consensus. He is by the way a snoker. Hi s |eadership on
this | think was appreciated by all.

The other big procedural issue that was considered
was the nore direct involvenent of the non-governnental
organi zati ons. WHO has a bunch of rules about this. They
have a set of official WHO affiliated NGOs. W supported
mai ntaining the rules on this, so that that wouldn't be
changed. It would take nmuch nore to settle on all of those
rul es and agreenments than it would be to just allow things
to proceed as they are as long as the NGOs were getting the
I nput that they needed into this.

There is a coalition of NG&3s, |ed by the Canpaign
for Tobacco Free Kids, called the Alliance. They have
fairly strong opinions on this as well. W nade an attenpt,
a successful attenpt, | hope, to neet with the NG and
anybody el se who wanted to neet with their del egation every
evening, to discuss what was the activities there. The NGGCs
gai ned access to the neetings through the | arger groups |ike
the International Union for Cancer Control and International
Heart Association and Rural Division International. So
there were many opportunities for themto becone directly

i nvol ved. They were certainly there in force, and we
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appreci ated that.

The del egation itself consisted of ne as the | ead
del egate, Ripley Forbes fromHHS, Mchael -- not M chael
Ericson, he was on it previously, but nowit is Larry G een,
and fromthe State Departnent, John Sanditch and Lynn
Lanbert, and from ATF, Tamry Light, who will be talking to
you a little bit later. W also had a USDA person who isS
the attache in Geneva, and our attache there, Linda Vogel.
| think that's it.

The other procedural thing I'll just nention
briefly is that for the next session there are going to be
three working groups. The next session will not occur until
April 30 of next year. In the neantine, there will be other
work to do. But the three working groups have been
separated out so that we can detail our attention to
specific issues, and those are grossly lunped as health
I ssues, and then our econom c issues, another |unp takes
pl ace, then the third working group is a treaty naking
process. | won't go into the details on that; if | need to,
| can answer sone questions on it.

We came out with very strong statenents about how
the U S. supports the Framework Convention. Dr. Satcher has
made those statenents. W actually issued a press rel ease
prior to going, that cited his comments, as well as other

supportive comments to say that we are there to nmake this
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treaty happen. A treaty that is broad enough to include a
| ot of countries will be a strong treaty. At the sane tine,
we felt that including significant strong points in the
treaty were inportant.

So the reference docunents that have been
devel oped by WHO were used as the basis for the discussions
that then occurred during the neeting. These were basically
a read-through. Each of the nations had a chance to say
where they were on issues that were read through.

We supported sone specific obligations within the
Framewor k Convention itself. These included restricting
sales to mnors, reduci ng exposure to secondhand snoke,
regul ati on of tobacco products, contents and di scl osures,
tobacco taxes. W offered additional |anguage on secondhand
snoke that woul d support prevention of exposure to children
in particular, and public places in general, and that was a
rather strong statenment. W hope that it is sonething that
we can support throughout; perhaps it will be noved to a
pr ot ocol .

W al so nade a strong intervention on adverti sing.
Even though we are going to have to stop short of supporting
a conplete and total ban on all advertising pronotion and
sponsor shi p, because the First Anendnent guarantees free
speech, we think would stop that conplete ban | anguage, we

can and did support robust |anguage on restricting
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advertising, sponsorship and pronotion permtted under
domestic law, with special attention to that which appeals
to children, not that which is targeted to children, but
t hat which appeals to children, which is an inportant
distinction, because it is a much broader concept.

We al so supported an intervention on the
el imnation of smuggling, although we think that should go
into a protocol, because you can really get down to sone
very significant detail, and Tammy wl| speak to that.

A few other things that we supported was a broad
share in the scientific, technical and information
t hroughout. That is a cross-border issue as well. W
suggest ed however that support for this multinational stuff
woul d be reliant on voluntary funding, that which Jeff
Kopl an has described. It showed the significant support
that HHS has supplied now on a global level. | have to say
this is nuch different from 10 years ago, when | was wor ki ng
in the office on snoking and heal th.

It is voluntary funding. That is not sonething
that is required by WHO or any ot her outside body. 1In fact,
we woul d be reluctant, and not support any outside
regul atory agency or extra tenporal body that regul ates
either the financing or the control of any sort of |egal
approaches that m ght be taken.

The key issue here is that whatever is agreed by



34
the states is reliant on donmestic |aw, whether it is
exi sting or whether it is sonething we want to go for. As
you have heard, our FDA was thwarted in the attenpt to
exercise conplete regulatory authority. That doesn't nean
we can't go forward with that if there is a |legislative
effort to try to increase that regulatory authority.

The same with liability and conpensation. One of
t he nore successful control activities in this country has
been | osses, whether it was due to the exposure that has
occurred as a result of the discovery process, but al so now,
with the state settlement naster agreenent, there has been
fundi ng avail abl e.

The litigation i ssue was brought up and di scussed
briefly, but what we support there is again donestic court
actions, those |lawsuits that have been brought in this
country. Several of them have al ready been turned away as
not being appropriate for our donestic |egal system Maybe
we can get another comment fromthe Justice Departnent on
that if we have tine.

Finally, the whole treaty process requires that
states sonehow figure out what happens when people don't
behave with respect to the treaty. Qur position on this is
that we do support reporting requirements on the activities
that are agreed to. W don't think that there is a

conmpul sory dispute resolution process or arbitration or
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litigation, but rather, a diplomatic solution to
di sagreenents that are based on the treaty.

One thing I'Il just nmention here, and I'I| stop.
| can go into nore detail on the positions that we have
taken. We cannot tell you everything about our negotiating
positions that we haven't already said in public, because
that is part of this treaty process; it is privileged
information. But | can go into sone nore detail, if you are
I nterested, on many of these points.

One of the things that canme up that we didn't
really get into, and we don't have as clear a position yet,
Is agriculture, and what can be done about renoving either
subsidies or dealing with the econom c inpact on farners.

Per haps Frank wi |l address sonme of this in his talk on the
econom c inpact on the country of tobacco grow ng, and

per haps the reduction of tobacco consunption. But that wl|
devel op.

W have several neetings comng up nowwith a
Presidentially appointed commttee, who will deal
specifically with agricultural inpact here in this country
on reduced tobacco consunpti on.

We did have an informal neeting where we invited
many countries |ike Ml awe, Zi nbabwe, Brazil together, just
to start tal king about this. No negotiations, just what are

the issues. So that | think is going to be inportant.
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The future on this right nowis that, as I
mentioned, the next negotiating session will be in April.
W will have an opportunity for now nore public commentary.
W plan to take this, a very brief presentation, to hear
public commentary on the West Coast and North Carolina as a
starter, perhaps in the Mdwest as well. W invite the
I nvol venent of the growers and farnmers and industry in those
public comentary sessions, and just about any other tine,
we w il talk to anybody who is interested in this thing on
behal f of the donestic policy council group. That is where
any negotiating positions will be nodified or changed.

| think 1'll stop there. Oh, the last thing is,
the output of this |last session will be a chairman's report
which will outline all of the various nations' interests and
activities that they presented. W will have that to work
wWith in our further discussions, where we m ght want to cone
out. But at this point, we actually are in pretty good
shape with al ready agreed-on negotiating positions. W are
| acki ng on positions of sales of duty-free products,
agriculture, we've still got sone nore work to do on trade,
| think. Oher than that, | think we are in pretty good
shape in terns of the settled U S. governnent position

So I'll stop there. | ran a little bit over,
sorry.

DR. SATCHER:  Thank you very mnmuch. | think we can



37

al l ow about 10 mi nutes for questions. This is such an
| nportant presentation, to nmake sure that we are al
together in terns of where we are headed, in terns of our
position relative to the Framework Convention. Coments,
gquestions? And I'mnot going to limt it to people around
the table; they seemto be pretty quiet today. Are there
peopl e beyond the table who have questions or comments?

DR. CHALOUPKA: 1'Ill make one comment in response
to sonmething that you brought up about the agricul tural
I ssue. That is not actually something I'mgoing to talk
about in nmy presentation; | was going to focus nore on
advertising issues. But | think the one thing that is
I nportant to keep in mnd in all this is that right now, we
are tal king about 1.2 billion snokers in the world, and in
25, 30 years that is going to go up to 1.6 billion if we
don't do anything. So even if we are successful, we are not
tal ki ng about putting current tobacco farners out of
busi ness. W are tal king about maybe reducing their
grandchi | dren snoki ng tobacco 50 or 60 or nore years down
the line.

So it is inportant to keep that in mnd. It is
I mportant to keep in mnd how farners are going to be
affected by these tobacco control policies that we are
tal ki ng about, that we are not tal king about putting tobacco

farners out of business in the short run.
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DR. NOVOTNY: | think that is an extrenely
I nportant point. The other point is that we have offici al
policy already that says we are going to | ook out for the
wel fare of farnmers in this country in sone way, shape or
form Here in this country we probably wi Il reduce
consunption. Maryland for instance, permts the state
governnment to buy out farners' -- not buy themout, but give
them a rei nbursenment for |ost income over a period of five
years, | think it is, $20,000 a year or sonething like that.
So that is good, but | think your point is absolutely right,
given the projection of consunption. It is very unlikely
that agriculture is going to go away any tine in this next
century.

DR. SATCHER: When you ask a question, we are
going to ask you to say your nane just for the record. That
was Frank Chal oupka who asked that question. Thank you.

Could | just continue a little bit on the broader
econom c issue, which | think has gotten to be a ngjor
chal  enge. You think about countries |ike China and Japan
and Zi nbabwe and Mal awe, and the econom c inpact of tobacco.
| think in China, is it 10 percent of the revenue to support
t he governnent cones fromtobacco. In Japan, | understand
that 80 percent of tobacco is actually owned by nenbers of -
- not the mnisters of finance, but the Mnistry of Finance,

80 percent of tobacco.
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DR. NOVOTNY: It is nore or |less a nonopoly.

DR. SATCHER | don't know the figures in Zi nbabwe
and Mal awe, but | know it is a major issue.

DR. NOVOTNY: Yes, sone countries have far nore
I nvestment in tobacco, either agriculture -- but in the case
of China, they are the | argest consuner and the | argest
producer, and the taxes and the revenue all cone back to the
Chi nese governnent. Their delegation was led by their state
pl anni ng council, and the tobacco nonopoly within the
governnent was part of the delegation as well. So they are
obvi ously concerned about what they can sign on to, to the
econom c agreenents.

M5. RODDY: | was wondering where the groundswel |
of support for FDA legislation is right now.

DR. NOVOTNY: |I'mnot sure | can answer that. |Is
t here anybody here who would like to? Fromthe NGO
community or any others?

PARTI CI PANT: | was just going to say, it
certainly cones fromthe NGO community, the Canpaign for
Tobacco Free Kids, Heart Lung, Cancer, Anmerican Medi cal
Associ ation, physicians' groups.

DR. SATCHER How is it going, Judy?

PARTI Cl PANT: Slowy. | think at this point we
are all waiting for an event a couple of weeks from now.

DR. NOVOTNY: | think that within the
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Adm ni stration there was trenendous support for the
regul atory approach proposed by FDA, and sonme of which has
now been i nplenented by states, anyway. So in that respect,
t here has been denonstrabl e support by inplenmenting things
fromthe FDA rule that weren't necessarily ratified by the
Suprenme Court.

But neverthel ess, that doesn't nean -- dependi ng
on the Admnistration's wshes, if that is sonething we
start to agree to in our negotiations to try to inprove
t hese things, that we would have to follow up with sone
address to donestic law. So these things are interrel ated.

DR SATCHER:  Yes?

PARTI Cl PANT: On the support for FDA jurisdiction,
over and above what was achieved in the nmaster settl enent
agreenent, the whole area of current regulation is stil
woeful Iy i nadequate, if not absent. That is critical before
we see regulation in this country.

PARTI Cl PANT: WI I the outcone of the Presidenti al
el ection have any inpact on your enthusiasmw th which you
continue with the WHO negoti ati ons?

DR. NOVOTNY: | hope not.

DR EISS: Tom does the treaty contenpl ate any
type of econom c neasures, taxation schenes, or is that
consi dered a sovereign policy of national governnents?

DR. NOVOTNY: It is considered sovereign policy of
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nati onal governments. That is not sonething we would ever
agree to, having sone external setting of tax policy.
However, and this is already established governnent policy,
we think that taxes are an inportant and effective way of
reduci ng consunption, and also financing tobacco -- we al so
support | anguage that woul d support dedicated taxes to
t obacco control prograns fromtaxes as a way of financing
t hi ngs.

So the support for increasing taxes is there, but
we woul d not enter an agreenent that would force us to raise
It to any particular level of the law. There is |anguage
t hat describes things such as -- well, anyway, we will have
| think a very strong position, but it is not something we
can accept as an outside agreenent that changes the way we
may tax.

DR. SATCHER  Any ot her questions pendi ng?

