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" THE COMPLETE TEXT OF THE REPORT OF THE KOOP-KESSLER
ADVISORY COMMITTEE ON TOBACCO POLICY AND PUBLIC HEALTH
" [footnotes and appendices omitted, some minor formatting errors]

Presented here by Action on Smoking and Health (ASH), a 30-ycar old national
legal-action antismoking organization which is one of the members of the Advisory
Committee. :

Introdpctio’n by the Co-chairs

On May 22, 1997, a bipartisan group of Members of Congress asked us to convene a committee on
national tobacco policy. In response 1o this request, we formed the panel that has met as the Advisory
Committee on Tobacco Policy and Public Health. This Committee is composed of representatives of
some of the major public health groups that have been Jeaders in the debate on tobacco control. The
selection of arganizations to be represented was an especially difficult task, inasmuch as so many highly
qualified groups with great expertisc are involved in tobacco control; nevertheless, in order to make the
Committee of manageable size, we made hard choices to limit the number of members and urged them to
consult with a wide range ot other organizations and experts.

i .
The Committee has as its mission the development of a comprehensive and rational public health policy
toward tobacco, containing clear goals and pninciples, in order to provide a benchmark against which
future public and private activities can be measured.

The Committee has met three umes, cach time in open session, on June $, june 18, and June 25. To
conduct its work, the Comnuttee resolved itself into five task forces on overlapping topics:

» Regulation of Nicotine and Tobacco Products (Chair: American Cancer Society)

s Youth and Tobacco (Chair: American Academy of Pediatncs)
» Performance Objectives Subgroup (Chair: Partnership for Prevention)

« Current Users of Tobacce Products (Chair: American ,M/cdical Association)
. Environ;menml Tobacco Smoke (Chair: American Lung Association)
o Future §f the Tobacco Industry and Tobacco Control Efforts (Cha.ir: Advocacy

Institute) |
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These task forces conferred independently and made their preliminary reports to the Committee. Each
report was discussed in open session and amendments were made. Revised reports were developed and
summarized.

{
We believe that this final répert speaks loudly for itself, but it is perhaps appropriate for us to note here
what this report does not speak to. This is not a report on past actions of the tebacco industry or on the

harm that it has done. [t is not intended to recommend how tobacco litigation or compensation programs
for past/injury should be handled. It is not a report on liability for the past. ‘

Rather, in keepin&, with the Congressional charge, this is a blueprint for the fulure of tobacco policy and
public health. It is neither mcrememal nor utopian. The plans outlined are ambitious bur they can be
achieved within a short time.

Most of all, this report is a document intended to look forward, and to move the Nation from its past
injuries to future good health. Its recommendations are to ensurc complete ability for the FDA. to regulate
nicotine and tobacco products, to prevent our children from starting to smoke, to treat those already
addicted to tobacco, and to protect nonsmokers from involuntary exposure to smoke. These are the goals
for whlch‘ all new policy should aim. Any approach that fails these goals fails the Nation and-fails the
future.

We fully recognize that therc are billions of dollars at stake here in hospital bills, compensation, and
liability costs. While these are unportant issucs, we believe that this debate about the past should not
distract us from solid plans for the future. Not one of those compensatory dollars will be well spent il our
children repeat their eldcrs’ mistakes, if adults continue their addiction, or if we all have smoke 1n our
taces. As the national debate about 1obacco contmues we urge all sides to keep their eyes clearly on this
extraordinary opportumty for change.”

What follows is a summary of the major recommendations of each of the task forces. Anappendix has
been mcluded that contains the full final report of each of the task forces, :

We want to thank and acknowledyge our colleagues who have joined us for this daunting task in such a
brief amount of time. We appreciate the expertise, commitment, and labor that have been contributed. We
are confidenr that our work together will change the debate for the better.
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C. Everett Koop, M.D., Sc.D. David A. Kessler, M.D.