PARTI Cl PANT: | was wondering, have there ever
been any di scussions with the | M- about renoving tobacco
I ndustries fromtheir list of industries to be privatized?
In relation to the growi ng awareness of what happens when
you privatize the tobacco industry, increased conpetition
| eadi ng to increased consunption, and how this fits in the
Framewor k Convention. Did you have any discussion on that?

DR. NOVOTNY: Not that | know of. Frank, have you

had any --
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DR CHALOUPKA: Wth IMF? No.

DR. NOVOTNY: Interesting thought.

DR. CHALOUPKA: Can | make a comment on that?
That privatization automatically |leads to increases in
consunpti on, we have | ooked at governments that have
privatized, and we have seen real positive effects as a
result of privatization. Poland is probably the best
exanple of that. Once the governnment gets out of the
t obacco production business, they get much nore interested
I n tobacco control. Cenerally, the Wrld Bank in particul ar
I's drafting sone guidelines to help countries think about
how t o best go about privatizing their tobacco industries.

It is definitely true that there are a | ot of
negati ve consequences of it, but it is not automatically a
bad thing, if privatization is done in the right way. There
can be benefits that go along with it.

PARTI Cl PANT: So it would be controlled --

DR. CHALOUPKA: Privatization, not agreeing with
t he tobacco conpani es when they are sold off to
mul ti nationals, that there is not going to be testing and
things like that.

DR. SATCHER  Thank you very nmuch. | think we are
going to break a little bit with the planned schedul e and
take a five-m nute break here, and then cone back and begin

our special presentations.
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(Brief recess.)

DR. SATCHER As you already heard, there are sone
difficult issues facing the Framework Convention. Wat we
are going to do nowis to hear from several experts who wll
address sone of these difficult issues. They are issues
that will need to be inplenented through national
| egislation, but I think nore inportant, they will require
mul til ateral cooperation.

It is our hope that the Framework Convention on
Tobacco Control will provide the stimulus and notivation of
national and nultilateral cooperation. It is the FCIC that
wi Il provide the structure for collaboration and
coordi nation of this global public health response to
t obacco consunption, marketing, advertising and discl osure.

So our first topic this norning is snmuggling. In
the United States, it has been well established that
smuggl i ng takes place between high and | ow taxed states, yet
smuggling is an even greater probleminternationally, and
the inmpact has far-reaching public health consequences.

The threat of snuggling between | ow and hi gh taxed
countries limts the ability of states to use tax policy as
effectively to discourage consunption. Additionally,
snmuggl i ng between countries can have the effect of actually
denyi ng gover nnent needed tax revenue, and circunventing

| ocal public health controls such as warning | abels, content
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di sclosure and limtations on the sale to mnors, so this is
a very inportant issue.

We are very delighted to wel cone M ss Tamara
Light, who is a project officer with the Bureau of Al cohol,
Tobacco and Firearns. Mss Light is also a nenber of the
U.S. negotiating teamfor the Franmework Convention, and an
expert on the nature of snuggling and the uni que chal |l enges
that face governnments who seek to adopt smuggling controls.

Tamar a?

M5. LIGHT: Good norning. |'d like to thank al
of you for allowing nme an opportunity to speak. As you can
tell, I have Toms cold. | promsed himl would |let you al
know, he didn't touch ne while we were there. It was very
difficult though, because we were all huddl ed together many
times, discussing strategies and plans. So | think several
of us cane honme with the bug. Anyway, it is going to be
hard for ne to get through this, so | hope you will bear
w th ne.

Tom did an excellent job of explaining why there
I's nore than just public health people involved wth this
Framewor k Convention. | wanted to just expand on that and
give you a guys a little of the background about ATF. Many
of you may know that we are both a regul atory enforcenent
and crimnal enforcenment agency. W are responsible for the

coll ection of excise taxes inposed on tobacco products



manuf actured or inported into the United States. W are
al so responsi ble for nonitoring contraband cigarette
trafficking.

Under the contraband cigarette trafficking act,
ATF is charged with assisting states in their efforts to
al so collect their revenues that they inpose on cigarette
products. So we typically find that tobacco trafficking
occurs when foreign or state governnments inmpose a higher
exci se tax on tobacco products than those tax rates found
surroundi ng jurisdictions.

For exanple, in Virginia the tax rate on a pack
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in

of

cigarettes is two and a half cents per pack, but in New York

the tax rate is $1.11 per pack, so there is a wide disparity

of tax rates, and this leads to |arge-scale cigarette
diversions fromlawful destinations to unlawf ul
destinati ons.

ATF is involved in efforts to curtail snuggling

and trafficking, because such diversion ultimtely defrauds

the United States governnent, states and international
governnents of their revenues, and al so because there has
been increased crimnal networks over the past 10 years;
cigarette trafficking and snmuggling is one of the top
commodity crines.

We al so recogni ze though that besides being a

revenue concern and a | aw enforcenent concern, that it is

a
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public health concern. W know that snuggl ed cigarettes
are frequently sold at | ow market prices which underm nes
I ncreasing prices as a neans to curtail consunption. As |
mentioned, it denies governnents tax revenues that they can
use to support public health protection, and snuggl ed
cigarettes often do not conply with the various health
regul ations, including |abelling requirenents and di scl osure
of actives.

So fromthe enforcenent perspective, | would |ike
to give you sonme exanples of the types of snuggling
scenarios that we deal with both donestically and
internationally, by highlighting sone recent cases and
events.

In July of this year, ATF arrested 18 people
involved in a cigarette trafficking and noney | aundering
ring, of which some of the profits were used to support
mlitant terrorismin the Mddle East. |In this particular
situation, cigarettes were purchased in North Carolina, and
they were transported to M chigan by small cars, vans,
trucks, and they were sold on the black market in M chigan.
So the Mchigan state taxes were abated, and it enabl ed the
snmuggl ers to nmake huge profits, which they all egedly had
gone to support some mlitant terrorismactivities.

In another case this year, 31 people were arrested

by ATF on an 102-count indictnent for their involvenent in
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part of a networking schenme where there was trafficking in
contraband cigarettes from New York to Mchigan. The
network involved a major U S. whol esal er, Native Anmerican
snoke shops, Mchigan traffickers and retail source. This
group noved over $70 million worth of cigarettes.

I n anot her schenme where over 700 mllion
cigarettes and al cohol were smuggled fromthe United States
I nto Canada, the district attorney in New York indicted 22
def endants for noney | aundering, racketeering and wire fraud
charges, and then in a secondary prosecution fromthis case
-- a lot of you know about this -- there was a subsidiary of
RIR Northern Brands International, who admtted to selling
over eight billion cigarettes to U. S. conpanies that were
snmuggling cigarettes into Canada. So NBlI paid $15 mllion
in crimnal fines, and an executive of this conpany pled
guilty to aiding and abetting wire fraud. But it was an
| mportant investigation or victory, because it is the first
time an actual tobacco conmpany was inplicated in snuggling
| Ssues.

We are also seeing arise in cigarette
hi ghj acki ngs, where sem -tractor trailers are pulled over
and robbed on hi ghways. W have seen other arned robberies
occurring, too. There was one instance in California where
a cigarette whol esaler's workers were shrinkw apped

together, and they nade off with the cigarettes. | can't
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I magi ne being shrinkwapped with ny co-workers. | |ike
them but they were shrinkw apped together for about seven
hours before anyone found them and | just can't inmagine.

Anyway, cigarettes may subsequently land in the
bl ack nmarket here in the United States.

Al so, this year in Italy two police officers were
killed and two others were injured when cigarette snugglers
ranmed into their police vehicle in an attenpt to get away.
We al so have intelligence information linking cigarette
smuggling to Col unbi an drug cartels, the Italian Mfi a,
Russi an organi zed crine, Asian organized crine and ot her
wor | dwi de organi zed crimnal organizations. So it is a very
wi despread probl em

In view of this known crimnal activity revol ving
around cigarette smuggling, the United States governnent is
commtted to supporting the devel opnment of a protocol in the
Framewor k Convention with strong neasures to curb snuggling.
ATF being one of the lead agencies in this effort to
elimnate snmuggling, we are glad to be able to provide
gui dance to this process.

For exanple, from our experience, we feel that
proposals to curtail snuggling should include a uniform
distribution systemregulating interstate commerce of
tobacco. This would include a licensing systemfor tobacco

products simlar to the one that the federal governnent has
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effectively used for the past 60 years to regulate al coholic
beverages. Such a systemwould require various entities in
the distribution chain for tobacco products such as
manuf acturers, inporters, whol esalers and exporters, to hold
a license or a permt. The license would be issued based on
certain clearly specified criteria, and it could al so be
revoked or suspended for specified violations.

These |icensed entities would only be authorized
to sell tobacco products to other licensed entities, or to
pur chase tobacco products fromother licensed entities. The
sale or distribution to any entity that is unlicensed wuld
be unl awful , and those conducting business without a |icense
woul d be subject to penalties.

In addition to a licensing system we reconmend
effective marking, branding and identification of packages
of tobacco products intended for either donestic
distribution or for export. This would be necessary to
prevent diversion or snuggling and circunvention of the
l egitimate channels of distribution. Any such regul atory
system woul d necessarily have to include penalty and
adm ni strative provides that woul d deter woul d-be smugglers
and would allow effective, efficient and uniform enforcenent
of controls over distribution. So sinply stated, any
regul atory system ai ned at preventing snmuggling woul d have

to alert those contenplating entering the black market that
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their chances are being caught are high, and that the costs
of getting caught woul d exceed the profits from snuggling.

Ri ght now, we hear from people that are on the
fringe of this crimnal activity that there are a | ot of
peopl e that are getting involved in cigarette snuggling,
because right now the sentencing guidelines and the
penalties for it are nuch less than drug trafficking. So
they are | ooking for another illegal neans of gaining noney,
and cigarette snmuggling is boom ng right now.

So under this systemthat we are planning to
propose, the cigarettes would nove through legitimte
channels. Mst inportantly, these channels would not be
open to America' s youth. So it is evidenced through our
current regul ation of al cohol throughout the distribution
chain, including the states, regulation of retailers, that a
regul atory systemthat reaches through the distribution
channel s allows for commerce in al coholic beverages, while
effectively curtailing trafficking inillicit non-tax based
products. So using that as our nodel, we are going to push
forward with those types of reconmmendati ons.

During the opening statenments at the Framework
Convention, many countries nentioned that snuggling is a
maj or problemfor them | think ny counterpart counted -- |
can't say | counted, | dosed a couple of tines during the

opening statenents -- but he said about of 80 sone-odd
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countries that made remarks, that approxi mately 30 of them
menti oned snuggling as being a major problem It was really
Interesting for us to all hear that snuggling was a top
priority issue for many people.

Wiile | was there, | had the opportunity to neet
wi th counterparts of several countries, including Canada,
Russia and Mexico. Many of us attended the snuggling
sem nar presented by the Framework Convention Alliance. W
felt that this sem nar was hel pful in illustrating the
snmuggling situation, and it hel ped to generate further
di scussi on anong countries that were interested in forcing
consensus. So for those of you that were involved in
putting that on, we thank you for that. It was a good
| cebreaker, so to speak, for those of us there to nove
forward and have sone | ater discussions.

During sone of these framework di scussions with
each other, we tal ked about the unique chall enges that al
our governnents face in detecting and prosecuting cigarette
smuggling violations. M Canadi an counterpart, he couldn't
be here, so | told himthat | would try to incorporate sone
of the things that he shared with us there.

He was telling us that in order for Canada to
tackl e their smuggling problens of the early 1990s, that
t hey devised a national action plan to conbat snuggling. It

was a conprehensive plan with health, tobacco tax and
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enforcenment initiatives. Their anti-snuggling initiative
whi ch was the enforcenment conponent, increased their
enforcenent resources for the RCOMP, Canada custons and the
revenue agency and Departnent of Justice, while the health
conponent saw the introduction of a major anti-snoking
canpaign. He graciously admtted that Canada knows that
t hey have an opportunity for inprovenent, but they have
experienced sone decline in the overall contraband tobacco
mar ket, partially attributed to the inplenmentation of a
nunber of strategies that they inplenented under the
nati onal action plan which are simlar to those that we are
pr oposi ng.

So Canada has seen success in their increased
penal ti es, application of export taxes, inproved stanping
and marking, inproved security features on tobacco marKkings,
creating proceeds of crinme offenses, increased enforcenent
and auditing, increased use of electronic surveillance and
I ncreased cooperation between donestic and foreign agencies.

Despite devel opnents in our governnent's efforts
to conmbat snuggling, we continue to have serious concerns.
Research conducted by the United States Departnent of
Agriculture | eads one to conclude that up to a third of
wor | d tobacco exports are diverted to the black market. So
we know that the worldw de growth in | arge-scal e organized

cigarette snmuggling is largely aided by the |Iack of control
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on the novenent of tax-free tobacco products by
I nternational crimnal organizations with sophisticated
di stribution efforts.