Summary of Major Recommendations of the Task Force on

the Regulation of Nicotine and Tobacco Product:

BACKGROUND

“[N]Jicatine in cigarettes and smokeless tobacco has the same pharmacological effects - .52r drugs that
FDA has traditionally regulated.” Indeed, it is acknowledged that nicotine is =izrern- - iiztive and that
"the vast ma;onty of people who use nicotine-containing cigarettzs =~~~ - .->dosoto

 satisfy their craving for the pharmacological effects of nicotine; tha: 18, W sallsly thewr dmg-dependence
or addiction." Many would argue, therefore, that the regulation of nicotine and its delivery is xtseifthe
most esscnual element of tobacco control activities.

Other components of tobacco smoke are also toxic. The tar, carbon monoxide, and additives contained
therein are dangerous to the health of those using tobacco and those around them.

RECOMMENDATIONS

Regulatory Policy

» FDA should continue to have authority to regulate all areas of nicotine, as well
as other constituents and ingredients. and that authonty should be made
completely explicit.

2 LT A wlhoaiild mrmbiemstm ¢ Inomcrm »em rmssdbe mmin. o
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~ cigarettes and other tobacco products (including smokeless tobacco, pipes,

cigars, and roll-your-own tobacce), and that authority shou d be made
completely exphcxt

» There should be no limitations on or special exceptions to FDA authority to
regulate nicotine, other constituents, and ingredients of tobacco products and
such a no-limitations policy should bc made completely explicit.

o The FDA should continue to have authority to regulate further nicotine, other
constituents, and ingredients as the evidence suggests. The best science,
information, and health policy (and not an arbitrary deadline) should drive FDA-

~ regulatory timing and that authority should be made completely explicit.

» The FDA shou!d have the authonty to test nicotine levels by brand, ba;cd on
the best science and that authority should be made completely e\phcxt

» Regulation of non-tobacco nicotine delivery devices (e.g., nicotine patches,
nicotine gum, nicotine tnhalers, etc.) should be done in a manner that does not -

- make the development and sale of less hazardous systems difficult and that
-encourages maxamum overall reduction in disease.

.

¢ FDA should have the au‘thori‘ty and funding to conduct research on nicotine
and other components of tobacco products.

« International exchange and scientific conferences on nicotine and other

. components of tobacco products shouid be convened among private industry

researchers and public rescarcher: (such as those from the ED& the CDC, the
NIH and the WHO). ' '
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s Research should be conducted on the effects of nicotine in children and
“adolescents.

Fiscal Polic

~ « FDA should be adequately funded to carry out its regulatory, enforcement,
public education, and research activities,
Summary of Major Recommendations of the Task Force on
Youth and Tobacco

BACKGROUND

More than 90 percent of people who will ever smoke on a regular basis begin doing so prior to the age of
19. Each day, some 3,000 children take up the habit; the avcrage age at which they begin is ‘
approximately 12-1/2, although many decide to smoke earlier if they are ablc. While these children start
to use tobacco for a vanety of reasons, very quickly they become addicted to the rucotine present 1n the
product, and studies show clearly that children have just as difficult 2 time quitting as do aduits.

There are a number of reasons why children begin to use tobacco. Among these are the remarkably
effective advertising and promotion by the tobacco industry and, for many young people, perceived
benefits from the use of tabacco. be they adult privileges, appealing images, or the opportunity for
rebelliousness.

i

RECOMMENDATIONS

Regulatar;’ Policy

s Nale mmA ATatibritimm e tobimmmm e o=~
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« Specific and increasingly stringent targets for the reduction of tobacco use by
children and adolescents (also known as "performance standards") should be
established and becomne binding on the tobacco industry by brand within the next
two years. Failure by the tobacco industry to meet these targets should result in
predictable financial penalties sutticiently severe to act as a strong deterrent to
continued fatlure.

» Included within this recemmendation are such specific proposals as:

e Penalties should be structured so that tailure to meet the targets

directly re;iuces total revenue and affects total shareholder value.
» Such penalties should not be arbitrarily limited or capped.

. Additicx;al non-financial penalties should be imposed if tobacco
compam'es; fail fo meet such targets.

J Penaltic; should be assessed. to the maximum extent feasible. on
a company;-by-,company basis.

« Similar goals and penalties should be established for smokeless :

tobacco and other tobacco products.

e Marketing, promotion, and advertising of all tobacco products directed at
persons under age 18 should be banned.

o Included within this recommendation are such specific proposals as:

1
t

« Services, goods, and other items that carry tobacco brand names,

lagas. or imagery should be banned.
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s Sponsorship of any athletic, social, or cultural events using the
name of tobacco products present or future should be banned.

» Promotion in public entertainment, including product placement in movies and television should be
banned.! - o - ,

-  Sales and distribution of tobacco products through means that hﬁght make-
. them available to underage users should be prohibited.

» Included within this recommendation are such specific proposals as:

¢ Sales of tobacco products through vending m‘achines, mail order,’
Internet ind other electronic systeins, and self-serve displéys
should be banned.

¢ Salcs ot; tobacco products near schools, piaygrounds: and

other areﬁs where children congregatcishould be banned.

e Sales of tobacco products near health care facilities should be
banned.

+ The distribution of ;obacco products through free samples or

through individual or small sales should be banned.

1
'

e Statcs should license all participants in tobacco sales (e.g.,
manufacturers, distributors, wholesalers, importers, etc.). and

penalties for violations of sales to munors should be strict enough

to ensure compliance with the law.
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licensing requirements.

 The warning and product content labeling on all tobacco products should be

< strengthened.

3 » Schoois and other child-service institutions shouid zzopt and enforee a
"zero-tolerance” policy against tobacco use that applies to both munors and
employees.’

e Included within this recommendation are such specific proposals as:

¢ A zero-tolerance policy should apply not only at school or on- site, but also o all sponsored events and
other sanctioned »

activities.

«A zcré-zoicrmcc policy should include the banning of the
wearing and carrying of clothing and other items that include
promoﬁonﬁl material for tobacco products.'

1

Public Education und Other Public Health Policy

« Broad programs of counter-advertising should be required in all media
markets and should be funded or supported by the tobacco industry.

 Schools should implement the Centers tor Disease Control and Prevention
- guidelines to prevent tobacco use and addiction.

| » Schools should institute comprehensive tobacco prevention programs from
pre-kindergarten through 12th grade, and such programs should be funded or
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e MPACT and ASSIST grants programs should be continued and strengthened.

» Partnerships between public entities (such as schools) and businesses should
be instituted to help achieve continued reduction in underage use of tobacco
products.

» Heaith care prcmders should be educated abour eﬂ’ectwe means to prevent
children from beginuung tobacco use.

» Tobacco use by
children and
adolescents
should be
included as an
outcome measure
In assessing the
quality of health
care services
(e.g., in HEDIS
and other NCQA
reviews).

Researcii Policy

s Research should be conducted on the reduction of underage tobacco use.

o Included within this recommendation are such specific proposals as

research on:
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« Methods of identifying children who are likely to begink(or

increase) use of tobacco products.

» The effectiveness of current prevéntion and education efforts on youth consumption.

.

s Children’s and parents’ attitudes and beliefs about tobacco use

and the .pcrception‘cf nisk, understanding of addiction, and the

long-tern: consequences of tobacco use by children.

Fiscal Policy

ta

* Excise taxes on tobacco products should be dramatically increased and should
be indexed to inflation. ’

» Fines from perfoi'manée standards violations should not be tax-deductible.

» Fines from performance standards violations should be used to support
activitics to reduce tobacco consumption, with emphasis on activities designed
to reduce consumption by children and adolescents.

e The enforcement of regulations and the initiation of public education, public
health, and research efforts should be funded by these excise taxes, fines from
performance standards violations, and by other funds from the tobacco industry,

s A new non-profit corporation to support tobacco prevention and control
programs should be established in the private sector and should be funded by the
tobacco industry, by excise taxes, and by fines itom performance standard
viclations. The start-up of the non-profit corporation and its educational
activities should begin at the earliest possible ume.
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. Summary of Major Recommendations of the Task Force on
Currept Uéérs of Tobacco Products

i
¢

BACKGROUND

!
1
|
'

Some 50 million Americans are now addicted to tabacco. Oné of every three long-term users of tobacco
will die from a disease related to their tobacco use Nicotine, a major constituent of tobacco, is highly
addictive and “cigarettes and other forms.of tobacco are just as addicting as heroin and cocaine... . ."
Similarly, withdrawal from this addiction is like withdrawal from other highly addictive substances. About
70 percent of smokers want to quit, but less than one-quarter are successful in doing so.