Recently ATF and NRC&P and | think Custons as well
participated in a neeting that was sponsored by the G3 group
on organi zed cigarette snuggling. The neeting was conposed
of police and custons official fromthe G3 and the European
Uni on.

What we heard there is that cigarette snmuggling is
intensifying globally. Organized crine is increasingly
i nvolved. Cigarette snuggling is linked to secondary
crimnal activity and increased disrespect for the rule of
law. Counterfeit cigarette seizures are on the rise, and
cigarette snmuggling is highly profitable.

The &8 nenber states identified a nunber of
obstacles in the fight against organi zed cigarette
smuggl i ng, which not surprisingly include many of the sane
types of obstacles that were enunerated | ast week in Ceneva.
They included the inability to trace confiscated cigarette
shi pnments, the |lack of cooperation and information sharing
bet ween nmenber states, and the inability to effect
controlled deliveries in sone countries. So what was
apparent is that the national responses are inadequate, and
that there is a need for broader international cooperation

to tackle cigarette snuggling.
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So in conclusion, it is evident that a country
cannot effectively tackle organized cigarette snmuggling in
I solation. A successfully negotiated Framework Convention
on tobacco control wth a conprehensive anti-snuggling
conmponent will assist countries in neeting their donestic
tobacco control policies and goals by reducing the threat of
I nternational tobacco snuggling.

["1l look forward to continuing working with the
U. S. delegation and others in this ongoing effect. Do you
have any questions?

DR. SATCHER: Thank you. Questions, comments?

DR. BACKI NGER  Just curious, what are the current
sanctions for tobacco snuggling, and then what is proposed
under the Framework Convention, which is one question.

The ot her question |I have was, what percent of
ATF's effort is devoted to finding tobacco snuggl ers and
prosecuti ng thenf

MS. LIGHT: Your first question, |I believe it is
five years inprisonnment and up to a $10,000 fine, |I'm not
sure. John, can you add to that?

PARTI Cl PANT: The basic penalty is five years and
a quarter of a mllion dollars fine. A snuggling activity
Is a specified and unal |l owabl e activity for noney
| aundering. The noney |aundering |laws carry nuch nore

stringent penalties, 10 years, and the sentencing guidelines
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are higher. That is where in the United States the issue of
cigarette smuggling | oses sonme of its oonph. But in Europe,
nost of the snmuggling offenses only carry a two to three
year penalty, with tinme served hovering sonewhere around one
year. The offenses do not trigger those nations' noney
| aundering | aws.

One of the issues brought up at the G8 conference
was to harnoni ze the noney |aundering laws in an effort to
bring up the sentencing guidelines, particularly in Europe
where the snuggling problemis very profitable.

MS. LIGHT: And the second question, we have
devel oped a national diversion enforcenment programto put
nore and nore resources into finding, prosecuting,
devel opi ng our cigarette snuggling cases. W are working
W th Custons and sonme other agencies to try to cone together
and forma task force to tackle the problem

It is an issue that | know ny bureau takes very
seriously. W are a snmall agency, and we are responsible
for a lot of things that people don't even realize. W have
435 inspectors and 2,000 agents. So resources are tight,
and Custons probably woul d agree that we could all use nore
resources to attack the problem

PARTI Cl PANT: (Comments of f m ke.)

M5. LICGHT: | don't know statistics on those

nunbers, but | would say yes, definitely we need nore
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resources on it. I'msorry, | just don't have the breakdown
avai l abl e at the bureau. W get huddled in our office back
there and focused on what we are working on, and | really
don't know in the overall schene of things. | can find out,
t hough.

PARTI Cl PANT: It is a pretty small division that
wor ks on the tobacco --

MS. LIGHT: W have cone such a long way in the
past few years, | can tell you that.

DR. NOVOTNY: It is clear that the snuggling issue
Is a very nmuch | aw enforcenent issue. Tammy has a great
badge, by the way.

M5. LIGHT: But no gun.

DR. NOVOTNY: No gun. At |east she didn't bring
It wwth her, anyway. But the issue here is a health one
al so, because if prices are depressed by snuggling and
cigarettes are cheap, kids and everybody el se can buy them
nore easily. So the health consequence of this is that if
we can maintain and sustain prices at the high levels as a
result of taxation, |ess consunption will occur. So the
health link is very, very clear on this.

PARTI Cl PANT: (Comments of f m ke.)

M5. LIGHT: |I'mnot aware of this report. | do
know t hat they have been out in the marketplace | ooki ng and

doi ng inspections, where foreign cigarettes have cone back
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into the country. | know that we have got our first case
novi ng forward, where we have utilized the new penalty
provisions, | think it is five tines the tax that woul d have
been due on the cigarettes when they canme back in. So not
only were they penalized for re-inporting these cigarettes,
but they also had to pay an additional anount of five tines
t he tax.

| don't know where that is in the whol e assessnent
process right now, but | know that was an encouraging first
case for one of our inspectors down in Mam.

As far as statistically in the report, |I'm not
aware of where that stands.

PARTI Cl PANT: Do | wunderstand that in the United
States there is considerably |ess smuggling of al cohol and
that you saw the al cohol distribution schenme as a nodel for

M5. LICGHT: Right now, that is what we are seeing.
We do have al cohol snuggling problens; that is a whol e other
speech. Recently -- this is interesting -- recently one of
our distillers pled guilty and fined because they were
shi ppi ng al cohol to Russia, and this alcohol, they said, was
specially denatured spirits, but it really wasn't. They
just put sone dye into it. It was going over to Russia, and
they were cleaning it up and selling it.

So the distillery was fined for recordkeeping
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viol ations and a bunch of stuff as well, crimnal
viol ations. They had to pay Ukraine a mllion dollars.
They had their permt suspended for seven days.

So we do have an al cohol problem but we don't
have as big of a problemw th the interstate snuggling of it
as we do with the cigarettes. So it is one neasure that we
think that we can use that nodel as a regulatory schene.

PARTI Cl PANT: | just wonder if you can tell us
briefly, why is alcohol so nuch lower? Wat is the
difference? What do they do right that tobacco is doing
wr ong?

M5. LIGHT: W don't have the federal regul atory
schenme for cigarettes and tobacco products |i ke we do for
al cohol. At ATF we only |license manufacture, and that is
where we col |l ect our taxes from fromthe manufacturer. W
don't have any control over the wholesaler or the retailer
right now So that is the reason why we are proposing a
nore conprehensive regul atory schene.

PARTI Cl PANT:  You al luded to the predom nant
probleminternationally, which seens to be the | arge scale
smuggling in transit in the international shipnment of
cigarettes, tax-free cigarettes. One thing that that does
I's make snuggling of the |low tax countries nore profitable
and easy. In fact, the data suggests that certainly in

Europe, the predom nant problemis in the |ow tax countries
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i ke Spain and Portugal, not the high tax countries.

Do you have any thoughts -- is there any novenent
towards a proposal or position fromthe U S. on how to deal
with and reformthat in-transit system of shipping
cigarettes?

M5. LIGHT: That is part of what we are starting
some of these task forces, and the neeting that was held in
Ireland, where all countries could cone together and give
sone ideas of how they think we should tackle sonme of this
I nternational novenent.

| think a big problemis that we don't have good
comuni cation with other countries, nor they with us, to
where we can share information, share our best practices,
share intelligence. So those are the types of things
think the countries internationally are going to be working
on together.

Al so, ATF has been involved recently in doing sone
training for sone of the devel oping countries to help them
devise the regulatory tax systemfor their tobacco products.

DR. SATCHER: Let's go with one |ast question.

PARTI Cl PANT: A brief followp. Are there other
products with a high liability for in-transit diversion,

i ke smal|l arns or pharmaceuticals -- are any of them
treated as liberally as cigarettes are in international

trade?
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MS. LIGHT: It doesn't appear that they are.

DR. SATCHER: So there is a real opportunity and
chal | enge here.

PARTI Cl PANT:  Snuggling in high tax countries in
Europe is a dramatic problem about a billion and a half
US dollars a year. British Custons increased their staff
by one thousand positions this year, and that included
crimnal investigators, intelligence specialists,

I nspectors. The European Union is also |osing nore than one
billion a year in their revenues, which wuld be snuggling
into all of the nenber countries because the European Union
collects 45 percent of the duties on cigarettes in their
countries. So there is a significant problemin the high
tax countries.

DR. SATCHER  Thank you very nuch, Tamara. W are
going to nove on to our next topic, which is warning |abels
and packaging. W have a panel here. These speakers have
been asked to tal k about issues involving changes in tobacco
heal t h war ni ngs and packagi ng of tobacco products, one of ny
favorite topics.

Rosemary Rosso is a senior attorney for the
Federal Trade Comm ssion. She was deeply involved in FTC s
recent action requiring health warnings on packagi ng and
advertising of cigars. The FTCis also review ng the

regul ations that apply to health warnings on spit tobacco to
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determine if we need changes there also. W |ook forward to
heari ng about the nature of FTC s work in these areas, as
wel | as on health warnings on cigarette advertising and
packagi ng.

Foll owi ng M ss Rosso, we will hear from our
nei ghbors to the north. Norman Brown as you have heard is
Director of Regul ations and Conpliance with the tobacco
control programof Health Canada. M. Brown is playing an
I nportant role in the adm nistration and eval uati on of
requi renents for new tobacco health warnings that utilize
graphics and text. W |look forward to | earning about these
new | abel ling requirenents and steps that will be taken to
assess their effectiveness.

So wel cone.

M5. ROSSO  Thank you, Dr. Satcher and everyone
el se, for the opportunity to present here.

The Federal Trade Conm ssion has been involved in
the area of tobacco marketing since the late 1930. Under
Section 5 of the FTC Act, we have authority for unfair or
deceptive acts or practices for a whole variety of consuner
products, including tobacco products. |In addition, we have
certain authority under the snokel ess tobacco and under the
cigarette act, and I'll talk about that today.

What | would like to do is set out what the

exi sting system of requirenents offer health warnings in the
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United States, and then talk a little bit on what we have
| earned and where do we go from here.

As a federal agency that is conposed primarily of
attorneys and econom sts, we like disclosures a lot. [|I'm
going to start out wth a disclosure. | amhere speaking on
behal f of Rosemary Rosso, an attorney in the Bureau of
Consuner Protection. | amnot representing -- the views
that | speak here are not necessarily the views of the
Conmi ssi on or any individual Comm ssioner.

Having said that, let ne start. In the United
States, we currently have health warning requirenents for
three types of tobacco products, cigarettes, snokel ess
t obacco, which HHS usually calls spit tobacco, and cigars.
Each of the systens for requirenents are different,
primarily as a result of historical happenstance.

Ci garettes have required health warnings for the
| ongest period. The first warning requirenents for
cigarettes cane about in 1964 when the Federal Trade
Conmi ssion issued a trade regulation rule that required
heal th warnings in the cigarette packages and in
advertising. That regulation rule was issued shortly after
t he Surgeon Ceneral issued its |andmark report in 1964.

That trade regul ation rule never went into effect.
It was superseded in 1965 by the first cigarette act, which

required a single warning on cigarette packages. There was
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no requirenent at that tinme for warnings in cigarette
adverti si ng.

The warning for cigarettes changed at vari ous
times during the 1960s and early 1970s. 1In 1981, the staff
of the Federal Trade Conm ssion wote a report that
concl uded that the then-existing warning for cigarette
packages was ineffective. Staff had done considerable
consuner research, and it found two problenms with the
exi sting warning.

The first was a problem of wearout of the warning.
The warning had been in effect for a |long period of tine,
and after a certain period of tine, people just no | onger
even see it, even if they are aware that there is in fact a
war ni ng on the package.

The other problemis, the consuner research
I ndi cated that the existing warning was vague and general,
and that shorter and nore specific warnings were nore
effective than | ong general warnings.

After publication of the report, various groups
went up to the HIl, and in 1984 Congress passed anmendnents
to the cigarette act requiring four rotational warnings for
cigarettes. | have an overhead that just shows what the
four warnings are. The warnings that were required in 1984
continue to be the current warnings required on cigarette

packages.
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There really is no guidance or regul ations
governing the format or display of the |abel warnings, other
than a provision in the cigarette act which essentially
grandfathers in the warnings that were in effect in 1984 at
the time of enactnent of the statute, and essentially
codified those warnings. They are the warnings that you see
that are very famliar on the side of the pack

This is one of the better warnings you can see, it
Is usually right here, and there is an attribution fromthe
Surgeon Ceneral and then the warning statenent.

Enf orcenent of the |abelling requirements for
cigarettes is with the U S. Departnent of Justice. The
Federal Trade Conm ssion does have responsibilities under
the cigarette act to review and approve rotational warning
plans. All cigarette manufacturers, inporters or
distributors are required to file a rotational warning plan
that specifies how the conmpany intends to conply with and
I nsure that the packages are going to bear the four
di fferent warnings, and that the warnings are going to
rotate.