The Agency for Health Care Research and Policy has 1ssucd smoking cessation cluucal practice guidelines
that lay out recommendations for primary care clinicians, smoking cessation specialists, and health care
administrators, insurers, and purchasers. These guidelines are often cited as the framcw ork for providing
and evaluatmg smoking cessation services.

i s
In a separate but related area, it should be noted that cigarette-caused fires are the leading cause of deaths
from resxdemlal fires. Tt is argued that many such fires could be prevemed by changes that would reduce

the bum charactensncs of cigarettes.
[

RECOMMENDATIONS

Regulatory Policy

i

» Coverage for tobacco use cessation programs and services should be required
under all health insurance, inanaged care, and employee benefit plans, as well as
 all Federal health financing programs (e.g., Medicare and Medicaid). Such
o + coverage should be provided as a lifetime benent rather than as a one-time
' , opporrumty to "kick the hablt ! :
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1

» Tobacco use cessation programs and services should be available to adults,
adolescents, and children who are addicted to tobacco products, regardless of
their insurance status or abiliry to pay.

Public Educarion and Other Public Health Policy

» The smoking cessation guidelines issued by the Agency for Health Care Policy
and Research should serve as the cornerstone for health care providers engaged
in clinical practice.

» Courses on the prevention, ireatment, and control of tobacco use,
including cessation, should be made a part of the core curriculum in the

education of health professionals.

e Tobacco use cessation programs and services should be made widely available.
Specific cessation programs and services should be developed for specific
populations, including children, women, racial and ethnic minonties, and
individuals with limited literacy.

7

» Substantial public education efforts designed to inform tobacco users about
both the health hazards of tobacco and the availability of tobacco use cessation
‘programs and services shoulc be undertaken.

* Policies designed to reduce the number of fires causcd by tobacco products
should be deve oped and impiemented.

Research iP(:Iicg

» Research efforts designed to evaluate the effectiveness ar tobacco use
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| :
; cessalion programs, services and therapeutics should be undertaken.

¢

P . Research projects should nclude work on smokeless tabacco and c:gar use as
well as cigarette smokmg ‘

: ~ ® Research prOJects should focus on the development of tobacco use cessation
i progiams and services for pregnant women, cmldl en, and adolescents. ‘

: » Research efforts designed to evaluate the effectiveness of public education and -
pubhc health policies in successfully encouraging current users of tobacco
products to attempt cessation eﬂ‘on:s should be undertaken.

Fiscal P&l:’q

|
| » Tobacco use cessation programs and services should be funded or supported
.' by the tobacco industry at a level sufficient to ensurc that they are provided
., universally and in a manner most likely to prove effective.
f | » Research efforts related to the development of effective tobacco use cessation
; progsrams and services should be funded or supported by the tobacco industry.
I . . ) b
Summary of Major Recommendations of the Task Force on
i e LT : . .
- Environmental Tobacco Smoke .
|
BACKGROUND .
i

[

!

Second-hand or environmental tobacco smoke (ETS) is no longer considered just an unpleasant side
effect of cigarette smoking. Scientific evidence now indicates that nonsmokers become seriously ill or die
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because of exposure to the toxic smoke produced by other people’s active smoking and the U S,
Environmental Protection Agency has classified ETS as an agent known 1o cause cancer in humans. ETS
is believed to cause tens of thousands of deaths each year and 1o cause or exacerbate cardiovascular and
pulmonary illnesses in hundreds of thousands additional individuals. ‘

H

ETS is of particular concern with regard to children. Children are powerless to control their exposure to
ETS and yet, because of their young age, are most adversely affected by exposure to this agent. The EPA
estimates that exposure to ETS from parental smoking alone causes as many as 300,000 lower
respiratory infections per year in infants under the age of 18 montbs. '

Efforts to control second-hand smoke have been undertaken at Federal, State, and Local levels of
government. The Fedcral government has banned smoking in federally-assisted programs tor children and
on domestic airline flights. Forty-eight States and the Distnct of Columbia have enacted laws that, in
some way, restrict smoking in public places. Local governments have usually led the way in these efforts;
over 800 local communities have adopted significant restrictions on smoking in public places and
workplaces.