In terms of | anguage regul ati on and enforcenent
that is really it for cigarettes.

For snokel ess tobacco, snokel ess tobacco first
require health warnings in 1986. There are three rotational

warni ngs that are required for snokel ess tobacco. For
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snokel ess tobacco, Congress required the warning statenents.
For advertising, Congress did specify and circle and arrow
format. For people who m ght not have ever seen the circle
and arrow, it is essentially -- that is what it |ooks |iKke.

Congress when it passed the snokel ess tobacco act
gave the Federal Trade Conm ssion -- or directed the Federal
Trade Conmi ssion to issue regul ations governing the format
and display of the warnings. Qur regulations which are in
the CFR set out provisions that govern things such as the
size of the warnings, the color of the wording and things
such as that.

For enforcenent of the health warnings on
snokel ess tobacco, that enforcenent authority is shared by
both the FTC and the Departnent of Justice.

The third product that has a warning requirenent
are cigars. Cigars are the nost recent addition to the
package of tobacco products that require warnings. This
year the Federal Trade Comm ssion in close collaboration
with the Ofice of the Surgeon General and the O fice on
Snoki ng and Health at CDC cane up with a set of five warning
requirenents that are required to be placed on both cigar
packages and in adverti sing.

These are not regulations. W obtained these
war ni ng requi rements through consent orders, which are -- we

I ssued orders agai nst seven cigar conpani es together, so
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approximately 92 percent of the cigars that are sold here in
the United States. So while the orders only apply to those
seven conpani es, they do cover by far nost of the cigars
that are being sold in the United States right now.

The orders were finalized this sumrer, and we
anticipate that people will start seeing packages bearing
t he warni ngs sonetine early next year. Cbviously,
enforcenent of the orders is vested with the Federal Trade
Comm ssion. The cigar conpanies under order are required to
file rotational warning plans which woul d specify how t hey
plan to distribute the packages bearing the different
warnings. In addition, if a conpany violated one of the
consent orders we could bring a | aw enforcenent action for
violating the order, and the conpany woul d be subject to
civil penalties.

So that is pretty nuch what the systemin place
right nowis. Before we talk about where do we go from
here, | think it is inportant to think a little bit about
what the purpose of the warnings are, because it really
shapes what we think needs to be done. It is easy to say
t he purpose of the warnings is for infornmed decision nmaking.
It is inforned decision naking if there can be infornmed
deci si on meking, but it applies for both new snokers and
exi sting snokers. The hope is for new snokers by seeing the

warning, it mght trigger at least a cue to think about
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this product is really dangerous, it does bring real health
risks wwth it. For existing snokers, the hope is that for
some of those existing snokers, they m ght decide they are
at least going to start quitting, or at |east reduce the
anmount of cigarettes that they are snoking.

| was tal king about cigarettes, but obviously the
sane applies to both snokel ess and to cigars.

It is also a good way to reach the snokers. In
1998, our cigarette report reported that 558 billion
cigarettes alone were distributed in the United States.
That is a huge nunber. [If you think that neans that if
everyone had to pick up the pack, that there were 558
billion opportunities at |east for snokers to at |east see
sonme nessage. So even if the warnings -- and obviously by
t hensel ves they are not going to have a huge inpact, but
even a small inpact here can translate into a | arge inpact
in terms of nunbers of people, even if it is small

Everybody does know in any survey that tobacco is
dangerous. Still, we do see gaps. |If you |look at various
denogr aphi ¢ groups, you still see real gaps in peoples
know edge about the health effects of snoking.

In 1998, the nonitoring the future survey
I ndicated that only 55 percent of eighth graders think that
there is a great risk of snoking a pack of cigarettes a day.

The science also is always evolving. If you think from 1984



68
to 1986, when the cigarette and snokel ess tobacco warni ngs
wer e designed, we have learned a | ot of additional know edge
about the health effects. W have |learned a | ot about the
effects of ETS, we have |learned a | ot about addiction. So
the science is always evolving, and the warnings do give us
a real opportunity to get information about those risks out.

Finally, all of the surveys that are conducted
al ways show t hat snokers underestimate the risk. Surveys
that we do, surveys that the tobacco industry does. They
all show that yes, if you ask the question, does snoking
cause serious disease, people will answer yes, but if you
divide it up and you | ook at the responses that snokers give
rel ative to non-snokers, there is a very significant, 10 to
20 points normally, difference between the risk that snokers
report to the risks that non-snokers report.

What have we | earned and where do we go from here?
| think that everybody woul d agree that the existing system
can have sone inprovenment to it. In the letter that the
chairman of the Federal Trade Comm ssion wote to Genera
Sat cher requesting assistance on cigars, Chairman Patovsk
I ndi cat ed acknowl edgenent of the need for conprehensive work
in this area.

The | anguage has been the sane since the md-
1980s. The effects of wearout and changed science nerit

exam nati on
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Now, under the system the only way that the
| anguage of the warnings for both cigarettes and snokel ess
t obacco can occur is through |egislation. No agency can
even require an additional warning. The pre-enption
provisions of the cigarette and snokel ess tobacco act
prevent any other party other than Congress fromrequiring
any different warnings. But we do need to think about
updati ng the warnings, shortening the warnings, changing the
science for things such as ETS. The cigar warnings have the
first ETS warnings on them

The question cones up on whether or not it m ght
per haps make sense to switch froma legislative to
adm ni strative requirenent for warnings, just to add nore
flexibility, and if an agency with scientific expertise were
I nvol ved, they could keep up with the changing science nore
easily. So that is sonething that people need to think
about .

For the display of the warnings also, the
conspi cuousness or prom nence of the warnings need to be
considered. Size matters, placenent and | ocation matters,
color matters, and they all nerit attention.

Again, the limting principle here is that under
the current system legislation is needed for cigarettes.
For snokel ess tobacco, |ast spring the Federal Trade

Comm ssi on began a regul atory review of the Comm ssion's
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regul ati ons on snokel ess tobacco. W routinely try to do
regul atory reviews of all of our rules. On this one here,
we opened it up to nore than just the standard cost-benefit
anal ysis, but also just opened up questions generally on the
effectiveness of the snokel ess tobacco warni ngs thensel ves.

The public comrent period closed the end of July
with a brief re-opening of the comment period a few weeks
ago. We have received approximtely 35 to 40 comments from
both CDC, the Massachusetts Departnent of Health, public
heal t h organi zati ons, consunes, and we al so received
comments fromindustry.

At this point in tinme, those coments that were
received are being reviewed by staff, and staff will issue
recommendations to the Conmm ssion, and then the Comm ssion
wi || decide what anmendnents if any nerit the Comm ssion's
attention. Should the Conm ssion decide that amendnents are
appropriate, we would begin a rul emaki ng proceedi ng to anend
the regul ations, and there would be a public comment period
again at that point in tine.

There are issues that have been raised that nerit
consideration there, too. Again, the size of the warnings,
the colors of the warnings. Language wll not be an issue
for us, again because we can't change the | anguage of the
warning. So | would expect that you probably will be seeing

sonet hi ng on announcenents fromthe Federal Trade
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Comm ssi on, again probably sonetinme early next year on the
results of the regulatory review process.

Beyond heal th warnings, there are al so other
I ssues in the area of packaging that nmerit consideration.
You will hear fromny counterpart in Canada about their
warni ngs, where it is both text and pictures. There is also
the issue of ingredient disclosure, to what extent should
I ngredi ent disclosure be required on packages, or package
I nserts or even tonbstone advertising for packagi ng.

There are issues that haven't really garnered a
| ot of serious attention at this point. Through the
Framewor k Conventi on perhaps there is an opportunity for
people to start tal king about them | can't nake any
prom ses on what woul d happen on it, but at least the tine
seens right for at |east a debate on the issues.

Limting principles in the United States. As
al ways, our First Amendnent, which does protect comerci al
speech. There have been sone court decisions that have been
bot h favorabl e and unfavorable on size of warnings. The
First Crcuit recently issued a very good deci sion on giVing
the state of Massachusetts a fair anmount of discretion when
it cane to their cigar warnings, even though it ultimtely
struck those warning requirenments under the Constitution's
commer ce cl ause, but the First Amendnent | anguage is

actually quite good.
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Statutory authority is also an issue. Any federa
agency can only act to the extent of their authority.

Finally, to the extent that you are going to be
doi ng things regarding trademark or copyrighted materials,
Intell ectual property issues will be raised as well that
need to be consi dered.

So that in a nutshell is where we are, at | east
what the issues are to go forward on. So thank you.

DR. SATCHER  Thank you very nuch. W are going
to hold questions and hear fromthe other nenber of the
panel , M. Norman Brown from Canada.

MR. BROMAN: Never travel w thout ny props. Thank
you very nuch for extending to Canada the opportunity to
participate in the discussions today. | have been asked to
speak specifically on Canada's new heal th warning | abel s,
but | thought it would be inportant just to quickly describe
t he Canadi an cont ext.

The Canadi an Tobacco Act of 1997 gives the
governnment of Canada the authority to place requirenents on
t he tobacco industry in response to conclusive evidence
| i nki ng tobacco use and fatal diseases. The new health
war ni ng nmessages and the interior health information
messages form an effective conbi nati on designed to enhance
publ i c awareness of the health hazards of tobacco use, and

to help snokers find out nore information to help themquit.
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| see that the nockup packages | have brought are
bei ng passed around. | would al so encourage you to open
themup, look at the teaser flap and also | ook at the health
I nformati on nessage on the inside.

Tobacco use is a | eadi ng cause of preventable
deat hs and di sease in Canada. |In 1999, just over siXx
mllion people snoked, of whom approximtely one half wl|
die prematurely as a result of their tobacco use.

The new heal th warni ng nmessages coul d prevent nore
t han 30, 000 premature deaths over the next 26 years.
| deal Iy, the health warni ng nessages should be the first
thing the snoker sees when buyi ng a package, and the |ast
thing seen before lighting up the cigarette.

Heal t h war ni ng nmessages in Canada have undergone
great chances. Prior to 1989, they consisted of a single
nmessage on the side of the pack. |In 1989, manufacturers
were required to print one of four nessages sinultaneously
and equally at the bottom 20 percent of the package.

In 1994, the requirenents were changed so that the
heal t h war ni ng nessage was noved to the top 25 percent of
t he package. This is what we currently have in place
voluntarily by the tobacco industry.

Bet ween 1990 and 1999, Heal th Canada conducted a
nunber of studies on consunmers' know edge, actions and

behavi or towards heal th warni ng nessages, |ooking at the
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| npact of size, picture, color and legibility. Wat we
found was that warning nmessages with pictures were
approximately 60 tinmes nore encouraging to stop people from
snoking or fromstarting to snoke than nessages w t hout
pictures. The inpact of a nessage occupying a size of 50
percent of the principal display surface of the package was
significant in stopping youth fromsnoking. Over two-thirds
of adults and 80 percent of youths felt that heal th warnings
showi ng bl ackened [ ungs and text was nore effective than a
nmessage using text only.

Warnings with color pictures were nore effective
than bl ack and white. The new designs were two tines as
| egible and 3.5 tines as effective as those in current use.

The new regul ations require that manufacturers and
I nporters of tobacco products insure that every package of
cigarettes, tobacco sticks, cigarette tobacco, |eaf tobacco,
cretex, BD s, pipe tobacco, cigars and snokel ess tobacco
sold in Canada display a health warning. W have devel oped
16 different health warnings for cigarettes, four health
war ni ngs for pipe tobacco and cigars, and four health
war ni ngs for chew ng tobacco and BD's. Wth one exception
relating to cigars and pipe tobacco, this health warning
message Wi Il occupy 50 percent of the principle display of
t he package.

Here are a few exanpl es of our heal th warning
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nmessages. As you can see, we have tried to include nmessages
t hat focus by range of issues including disease and
chil dren, secondhand snoke and addiction. Wth a few
exceptions in addition to the health warning nessages, every
manuf acturer and inporter nust also include in their tobacco
packagi ng one of 16 health informati on nessages. N ne of
t hese nessages deal with tips on howto quit snoking and
seven nessages provide additional information on di seases
caused by tobacco use.

In Canada, we are governed by the federal
regul atory policy that provides a primary policy framework
for making regulations. W also have to follow the
regul atory process which is governed by the statutory
I nstruments act. This process requires a nunber of steps be
foll owed, including obtaining the approval of Cabinet prior
to the regul ati ons becom ng | aw.