RECOMMENDATIONS

Regulatory Policy

? » Legislation or regulations should be enacted and enforced by Local, State, and
’ Federai governments to ‘eliminate exposure to second-hand smoke.

. Inclﬁde&i within this recommendation .arc such specific pmp’ogals as:

. Smokinfg should be bannéd in all work sites and in all places of

public as;embly, elspecially those in places in which children are present.
. Smokir;g should be banned in outdoor areas where ceople

a.sscmble:, such as service lines, seating areas of sports stadiums

and arenas, etc.
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» Schools should be required to be 100 percent smoke-free in all

i

o ;
areas of their campuses.

. S}noking should be banned on all forms of public-transportation, including bus,
train. comumuter services, and flights onginating in or ammivingat the U.S.

’ | « Smokung should be banned at all Federal workplaces, including branches of the
military and the Dcpartment of Veterans' Affairs and its hospitals.

" Public Education and Other Public Health Policy

s A comprehensive public education and public ‘awarcness program about the
dangers of ETS should be funded and 1mplcmented by Local, State, and Federal
levels of government.

-» State and Jocal school boards should revise school heaith education programs
1o inciude information on ETS and its health efTects.

Rcscm"cﬁ Policy

;
i
! » Federal health agencies should complete a sk assessinent of the
] - cardiovascular effects of ETS. . ' :
; _ .
Fiscal Policy

i
i

o

'
i

+ Economic incentives for smoke-free workplaces should be developed..
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e Included within this recommendation are such specific proposals as:

i

» Insurers should be encouraged to take into account worksite
smoke-free policies in assessing appropriate premiums for health
insurance, business insurance, and workers’ compensation

coverage.

i

Summary of Major Recommendations of the Task Force on
the Future of the Tobacco Industry and . ‘ ' ,

Tobacéo Control Efforts

BACKGROUND

This task force reviewed three basic areas and made recommendations regarding each one. The three
areas were: (1) common threads of domestic tobacco control efforts that cut across all other task force
recommendations; (2) activities to aid those Americans who will be disadvamaged through no fault of
their own by tobacco control policies; and (3) U.S. activities that can assist in tobacco ¢ontrol
mternatmnally

i

In the first area, it is clear that many of the problems identified by the other four task forces have common
sources and potentially common solutions. Most of these task forces made recommendations, for
example, opposing peremption of State and local standards. Rather than repeating these proposals in each
task force summary, these suggested actions are consclidated here: They should be read to be a part of
each task force, uriless specific circumstances dxctate a narrower approach as reflected in the respectwc

- task force summary :

- In the second area, this task force reports that tobacco farmers and farm communities are at severe
economic nsk as comprehensive tobacco control policics take effect. Most Americans consider the
tobacco farmer to be as inuch an economic victim as a participant in the manufacrure of tobacco products
and support government efforts to help tobacco farmers find other means of making a lving.
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in the third area, this task force focused on the need for international tobacco policy to which the U.S.
could make a substantial contribution. According o the World Health Organization, in the early 1990's,
tubacco use caused three million deaths a year worldwide; WHO goes on to project that within the next
twenty to thirty years, this numbes will rise to ten million deaths a year, with 70 percent of those deaths
occurring in developing countries. Many of these deaths and projected deaths can be attributed to the
increasingly aggressive marketing efforts of U.S.-based transnational tobacco companies.

RECOMMENDATIONS

i
'
!

i

- Tobacco Control Ef’forts ‘

Regula.fog Policy .