As part of the regulatory policy, we nust first
engage in extensive consultations with the tobacco industry
as well as other stakeholders and interested parties. To do
this, Health Canada began its consultations al nbst two years
ago with the rel ease of a consultation docunent. In January
of 2000, the draft regulations were published as a notice of
intent in the Canada Gazette, and stakehol ders were invited
to comment during the 30-day period. The regul ations were

then redrafted based on coments received, and published for
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the second tinme in the Canada Gazette. For a second tine,
we solicited comments from stakehol ders and again redrafted
the regul ation

All in all, the Departnent held over 40 separate
nmeetings with the tobacco industry and received over 2,000
subm ssi ons, of which nore than 400 separate recommendati ons
were recei ved and anal yzed. On May 12 of this year, our new
regul ati ons were tabled in the House of Conmmobns, and were
referred to the standing commttee on health for their
recomendation. The standing commttee held six days of
public hearings and reported back to the House of Commons
that the regul ati ons should be passed w t hout anmendnents.

Menbers of the House of Conmons voted unani nously
-- this was a first in the history of Canadi an Parlianment --
to pass the regul ations w thout anmendnents. On June 26 of
this year, the regul ations were registered and becane | aw.
Oficial versions of the two regul ations were published in
t he Canada Gazette on July 19.

During the regulatory process, we faced many
chal  enges, both internal and external. W rking within a
very tight time frame with a small but dedicated team we
had to insure that the health warning nessages were both
scientifically accurate and legally sound. To achieve this,
re reval i dated sonme of the research studies and put together

a scientific panel of nedical professionals to sign off on
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all the nessages.

I n addi tion, because Canada is a bilingual
country, drafters when preparing the regulations had to
prepare both the English and the French sinultaneously, and
had to insure that there were no di screpanci es between the
t wo.

Externally, we found we had to find a bal ance
bet ween the health community who shared our concerns on
public health and the tobacco industry, who were concerned
with lost jobs and trademark infringenents. W believe that
as aresult of all the consultations and neetings, that we
successfully struck a bal ance of maintaining the health
obj ectives of the tobacco act while trying to insure that an
undue financial or adm nistrative burden was not placed on
t he tobacco industry.

As well, we had to take into consideration trade
I ssues, as our regulations would have far-reaching effects
on conpani es overseas W shing to export tobacco products
I nto Canada.

Looki ng back through the process, | can recal
nunerous tinmes when we did not think we would be able to
achi eve our goals. There was a grueling tine for al
I nvol ved, but during that tinme, we did cel ebrate a nunber of
significant successes. Three events in particular stand out

in my menory.
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When the standing comrittee on health tabled the
report to Parlianment w thout any recommendations for
anendnents, and when on the sane day we received the
unani nous Parlianmentary consensus, we cel ebrated. The week
after the regul ations becane |aw, the big three tobacco
manuf acturers in Canada sinultaneously filed a notion to
anend their current litigation action against the tobacco
act to include both the two new regul ati ons, the recording
regul ation and the two new | abelling regulations, and filed
for a notion for an injunction against the |abelling
regul ations. This potentially could have neant that the
war ni ngs woul d not have been seen on packages in Canada for
as long as five years. However, we did win the injunction
and had anot her reason to cel ebrate.

The reasons for our success are many. CQur
research teamlaid the groundwork for the devel opnent of the
nmessages. We conducted extensive focused group testing to
I nsure that these nessages woul d be effective, and we
insured that all the nessages were scientifically accurate
and valid.

We put together a task group that was dedicated to
seeing the regulations through to the end, no matter what
t he obstacles. W had the political support from our
mnster as well as the support of senior devel opnent al

officials, |legal services and Canadi an health groups. W
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built strong partnerships with the Privy Council office, the
central agency responsible for seeing regulations through
the Parliamentary process.

By publishing a notice of intent at the begi nning
of the process, we acconplished a nunber of things that also
hel ped us succeed in the end. Notices of intent are not
necessarily part of the federal regulatory process.

However, we did feel that it was necessary to provide

st akehol ders with as nuch opportunity to coment on the
regul ati ons as possible. As a result, we nade nost of our
changes to the regul ations during that first phase.

| spoke earlier about the support we received from
the health groups. | would |like to point out that in
addition to their ongoi ng support and encouragenent, during
the standing conmttee on health hearings, they were often
the voice that we could not use in counting the tobacco
I ndustry cl ai ns.

| have nentioned the obstacles and the successes
we experienced, but | think nothing captures it better than
the tobacco regul ations task group nodel. Better we found
out about it now, but it is what we don't know about that
worries us.

| won't even attenpt to share sonme of the horror
stories that fornmed the basis for this nodel. You just have

to experience it for yourself. But maybe just to give you a
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taste of what we went through. One exanple was, two days
before our mnister was to table the regulations in
Parlianment, our original |abels had, two of them pictures
of Debby and Antonio. These were very well-known faces in
Canada, because they were part of our national nedia
canpaign in 1999.

What we di scovered was, neither of them had signed
off authority to use themon every cigarette package in
Canada, and we found out that Antonio actually was suddenly
becom ng cigarette package shy. So again, we found out
about it with great support and diligence by one of our
health group allies. Needless to say, we had to scranble in
two days to find scientifically valid and |legally accurate
repl acenents.

What you will now see when you | ook at our new
heal th warni ng nessages is that Antoni o and Debby have been
repl aced by a picture of an overflow ng ashtray full of
butts. In the end, we actually had coffee nugs nade up
Wi th our notto enbl azoned on both sides as a persistent
rem nder of the realities of regulatory life.

The new regul ati ons becane | aw on June 26 of this
year. The law requires that brands of cigarettes that have
sales of nore than two percent of the Canadi an market share
di spl ay our health warnings by Decenber 23 of this year, a

very nice Christmas present for the Canadian public. Al
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ot her products will have to have the nessages displ ayed by
June 26 of next year, which neans that our heal th warning
nmessages can be expected to be appearing on retail shelves
as early as January 2001. | actually know that a |lot of the
smal |l er manufacturers and inporters are already putting the
| abel s on, and sonme of them are probably on shel ves across
the country as we speak.

Wil e nost of the | arge manufacturers and
i mporters are fully aware of the |aws, there are severa
hundred -- actually, I think it is nore |ike several
t housand -- small conpani es who have not played an active
part in the process, and as a result, may not be fully aware
of their responsibilities under the law. Even though it is
not up to Health Canada to seek out and informall affected
parties, this is exactly what we are attenpting to do.

The | abelling regulation is so inportant to us
that we want to insure that all manufacturers and inporters
I n Canada of tobacco products sold in Canada conply with the
new | aws. On Tuesday of this week, for exanple, we had a
fairly large neeting in Montreal, with over 300 people
attending, small inporters, small nmanufacturers, to explain
and introduce themto the new regul ati ons.

We expect to spend the next few nonths neeting
with all affected parties to explain the new regul ati ons and

informthemof their responsibilities under the |aw.
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In addition, the health information nessages which
you can see on the inside of the packages distributed,
provide a Wb address that will lead to a specially
devel oped Health Canada website that provides snokers with
additional information on howto quit snoking. W believe
that this conbination of health warnings and health
Information is an inportant part of a conprehensive
nmessagi ng system

Again, |1'd like to thank you all for this
opportunity to share this experience with you today. Thank
you.

DR. SATCHER: We have a few m nutes for questions
and conment s.

M5. RODDY: Has there ever been any attenpt in the
United States to regulate or to put |abels on pipe tobacco?

M5. ROSSO  There have not been. Congress has not
requi red warni ngs on pi pe tobacco. |In the '60s because
preval ence was so high relative to other tobacco products,
when we started | ooking at cigars, the reason we did it was
because after years of significant decline in cigar
consunpti on, we saw cigar consunption goi ng up.

If you | ook at pipe tobacco usage, it really is
still declining. 1'mnot sure, it may have |l eveled off at
this point, but I think that it is primarily the result of

decline. Though |I should say that when we had the press
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conference to announce the consent orders on cigars, the
chairman did indicate that we would at |east | ook at the
question of pipe tobacco and deci de whet her or not warnings
were nerited there as well. That is really as far as we
have gotten at this point.

DR. SATCHER: But it is a very inportant point.
There is a dramatic difference in what is happening with
ci gar snoking sine 1990 as conpared to especially pipe
t obacco, dramatic increase, especially anong young adults in
ci gar snoki ng between 1990 and '96 or so?

M5. ROSSO It is a dramatic increase in cigars.
Even fromthe data that CDC just released, | think it was
| ast week, you see that anong youth and young adults, cigar
snmoking is the second | eading form of tobacco use, and
really significant.

DR. KAUFMAN: Can you tell ne what proportion of
t obacco products sold in Canada are produced or grown in
Canada?

MR BROMWN: | think it is quite a high figure,
probably in the md-90s. Sorry, produced and grown?

DR. KAUFMAN: Yes. In other words, what is the
bal ance between inports and | ocally produced tobacco
product s?

MR. BROMN:  Still, it is in the md-90s, 95

percent versus five percent, four percent that are inported.
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PARTI Cl PANT: (Comments of f m ke.)

MR. BROMN: Yes, it is a different tobacco than
apparently. The constituency and the processes are
different, although there is a concept of a Canadi an tobacco
versus an American tobacco.

M5. ROSSO Even in the United States, the tobacco
that is in U S product is both -- consists of both product
that is locally grown in the United States and tobacco that
Is actually inported fromother countries.

DR. SATCHER: Do we know the percentage?

M5. ROSSO | don't have the percentages off the
top of ny head.

DR. GUST: We do cal cul ate those percentages, and
it is 44 and a half percent foreign grown tobacco in U S
produced cigarettes.

DR. SATCHER: Thank you.

PARTI Cl PANT: \What was the rationale for putting
BD s in wth pipe tobacco for |abelling purposes?

MR BROMW: BDs, it was mainly because of the
smal | er package, and we went with text only. The sane with
snokel ess because of the sizing of the package. It wouldn't
be feasible or realistic to have a graphic and text nessage
on those.

M5. ROSSO In the United States, we don't have a

specific statute that requires warning for BD s. However,
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BD s under cigarette ads in the definition of cigarettes,
BD s are cigarettes. W take the position that as a result,
the BD s are required to bear the warnings just |ike regular
cigarettes.

PARTI Cl PANT: | understand the size question on
BD s, but wouldn't the health warning be closer to the
cigarette warnings than they would be to the snokel ess
war ni ngs because of the health risks involved? 1 know the
difference in the U S. between the health warnings on
cigarettes, they talk about |ung cancer and enphysema, et
cetera, and all the health risks that cone from snoke, and
t hose that come from snokel ess tobacco we tal k about oral
di sease, are radically different. Are those differences not
evi dent in Canadi an warni ngs?

MR. BROMAN: Again, our warnings on cigarettes were
grouped into four categories, and the four nessages for BD s
capture the sane four categories of addiction, use, disease
and secondary snoke.

PARTI Cl PANT: (Comments of f m ke.)

M5. ROSSO | know that General Satcher has cone
out and spoken quite el oquently about the need for ETS
war ni ngs on tobacco products. W have a warning for cigars.
In order to change and require an ETS warning for cigarettes
or snokel ess tobacco, you would need to have new

| egi sl ati on.
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DR. SATCHER: Yes, that is a very inportant point.
I think nost of the American people really think that the
Surgeon Ceneral has conplete control over -- | renenber one
day wal king in an airport in New Ol eans, and | passed this
couple and this young |l ady said, oh, I know who you are. So
| stopped and had her tell ne. She said, you're the guy who
Is in charge of smoking. | said, |'m against snoking. She
says, yes, but | see your nane on cigarette packages. So
there is a lot of confusion here.

But it is a very conplex process, in terns of
getting warnings. But the cigar warnings are the first to
i ncl ude the environnental tobacco snoke. W have known
about that for quite a few years; it is clearly docunented.
So there is a lack here, a Rosemary pointed out, between the
science and getting it to the warnings.

DR. BACKI NGER: Fol | ow ng up on what you j ust
sai d, have you thought about being proactive versus
reactive? You couldn't have predicted that kids were going
to be using cigars 15 years ago, just like we couldn't
predict the increase in snokel ess tobacco use back in the
early 80s. W don't know what the next tobacco product is
that kids are going to use, although we know about the BD s.

It makes intuitive sense to ne to | ook at putting
war ni ng | abels on all tobacco products, not just as things

occur, deciding now we need to catch up with the science,
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because now we have a problem |In one sense, tobacco is
tobacco is tobacco, even though there are different forns
and different uses and differences between inhal ed versus
snokel ess and ot hers.

MB. ROSSO | think the McCain bill would have
required warnings on all tobacco products. The Conm ssion
did support that. It makes conceptual sense.

As | said in the beginning, the systemthat we
have in place right nowis largely a function of historical
happenstance. W took it as it occurred. W can only act
Wi thin our existing statutory and Constitutional authority,
so we are |limted. But certainly, should all tobacco
products require warnings? Sure.

DR. SATCHER: But | think even beyond that now, it
woul d be great if all children received the kind of
education that CDC guidelines reconmend in elenentary and
m ddl e school about the dangers of snmoking. | believe right
now, only about five percent of schools in the country are
provi di ng that education.

That's what we did in talking to a reporter on
reduci ng tobacco use. W pointed out that in those cases
where this has been done, there has been a 20 to 40 percent
decrease in the initiation of snoking by teenagers who have
gone through those prograns. So both in ternms of warnings,

but al so just making sure that every child gets the
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I nformati on that he or she needs about the dangers of
snoking. W still have a |long ways to go, but hopefully we
will be able to inplenment many nore studies.

M5. SUTTER | think you set a wonderful exanple
for us to enulate here in the United States. | would just
i ke to suggest that in the United States, manufacturers
often put packaging on their products that are nmuch | arger
than the product to deter shoplifting. Maybe as your next
steps, on those products where you can't put everything on
there that you would Iike, you m ght have |egislation that
woul d require manufacturers to use | arger packagi ng.

MR BROMN: | wanted to just address the other
poi nt that was nmade. Even though | focused today on our
| abel ing regul ati ons, we are equally proud of our reporting
regul ati ons, which require information on literally
everything short of the color of socks being worn by the
executives of the tobacco industry. |[|'mnot even sure we
won't get that.

But just to respond to your comment earlier, one
of the things we are getting are all the ingredients and the
reci pes and fornmulae for all the tobacco products, as well
as all the research that is being done. So we wll be able
to nmonitor trends in devel opnent of products.

We have already seen a fairly huge increase anong

youth on the snokel ess area in our prairie areas. They are
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comng out wwth mnt flavored and bubble gum fl avored
snokel ess, and that has beconme the trend of tobacco use out
there. So as they devel op and do research on nore of these
I nnovative directions, we will be seeing that in the
research, so we will have an opportunity to offset it with
our own wor k.

M5. MAJESTIC. Are you getting the ingredients
di scl osed by brand and by wei ght?

MR. BROMN:  Yes.

DR. SATCHER: Last questi on.

PARTI Cl PANT: |If the packages were required to be
consi derably bigger than what is needed just to have 20
cigarettes, then the nessages will be bigger, and snokel ess
wi Il require nmuch |arger vehicles.

Everybody | think is famliar with the snuggling
I ssue back in the early '90s, when the Canadi an taxes had
rai sed the prices so high as against the United States.
read that Canada at the federal |evel is considering raising
taxes again. confident that they will be able to control any
smuggling efforts this tine around.

MR. BROAN: |'mnot prepared to comment on that.
| don't know the answer to that.

DR. SATCHER: Thank you very nuch, both panel
menbers, a very interesting discussion. Now we are noving

Into our |ast area of discussion, in terns of adverti sing.
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| want to try to help set the stage for this. As
you know, cigarette advertising on tel evision has been
prohibited in this country since 1971. 1In many devel opi ng
nati ons, however, tobacco conpani es continue to pronote
cigarette use. W have a very interesting exanple of that
in the tobacco conference in Chicago, froma presentation
fromthe Philippines. W decided that we would share this
wi th you.

Nancy Kauf man, who was supposed to be with us --

DR KAUFMAN: (I naudi bl e.)

DR. SATCHER: Ch ny goodness, Nancy, welcone. W
didn't know you were on the line. Wlcone, fromthe Robert
Wod Johnson Foundation, which we have tal ked about before
in this nmeeting, that played such a great role. Do you want
to say anything about the videotapes, about the show?

DR. KAUFMAN: | would just say that they were
brought to the Chicago neeting and shown by a report from
the Philippines. To nme, they were quite a shock in terns of
what is currently airing in different places around the
world in ternms of televised advertising and tobacco
products.

DR. SATCHER:. Geat. Thank you very nmuch for
maki ng them avail abl e and distributing them Let's show
t hem

(Wher eupon, vi deotapes are shown.)
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DR. SATCHER: You see what we are missing. It is
really amazing and quite disturbing. You can also
under st and why some of the devel oping countries have a | ot
of troubl e understanding our commtnent to gl obal tobacco
control. So | thought that was a good way to introduce this
segnent, since it is such an inportant one.

We are going to change the orders of presenters, |
understand, is that right? W're okay now? Ckay. Qur
first presenter is Frank Chal oupka. He is professor of
econom cs at the University of Illinois, and a contributing
aut hor for the recent Surgeon General's report on reducing
tobacco use. Again, he will help us understand the extent
to which tobacco advertising and pronotion plays a role,
especially for young people.

DR. CHALOUPKA: Thank you. [I'd like to thank
everyone for inviting ne to participate in today's neeting
and giving ne the opportunity to talk about this inportant
I ssue that transcends national boundari es.

| tried to break the nold of econom sts this
nmorning and go with some high-tech color presentation, Power
Point, and | ended up back in the standard node that we use,
which is black and white overheads. So I'll apol ogize in
advance if sone of the colors don't show up very well.

If you are interested in the full presentation,

the slides | ampresenting are going to be up on ny websites
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by the end of the weekend. So will the papers | will refer
to and several of the studies | will refer to here are al so
posted on the websites.

The next couple of slides are what the U. S
experience has been with regards to cigarette adverti sing
and pronotion over the last 20 or so years. But the story
that these slides tell is consistent wth what is going on
around the world.

Cigarettes are one of the nost heavily marketed
produces in the U S. and around the world. Ci garette
conpani es are anong the | eading advertisers in nost of the
developing world, if we |look at the nunbers where the data
are avail abl e.

This chart shows what was going on in 1998 in the
U.S. Total advertising and pronotional advertising for
cigarettes in 1998 were $6.7 billion. That is up 19 percent
fromwhat they were in 1997 and up nearly 32 percent from
what they were in 1996.

One of the interesting things to note about this
chart is the breakdown on how these dollars are being spent.
As this chart illustrates, much of the expenditures are on
pronotional allowances. These are the paynents that
retailers receive for the placenment of tobacco products in
their stores. This accounts for about 43 percent of total

expenditures currently.
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The second | argest category is retail val ue added
and coupons. These both |lead to | ower cigarette prices.
There is a huge anobunt of evidence docunenting he
rel ati onshi p between cigarette prices and denmand, and these
account for nearly one-third of overall advertising and
pronotional expenditures in the U S.

When it cones to the nore traditional print,
outdoors, transit type of advertising, traditional inmge
advertising, this accounts for about 16 percent of total
mar ket activities, and the remaining activities include
things |ike sponsorship of public events, special item
di stribution and other sorts of advertising and pronotions.

The nature of cigarette marketing has really
changed dramatically over tine. This slide illustrates in
the left-hand bars is the situation in 1978, and the right-
hand bars are the situation in 1998. It is all in inflation
adjusted 1998 dollars. This slide really illustrates
clearly the shift over tine in cigarette conpanies
mar keting strategies, away fromthe nore traditional inmage
oriented advertising towards pronotional efforts that are
often concentrated at the point of sale.

If we | ook since 1978 at inflation adjusted
spendi ng on nore inmage oriented advertising, that has been
cut alnost in half. That is the other advertising bar

there, the second set of nunmbers. Point of sale, the other
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I mage advertising that is out there, has nore than doubl ed.
More inmportantly, overall pronotional spending has risen
nearly tenfold, with huge increases in pronotional
al | owances, huge increases in coupons fromretail val ue-
added, which were al nbst non-existent in 1978, significant
I ncreases in the sponsorship of public events, and nore.
Overall, imge oriented advertising has gone from about
three-quarters of the total tobacco conpanies' marketing
effort in 1978 to | ess than one-sixth by 1998.

Conceptual |y, tobacco advertising and pronotion
can have several direct effects on tobacco use. These
direct effects include attracting new users to the market,
which is increasing initiation anong teens, reducing current
users' willingness to | eave the market, or reducing
cessation anong adults, sinulating use anobng current users,
which is raising cigarette consunption by existing snokers,
and finally, inducing fornmer snokers to resunme use or
raising re-initiation anong former snokers. All of these
have the effect of increasing the preval ence of tobacco use,
I ncreasing the overall demand for tobacco products, and
ultimately increasing the health, econom c and soci al
consequences associated with tobacco use.

In addition to the direct effects of adverti sing,
several commentators have suggested that there are severa

I ndirect channels by which advertising and pronotion can
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rai se tobacco use. These include the discouragenent of a
full discussion of the health consequences of tobacco use in
the print and other nedia receiving tobacco adverti sing
dollars. There have been several studies that have
docunented this over the last 10 years.

In addition, advertising and pronotion can lead to
the nornmalization of tobacco use by contributing to an
envi ronment where use is perceived as socially acceptable
and | ess hazardous than it actually is.

In addition, advertising and pronoti on have the
potential to create political opposition to strong tobacco
control policies anong the advertisers, retailers and other
institutions that are receiving tobacco industry marketing
dollars, and finally, the increased brand proliferation and
mar ket segmentation that results from advertising can al so
attract new users to the market and di scourage users from
| eaving the market. Al of these wll raise snoking
preval ence consunption and the consequences of tobacco use.

There have been nunmerous studies that have | ooked
at the links between advertising and tobacco use. Sever al
have used | ogical argunents that are based on the size of
t obacco conpany marketing expenditures and the industry's
opposition to advertising restrictions, to conclude that
there nust be a strong |ink between advertising and demand.

O her studies that are |largely based on cross-sectional



96
survey and ot her data conclude that cigarette ads capture
attention, are recalled particularly anong youth, and that
the strength of interest in these ads is correlated with
current snoking behavior, wth intentions to snoke in the
future, as well as youth snoking initiation.

Simlarly, there have been several other studies
that are based on |ongitudinal data that | ook at youth
owner shi p of tobacco conpany pronotional itens and | ater
snoking initiative. These conclude that youth ownership of
these pronotional itens does predict snoking initiation in
| at er years.

Simlarly, consistent wth the observation that 86
percent of teen snoking the three nost heavily advertised
cigarette brands conpared to only 30 percent of adults,
there is other research that finds that youth snoking is
three tines nore receptive to cigarette advertising than is
adul t snoki ng.

But the one area where there is nore m xed stuff,
and this has been produced fromthe enpirical studies, is
fromthe econonetric literature, that tries to relate
overall cigarette advertising expenditures to overall
cigarette sales.

This literature tends to produce either small or
negligible effects of cigarette advertising on cigarette

sal es, but there have been several recent critical reviews
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that point out the limtations of the econonetric nethods in
trying to |l ook at the rel ationship between cigarette
advertising and demand. Nonethel ess, nobst of these studies
do conclude that there is sone small positive effect of
advertising on consunption.

One area where econonetric nethods are nuch better
at detecting the inpact of advertising on demand is when it
comes to | ooking at the effects of advertising restrictions
on dermand. |In those cases, the best of the recent studies
concl ude that the nost conprehensive restrictions on
advertising and pronotion can significantly reduce overall
cigarette consunption. Estimates fromny recent study, for
exanple, with Henry Safer, that uses data from CECD
countries over the |last three decades concl udes that
conprehensi ve advertising and pronotion bans can reduce
cigarette consunption by nore than six percent.

I n general however, these studies find that
partial advertising bans really have little or no effect on
overall cigarette consunption. The main reason that this
takes place is because partial bans, bans on advertising in
one nedia or a couple of nedias |lead to substitution of
resources away fromthe nedia that are banned into other
types of advertising and pronotional activities that aren't
restricted.

Some of our recent work, for exanple, concludes
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that the elimnation of tobacco conpany bill board
advertising led to noving resources frombillboard
advertising into nore advertising and pronotional activity
at the point of sale. Simlarly, there is other recent
evi dence fromthe Massachusetts tobacco control programthat
found that cigarette advertising in nmagazines al so rose
after the master settlenment agreenent, particularly in
magazi nes with high youth readership

This next slide is based on a study of 102
countries from 1981 to 1991, including a m x of high inconeg,
m ddl e i nconme and | ow i ncone countries. It was done for the
recent World Bank and WHO reports.

This graph illustrates this point, that you need
to have conprehensive advertising bans to successfully
reduce consunption. The two |lines there show that countries
t hat have had conprehensi ve bans in advertising and
pronoti on have significantly reduced cigarette snoking,
whil e those countries that have relatively limted bans or
no bans on consunption have seen nuch sl ower reductions in
overal |l cigarette consunption

No di scussion of this issue would be conplete
wi thout including at |east a few coments on the inpact of
counter marketing on demand. Based on the U. S. experience
of the late 1960s under the fairness doctrine anti-snoking

canpai gn, when cigarette ads were matched by anti-snoking
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advertisenments on TV, as well as the stuff that we heard
about this norning fromDr. Koplan on the effects of the
state canpaigns that included | arge nmass nedi a conponents,
in California, Massachusetts, Florida and several other
states, as well as a |arge anmobunt of international evidence
fromcountries |ike Australia, New Zeal and, Turkey, Spain,
Canada and several others, it is really clear that tobacco
counter-marketing efforts lead to significant reduction in
overall cigarette snoking as well as in youth snoking.