» Any Federal or State regulation of tobacco products should contain
unambiguous non-preemption provisions, expressly clarifying that higher
standards of public health protection imposed by State and Local governments
are preserved. C

* Federal, State, and [ ocal tobacco contrel rezulations should be aggressively
enforced and such enforcement activities should be fully funded and supported.
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* All currently available avenues of litigation, both civil and criminal, mu:
! fully preserved.

s All elements of Federal, State, and Local tobacco control policies shou
enforceable through lawsuits sought by individual citizens.

e All internal tobacco company documents that bear upon the public heal
be disclosed.

' o Included within this recommendation arc such specific proposals -

as:

e Disclosure of the companies’ and their affiliates’ public relations,
advertising, promotion, markéting,l and political activities.
e Disclosure of all information inappropriately shielded by an
' assertion of attorney-client privilege.
« Disclosure of all technical and health/safety data (with a
possible exception for those truc trade secrets that the
companies can clearly establish have no health
implications).
v . Disclosuré ‘ot'vaH informatién related to marketing,
includipg opinion and behavioral research; and the targeting
of children, women, and racial and cthpic mINQrities.
o Disclosure of all documents relating to the eﬁecfs of

second-hand smoke.
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‘e A Federl oversight board should be established to investigate all matters
relating to public health and tobacco products and the tobacco industry.

- »
R . . e s
s Included within this recommendation are such specific proposals |
as:
; ' :
e The board should have investigative authonties, including
subpoena power, necessary to investigate all marters regarding

tobacco policy and public health,

Research Poli

. * The collection and analysis of comprchensive data on tobacco use, behavior,
atutudes (at national, regional, state, and local levels) should be funded or
' supported.
i
« Federal agencies and their partners should support programs (o research,
: develop, and dissemninate information regarding innovative interventions,
E including demonstration projects for implementing effective interventions.
Fiscal Policy

: ’ « Significant excise taxes (indexed to inflation) should be imposed upon tobacco
i praducts, both as a means of reducing consumption and as a means of raising
revenues as one source of support for tobacco control acuvities.
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« Fines, punitive damages, and other forms of financial punishment imposed on
the tobacco industry and its affiliates shouid not be recogrized as an ordinary
business expense and should not be tax-deductible ar given other special tax
treatment.

« Fines collected for failure 1o meet performance standards or violations of sales
4nd promoton restrictions should be used for tnbaceo cantral artnriac
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s Funding for Federal, State, and Local tobacco control activities (includihg
regulation and enforcement activities) should be sufficient to allow the effective
conduct of such efforts.

» Funding for nongovernmental tobacco control activities should be sufficient to
allow the eﬁectwe conduct of such efforts: Particular emphasis should be placed
on community programs for racial and ethnic minorities.

e Future smoking cessation programs and services should be entirely

financed by the tobacco industry. regardless of location of service delivery

or injtiai source of payment Individuals and third-party payors (both

public and private) should receive full reimbursement (or subrogation. as

appropnate) for the costs of all future smoking cessation programs or

services, without restriction on extrapolation, aggregation, or other means

of consolidation.

. Tobacco Farms and Farm Communities

Public fd"ucéxtz’on and Other Public Health Policy

+ A blue-ribbon panel should be established to oversee tobacco growing,
manufacturing, and marketing policy, including the history ot domestic and
foreign tobacco purchases. This panel should provide both short- and long-term
strategies for reducing the dependence of tobacco-growing States and
communities on tobacco, including recommendations for the provnslon of
econgmic development assistance. :
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Fiscal Policy SRR

Y Ap‘economic assisténce and dﬂcvv,elopmeﬂt~ ﬁmd should be
established (and ﬁir;ded‘ py the iébacco industry) to‘ assist tobacco
farmers and their commvunities.in developing alternatiyeé 10
‘tobacco farming. Economic éohversiollx funds should also be
tpravidéd to assist tobacco mslnufﬁctuxing workers and related nohf

farm workers.

e Federal price support programs for tobacco should be climinated.

International Tobacco Policy

Resulatory Policy

-

e The US. should actively promote tobacca control worldwide.