The magni tude of the effects of these reductions
depends on public conmponents. |t depends on the reach of
t he canpaigns, the frequently with which those nessages are
bei ng broadcast, and he duration of the counter marketing
canpaign. If it is sustained over tine at high |evels,
these do lead to significant reductions in snoking.

Finally, these canpai gns appear to be the nost
effective when they are one elenment of a broad overal
conpr ehensi ve tobacco control programthat also includes a
vari ety of other approaches to reducing tobacco use, like
tax increases, strong tobacco control policies, increased
access to cessation, and a variety of other activities.

So to sum up, tobacco advertising and pronotion in
the U.S. and al nost certainly around the world is
substantial and is increasing, and is an issue that

transcends national boundaries. This issue requires
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I nternational action, given the grow ng evi dence that
t obacco advertising increases tobacco consunption,
particul arly anong the nost vul nerabl e popul ations |ike
yout h, and al nost certainly anong the | east educated fol ks
I n devel opi ng countries.

Conpr ehensi ve bans on tobacco advertising and
promotion will lead to significant reductions in overal
tobacco use, limted restrictions on the other hand are not
likely to have nmuch of an inpact given the potential for
substitution.

Finally, counter marketing is effective in
reduci ng tobacco use, and shoul d be consi dered one conponent
of a conprehensi ve tobacco control program

Thank you.

DR. SATCHER  Thank you very nuch, Frank. W are
going to go on to the next presenter on this panel, who is
Tom Perrelli, who is Deputy Assistant Attorney CGeneral in
the Justice Departnent, to | ook at sone of the |egal issues,
including the FDA rule and its inpact, as well as the recent
mast er settlenment agreenent.

MR. PERRELLI: Thank you very nmuch, Dr. Satcher.
| should probably give the sane kind of disclainmer that
Rosemary gave at the beginning, although | inmagine you have
figured out by now I'mnot Janet Reno.

| do want to talk a little bit about the history
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of restrictions on tobacco advertising as well as sone of
the | egal issues raised. One of the things that has becone
clear to me just fromlistening to the discussion today, or
a lot of the questions focusing on, did you ever think about
doing this, why not do that, and then Dr. Chal oupka's
denonstration of how the advertising dollars shift over
time, | think re-enphasizes the need once again for a
conprehensi ve regul atory authority, sonebody who can adj ust
toit in a way that realistically Congress can't do, setting
asi de any set of political concerns, so that the case for
enhanced FDA authority with respect to | abels and
di scl osures, and al so conprehensive regulatory in the FDA is
made by watching the way that dollars can shift over tine,
and the need to be able to respond to that in the regulatory
setting is really the way to do that.

| think one of the things with respect to tobacco
advertising and the |l egal issues today that is interesting
IS the nunber of people in the different processes that are
I nvol ved. You have state and | ocals now engaged after nmany
years of not being involved in regul ating tobacco
advertising, at least in the particular context in the
pl acenent of billboards. You have the FTC s | ongstandi ng
efforts with respect to m sleading advertising, and their
role in the warning |abels. You have the master settlenent

agreenent in effect. | think we are far from understandi ng
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what the ultimate inpact of that is going to be. Agai n, |
think the | ast presentation showed you that one effect may
be sinply to shift advertising dollars fromone place to
anot her .

Wth respect to all of these different areas of
activity in tobacco advertising, | think essentially the
| egal issues remain the sane. Those |egal issues inforned
t he Framework Convention negotiations. \Watever we m ght
agree to in an international treaty in inplenmenting
| egislation, it has got to be consistent wth the
Constitution, particularly the First Anendnent.

Since the beginning of this Adm nistration's
t obacco control efforts, our focus has been in the area of
advertising and marketing, the nost restrictive advertising
requirenents that we could inpose, with a particul ar focus
on protecting mnors frominmages that m ght encourage
snmoking within Constitutional bounds. It was fromthere
that the FDA began with their starting point and wth an
enor nous record about the inpact of advertising on children
particularly, and led to the promulgation of their
regul ati on.

But that wasn't in any sense the first tine that
t obacco advertising has been a big issue. The Suprene Court
consi dered tobacco advertising as far back as 1932 in

uphol di ng bill board and streetcar restrictions in Uah. The
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FTC in the 1950s and '60s did a great deal of work in
bui | di ng our know edge on tobacco advertising and its
I npact, as well as exam ning sone of the explicit and
inplicit health clains being nade by the tobacco conpanies
in that era.

Congress gets involved principally starting in the
1960s wth eventually culmnating in 1969 the Federal
Cigarette Labeling and Advertising Act, which requires --
the second effort at requiring warning | abels.

Anong ot her things, and this inpacted the history
of regulation in this area, it pre-enpted a |ot of state and
| ocal regulation of advertising in the pre-enption
provi sion, which has been litigated in the context of both
particular local regulation as well as in the various
litigations that led to the state settlenents, particularly
t he provision, no requirenment or prohibition based on
snoki ng and health shall be inposed under state law with
respect to the advertising or pronotion of cigarettes.

At the sane tinme that Congress inposed the warning
| abel s again in 1969 as well as that pre-enption provision,
they al so prohibited tobacco advertising on any nedi um of
el ectroni ¢ conmuni cati ons, subject to the jurisdiction of
the FCC. That led to -- is the reason why you do not see
t hose advertisenents on television in the United States.

That statute was eventually upheld by the Suprenme Court in
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1971.

In the years follow ng that, other than the
activity before the FTC, you had state and | ocal governnents
not being particularly involved. The nonentum for
regul ation for tobacco advertising grew up fromtwo
different sources -- one, the various state litigations. As
one of their goals in addition to recovering health care
costs were to change the way the industry does business to
attenpt to address marketing, and particularly marketing to
ki ds.

Then the effort at the FDA to build the record,
particularly the case on addiction and to try to address in
a conprehensi ve way marketing and pronotion, particularly to
chil dren, again.

The FDA rul e which cane out in 1996 focused on
protecting children, and anong the advertising restrictions
that were included there were requirenent of tonbstone
advertising, where you had in publications and out door
advertising that was acceptable to children, requirenents
sayi ng no outdoor advertising within a thousand feet of
school s and pl aygrounds, restrictions on brand nane
sponsor shi p, anong other restrictions.

| know that it is popular to believe that those
restrictions were struck down, but they weren't on First

Amendnent grounds. The Suprene Court determined the FDA to



105
not have jurisdiction. But the underlying question of
whet her those restrictions would be perm ssible under the
First Anendnent was never actually decided by a court. W
have taken the position of the Justice Departnent that we
believe the restrictions under current |law as well as the
FDA rules restrictions would be fully Constitutional.

In the context of subsequent |egislation we have
at different tines taken positions, particularly in the
context of the McCain bill, which had sone additional direct
restrictions on tobacco conpanies that we al so believe were
fully Constitutional.

At the sane tinme that the FDA rul e was being
litigated, you had eventually in July of 1997 the first
state settlenent, the so-called July 20 resolution, which
had a series of marketing restrictions that went beyond in
many respects what was in the FDA rule. But that resol ution
could only cone into force and effect wi th Congressi onal
| egi sl ation, particularly Congressional |egislation that
woul d give sone |level of protection fromfuture liability
for the tobacco conpanies.

That led in 1998 to the Congressional debate and
particularly consideration of the McCain bill, which really
I ncorporated both of the two nodels that were presented by
the FDA rule and state litigations. In its final form the

McCain bill proposed a set of restrictions simlar to the
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FDA rule, but a little bit beyond the FDA rule on al
conpanies directly, and then had a separate portion of the
| egi sl ati on which was essentially consensual, the idea being
t hat tobacco conpanies who voluntarily restricted their
advertising to a greater extent would obtain certain
benefits, including a limted formof liability protection.

Utimately, that was not successful, and the
states went back to the drawi ng board, and ended up wth the
master settlenent agreenent in 1998, which does a nunber of
things. | think people have characterized it as broader and
narrower than the FDA rule.

Again, | think the |last presentation denonstrated,
It | eaves open quite a nunber of avenues for tobacco
advertising, particularly in the print nedium That is why
you still see tobacco advertising in the sane formthat you
have seen for years in Sports Illustrated and ot her
magazi nes. Also, while the agreenent has a general
provi sion against targeting of youth, it remains to be seen
what that provision will turn out to nean over tine. |
suspect that it is likely that the state attorneys general
and the tobacco conpani es may have different views as to
what that provision will ultimtely nean.

Sonmewhat in conjunction, but really follow ng the
settlenment, we have had a couple of other areas that have

grown up where tobacco advertising regulation nmay becone an
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| ssue agai n.

First, after the dem se of the McCain bill, we at
the Justice Departnent, working with a nunber of agencies,
went back to consider the liability of federal tobacco
litigation that eventually culmnated in the [awsuit that we
brought in Septenber of |ast year, that has anong the types
of relief that we are seeking, additional market
restrictions.

The second area, which is the area where we are
likely to see further illumnation of the |egal principles
in this area, cones in the area of state and | ocal
ordi nances related to placenent of certain kinds of
adverti si ng.

For many years, state and |ocal governnments shied
away fromthat kind of regulation of advertising, perhaps
because of the view of the pre-enption provisions. W now
have five circuit court decisions that are somewhat in
conflict, that deal with whether or not states and
|l ocalities can regul ate the placenent of advertising, not
necessarily the content of advertising, which the courts
have generally not allowed themto do.

It is basically four to one allow ng the | ocal
governnents to do that. W now have two cases, one out of
Bal ti nore and one out of Massachusetts, which | ook at once

again the First Amendnent issues related to tobacco
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advertising restrictions. In both of those cases, the
courts upheld on First Amendnent grounds the restrictions,

I ncl udi ng one in Massachusetts which in effect woul d have
renoved tobacco advertising from about 90 percent of the

| and area of the three major cities, because it was targeted
to no advertising wthin a thousand feet of schools and

pl aygrounds. That had a significant practical effect on
where you coul d place tobacco adverti sing.

To give you a quick overview of the |ega
principles that are at issue here, tobacco adverti sing
restrictions are going to be anal yzed under the commerci al
speech doctrine, as a couple of people have indicated
before. GCenerally, the shortest version of the test is from
a case called Central Hudson, which focuses on four issues,
one of which is the key one for the purposes of tobacco
advertising regulation. It first asks whether the regul ated
speech is related to an unlawful activity or is m sl eading,
and if it isin that box it wll get |less protection, if
any. |Is the governnment interest asserted to regulate the
speech substantial; | think obviously in this context we
have spent years building the case that restricting tobacco
advertising to protect youth is a conpelling governnent
I nt erest.

Third, does the regulation directly advance the

governnent interests asserted. This is an area over which
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there was a lot of litigation in these various |ocal cases,
but has turned out to date to have been not that difficult
for states and localities to neet, given the broad record
that denonstrates that to the extent that you can keep
t obacco advertising away fromchildren, you are going to
make a difference in whether or not they begin or continue
to snoke.

Then the final aspect of the Central Hudson test,
which is, is the regulation nore extensive than necessary to
serve that interest, the governnment interest. This is
essentially what is called a fit requirenent, is the
rel ati onshi p between your ends and your neans reasonabl e.
Somet hi ng that bans substantially nore speech than is
necessary is nore likely to prevail. Sonething that
provides alternative channels of conmmunication is nore
likely to succeed in that test. That has been the
controlling test under which the courts have exam ned t hat
there is billboard advertising and outdoor and indoor
advertising efforts restrictions that have been attenpted in
states. | think you will see a new wave of these kinds of
ordi nances as people adjust to what the master settl enent
agreenent, how that has changed the playing field.

| would say that we are going to get a |lot nore
guidance in this area in the next couple of years, because |

think there is at |east a reasonable chance that the Suprene
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Court will consider one of these cases. | believe the First
Crcuit case is now -- they have filed a petition to have
the Suprene Court hear it.

A couple of things junp out fromthose opinions
that are of relevance. First, |I think the courts found it
of great significance that this was not a run of the mll
restriction on commercial speech. This was an area where
there is significant interest in the regulation where the
sale of a product is banned to children. The idea of
restricting speech, this was not an anti-denocratic neasure,
but is actually a denocratic nmeasure intended to support a
ban on sales to mnors, so they very nmuch | ooked at it in
light of how it supports the underlying regul ating regine,
whi ch doesn't inplicate any First Anmendnent interest.

| think second, the courts did manifest a concern
about children who m ght be victimzed by the highly
addi ctive nature of the product, and focused anong ot her
things on their inability to understand the inpact of
starting or continuing to snoke. That too is an aspect of
this that may suggest that the court would be willing to
accept greater restrictions of advertising in the tobacco
area and in other areas.

Last, the practical effect of the Massachusetts
ban being so broad, the fact that it woul d have banned -- |

think the record suggests about 90 percent of the |and area
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of the three major cities in Massachusetts. The court was
not in the end troubled -- at least, the First Crcuit was
not in the end troubled by that, saying that there were
ot her avenues for tobacco advertising. There they focused
anong ot her things on the print nedia.

| think the sinple |essons fromall this
background is a few things. One, we should know a | ot nore
In a couple of years about what the legal principles are. |
think there is a reasonable chance that we wll.

Second, the First Amendnent does | eave roomfor a
significant nunber of restrictions in this area, such as
those in current in the FDA rule.

Finally, I think the experience of all of the
litigation and the FDA rule is that no matter what, you
certainly are going to be able to do nore with consent and
trying to work on the nost extensive restrictions on a
voluntary basis, if it is possible to do, whether through
t he kind of consent orders that the FTC has worked on in
some areas, or whether it is through a larger legislation
resol ution, as was attenpted after 12 years.

Thank you very nuch.

DR. SATCHER: Thank you.

M5. SUTTER  Could you give us the citation to the
Central Hudson case, by any chance?

MR, PERRELLI: | don't have it sitting in front of
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me, but | may be able to find it for you in a nonent. 447
US 557.

M5. SUTTER:  Thank you.

DR. SATCHER: There is also a reference in the
Surgeon Ceneral's report. Yes?

PARTI Cl PANT: G ven the position of many countries
at the Framewor k Convention negotiations that protocols
shoul d deal wth trans-boundary issues before they deal with
national application, the issues that cone up under
advertising are those that involve advertising across
nati onal borders, such as satellite television and the
Internet, and also the U. S. position that what it does at
honme, it can also -- feels nost confortable doing in a
treaty.

G ven the broad | anguage of the Federal Cigarette
Label i ng and Advertising Act, prohibition on advertising on
medi a subject to the FTC act, do you consider cigarette
advertising on the Internet to be covered by that act?

MR. PERRELLI: 1'mgoing to decline to answer
t hat .

DR. SATCHER: But nice try. Any other questions?

Nancy?

3

KAUFMAN:  Yes?

3

SATCHER: Do you have any comments?

3

KAUFMAN:  No. I'mjust glad to hear the
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hi story of the court ruling that | have heard over tine.
think we here are pretty famliar with Central Hudson and
what it mght allowus to do if we got a little bit nore
aggr essi ve.

DR. CHALOUPKA: One of the things that we al ways
tal ked about in some of the papers |'ve gotten is taxing
advertising. |Is that sonething that the Departnent is
consi deri ng?

MR, PERRELLI: It is not in our bailiwick. | wll
say at least, the law on conditioning tax deductions on
certain -- | think the | aw anal yzes direct inposition of a
restriction differently frominposition of a restriction by
granting or denying a tax deduction.

This is actually a very conplicated area of |aw
I think if you read a couple of different Suprenme Court
cases, you won't be sure of anything, frankly, but this kind
of issue for exanple we are litigating right nowin the
context of the |atest canpaign finance |egislation, which
requi res anong ot her things kinds of disclosures, in the
context of getting a tax exenption.

But as a general matter, you have nore -- when you
are renoving a benefit that the governnent is granting, you
have nore | eeway.

DR. CHALOUPKA: How about with respect to pricing

laws? Is that something you have considered as a way of
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getting around sone of the val ue-added kind of --

MR, PERRELLI: It would likely not raise First
Amendnent i ssues.

DR. CHALOUPKA: How about pl acenent issues? There
are a places that have started --

MR. PERRELLI: Right. | think that comes in what
"Il say is this next set of state and | ocal ordinances.

The cases are going to be litigated as to whether that is
perm ssible. | think we have taken the position in the past
that -- | forget what nunbers we anal yzed, but that those

ki nds of restrictions would be perm ssible. There may be
limts, but you certainly could do things |ike that. There
were things like that in the McCain bill.

M5. ROSSO The First Crcuit's decision in
Massachusetts, their restrictions actually had sone generous
| anguage on in-store displays, because Massachusetts had
restrictions there as well. They at |east were giving the
state sone anount of discretion in limting those displays.

MR, PERRELLI: | think you are going to see states
going back a little bit to the -- there are a nunber of
states and localities that have inposed bill board
restrictions when the naster settl enent agreenent cane
around, that dealt with sone of those issues, and now t hey
are | ooking at sone of these other issues, particularly in

Massachusetts. That statute was a significant victory for
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t hose who support the advertising regul ation.

As Rosemary says, the |anguage is very strong,
particularly on the idea that there are other avenues, and
that this kind of regul ati on be perm ssible.

DR. KOPLAN: This kind of falls between your
presentations. One thing | have been interested in in what
has been di scussed here is, what percentage of sales of
t obacco products are sold in pharmacies, which have al ways
prided thensel ves as being health related institutions?
There is sonmewhat of an irony there, but does soneone have
that information?

M5. ROSSO  Actually, you mght be able to | ook at
broad categories, but I don't think that there are nationa
data that would go down to pharmacies specifically.

DR. SATCHER: It would be interesting.

DR. KOPLAN: There ought to be a novenent agai nst
-- if pharmacists would like to be part of the broad health
-- hospitals | don't think are selling cigarettes anynore.

PARTI Cl PANT: Fromthe FDA, this is a non-random
sanple of the way they did their regulations. At |east,
what they have is which types of stores were nore likely to
sell to kids, versus which ones weren't. | can't renenber
what pharnmacies cane out in that. That is up on their
website under their FO A

PARTI Cl PANT: That brings up a good question. Are
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there restrictions for exanple in sonme states where there
has been | egislation on mxing the sale of al cohol at gas
stations, for exanple, are there restrictions on the First
Amendment sal es where a certain product can be sold where
anot her product is sold, for exanple, where nedicine is
di spensed, cigarettes shouldn't be sold.

MR. PERRELLI: | certainly wouldn't raise First
Amendnent issues as a general matter tal king about the sale
of a product. | think that would be the way -- | think
frankly, froma |lawer's perspective, there have been
restrictions for a long tinme in many states about, you can
sell legal services, but you can't join together with an
accountant to sell both kinds of services. The regulatory
principles | think will nove into -- it is economc
regul ati on, not regul ation of speech per se.

DR. CHALOUPKA: On the pharmacy issue, | think
with the FDA data, pharmacies actually don't do any better
than other stores. | was a little surprised by it. Then
just in terns of the retail environnent in general, we have
been doing a |lot of work collecting data on stores and what
ki nds of advertising and pronotions are in stores, and
pharmaci es are by far the least likely to have any sort of
advertising and pronotion. They are nmuch nore likely to
have heal th warnings and things |like that than other types

of stores.
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DR. KOPLAN:. Has there ever been a connection
bet ween freedom of religion and freedom of advertising or
speech? If a religious group was actively anti-tobacco as
part of their beliefs, and if we could pronote them enough
so that they were on every corner --

MR, PERRELLI: | nust admit, | haven't thought
about it quite in that way.

DR. KOPLAN: You nentioned a U ah case. D d that
have religi ous overtones?

MR, PERRELLI: It was sort of a sin. Sin was the
foundation of that. 1 think that case woul d be anal yzed
conpletely differently today. Wether it would survive or
not is another question. It was given nmuch nore cursory
treat ment.

Real ly, the Central Hudson and the commercia
speech, all of the law that we tal ked about today as a given
grows up in the 1970s.

M5. ROSSO |'maware of two cases, but none of
themare really on point. There have been cases where in
| egal tobacco products the issue has conme up on freedom of
religion grounds.

There is currently a case, and | don't know if it
Is still in the admnistrative context, but there are two
students in high school in one of the states, where they

wal ked out of the school's anti-tobacco program because it
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I's against their religion to watch television, and it was a
vi deot aped program

MR, PERRELLI: 1'Il look forward to getting that
case.

DR. SATCHER: Wy don't we just have these |ast
coupl e of comments or questions?

M5. RODDY: | was just wondering if the |awsuit
filed in Septenber is totally dependent on funding from
Congress, and what your prediction mght be with the change
of admnistration on its liability?

MR, PERRELLI: | will certainly not nmake a
predi cti on about change of adm nistration. | think I wll
| eave that to whoever else wants to take it. W have said
Wi thout -- you can't do this lawsuit on the cheap. Wthout
funding, we will probably have to dism ss the |awsuit.

We are currently seeking direct funding so that we
have a sufficient amount of noney to litigate this case as
It should be litigated, give the Anerican people their day
in court. | know that the resources arrayed agai nst us are
enornmous. As a nunber of people in various agencies have
al ready been involved wth our tobacco litigation team they
have been | ooking for docunments in preparation, we estinmate
t he nunber of documents, for exanple, the conpanies wll
seek in discovery are in the tens of billions -- or nunber

of pages, excuse ne.
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DR SATCHER  Last comment.

PARTI CI PANT: In terns of the inplications of this
First Anmendnent discussion for the U S. position in the
Framewor k Convention on advertising issues, if other
countries want a broader Framework Convention provisions
than we feel confortable with under our First Anendnent |aw,
will the United States' position be one of advocating that
t he Framework Convention that the world signs onto be --
that the bar be lowered, as it were, to our |evel of our
peculiar jurisprudence, or will we seek sone other way to
protect our interests to either reserve our rights under
t hat clause, or have |anguage in there that specifically
all ows countries with constitutions |like ours to sign on,
while still protecting our rights?

MR. PERRELLI: Tom may be able to speak fromhis
di scussions, but | think as a general |evel, where the
current Framework | anguage is being discussed is, go as far
as you can go to the extent permtted under donestic |aw.
It wouldn't necessarily permt anybody from doi ng what they
do under donestic law, but we are not signing sonething that
goes beyond what we can do.

DR. NOVOTNY: | think the other thing is, our
position is not weak. W have a |ot of success based on
what we have been able to do so far, so that is our

basel i ne.
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When it cones to other countries, there were other
countries that had to deal with sone simlar free speech
Issues. | would say the smaller countries spoke out
strongly in favor of a conplete and total ban.

However, | think that the exam nation of this with
respect to their constitutions and other regul ations
probably is not conplete yet, so |I'mnot even sure that the
vast majority of the countries are going to be able to do
t hat anyway.

So when it comes down to stepping back from
sonmet hing that others m ght be able to do nore strongly, the
Framewor k Conventi on we hope doesn't have sonething in it
that will keep us fromsigning at |east the Framework
docunent. If there is a protocol that calls for a conplete
and total ad ban, and maybe only five countries sign it, or
10 or 15, we might not be able to.

So |l think I think is the way things m ght sort
t hensel ves out.

DR. KAUFMAN:. David, can | ask a question?

DR. SATCHER: Sure, go ahead.

DR. KAUFMAN: |I'mjust curious froma Justice
Depart ment perspective. Are we convinced that a total ban
on advertising and pronotion of tobacco products woul d not
meet the Central Hudson test?

MR PERRELLI: That too | would decline to answer.
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| think we're not prepared to opine on it at this point.

DR. SATCHER  Thank you very nuch. Now, before we
concl ude, we have allowed tinme for public comment. | know
we didn't have anyone to sign up. | have tried to conduct
this nmeeting in such a way that it was open for comments
fromthe audi ence, because | thought it would work better.
But we do have on our agenda tine for public comments, if
there are any.

Very good. The strategy worked pretty well. But
| do want to take just a mnute and express our appreciation
to all of you who have attended this neeting for the very
I nportant and thoughtful discussion that we have had. [|'m
sure, Tom that it wll be helpful to the comm ttee working
with the Framework Convention if you would |like to conment
at all on that from your perspective.

DR. NOVOTNY: Not hing, other than the fact that
this kind of public forumand these coments are critical to
everyone understanding not just our positions, but for us to
understand the nore detailed information that can conme from
such a forum but also to engage everyone around this table
and on the outside of the table. This Framework Conventi on,
If it is to be successful, wll require that kind of public
know edge and commtnent, to be able to bring it through the
whol e process that we face in the next two or three years.

DR. SATCHER: Thank you. Jeff, do you have any
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final conments?

DR KOPLAN:. No.

DR. SATCHER: Let ne say as | said at the
beginning, this is the first nmeeting of this interagency
comm ttee since 1994, so | amsure you will not be surprised
to hear ne say that we are going to neet nore frequently.

In fact, we are hoping to schedule a date in the
spring, in which we can hear about the nmaster settlenent.
CDC is actually doing a study of what states are doing as a
result of the master tobacco settlenent. So we would Iike
to schedule a date in the spring when we can really take a
critical ook at what is happening in the country as a
result of that. So keep that in mnd. W probably wll be
contacting you for sone good dates.

| should also say that our Departnent will prepare
a summary of this nmeeting and get it dissemnated to you al
of you who have attended. We will also be placing this on
the CDC website, and provide it to nenbers of the
I nt eragency wor king group, which is coordinating this U S.
negotiating policy with FCTC

So those are our plans. Again, thank you very
much for being here, and thank you for your very
ent husi astic participation, especially to those nenbers who
prepared the presentations for this neeting.

The neeting is adjourned.



(Wher eupon,

the neeting was adjourned at 12: 35
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