» Included within this recommendation are such specific proposals .

as:

e The U.S. should activvely éromete the gloﬁal adoption of
U.Sf&émestic tobacco corﬁroi policies through all appropnate
international activities.

e ‘The‘U,S. should suppon the development and impiementation of

tobacco control activities by multilateral organizations. including

Lt v~ . e T L ts N Ly oY, Y Y TY L fu
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Organizaﬁon, UNICEF, and the Framework Tobacco Comrol‘
Ccnvénti;)n. .

o The US should support the development and implementation of
tobacco éontrol activitics by non-governmental orgém‘zarior:s,

¢ The ’U‘; should support bilateral and multilateral treaties

ma#ing the Framework Convention legally binding on all
countries: . |

» The U‘§ should remove tobacco prodﬁcts from Sexion

301 of the 1974 Trade Act and should prohibit U.S. government
imerfere:{ce in international activities or the national tobacco
control aétivities of othcr countries.

. The US shovuid support the development of a non-governmental
Intematidnal Tobacco Control Comrnissior_x governed by public
health leajders. Such a commussion would (1) monitor

‘ intgrnatiQ?nal control efforts: ('2} devgiop uniform stan.dards,
review pr;ccedurcs, and‘p’rovide support for non-gévemmental
organizaﬁons advocating tobacco control; and (3) admunister an

international information exchange of all available tobacco

: : industry
! ' ST , ‘ documients,

Research Policy

" e The U.S. shouid suppoan international research etforts 1o determine the most.
effective means of preventing the initiation of tobacco use and of smoking

~eecatinn
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» The U.S. should provide financial support for international governmental and

non-governmental efforts to control tobacco use.
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(Incorporates comments from CDC, Mare Manley/Joe Harford memo, SAMHSA prlce
1 S - elastlclty info) g

] TOBACCO RELATED RESEARCH
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Introduction

!

A robust, comprehensrve and well funded tobacco research program is essential to guide and
strengthen new: policies, regulations, and programs supported by public and private funds.
Research must address issues at the national, state, local, and individual level, and must

include studies of tobacco use among both youth and adults, and its impact on health, disease and
quality of life. Of particular urgency is the need for- 1nformatton to inform rapidly developing .
federal and state policies and programs of the science and’ evidence-based findings. As new
resources for tobacco control become available from HHS agencies, state governments, and

L

A.

« attorneys and others

possibly the tobacco industry, research must gtude their use

2

ANALYSIS OF APPLICABLE SETTLEMENT PROVISIONS

Funds Avallable The proposed settlement. contams four potentlal fundmg sources that

could be utilized for health—/tobacco-related research

1) Reductron in Tobacco Usage. $125 million (years 1-3) and $225 million annually

thereafter would be allocated by HHS to activities desrgned to reduce tobacco use.

Allowable expendltures would 1nc1ude ! :

Lo research into and development and public dissemination of technologies
and methods to reduce the risk of dependence and i m]ury from tcbacco

‘ product-usage and exposure; and

. »  Y“identification, testing and evaluattcn of the health effects of both tobacco

| and non-tobacco constituents-of tobacca products.”

2) Prevention/Cessation Research. $100 rnilhon annually to fund research and the
,development of methods for how to discourage mdrvrduals from startmg to use tobacco

and how to help 1nd1v1duals to quit using tobacco. |
_ { »
3) Tobacco Use Cessatlon Trust Fund $1 bllhon in years 1-4 and $1.5 billion
thereafter paid into a trust fund to be used to assist! 1nd1v1duals who want to quit using
tobacco to do so. Trust fund does not currentl}_t allow ftmds to conduct cessatlon or
evaluatlon research. k o l o
R

4) Publlc Health Trust Fund.” $25 billion trust ﬁ'md is established wrth funding

accruing at an increasing rate of $2.5 billion per year for eight years. Funds are to be used
for “tobacco-related medical research” as determined by a Presidential Commission “to
include representattves of the public health community, Attorneys Gcneral Castano

] -

; .

o
e

‘Key Questions to Be Addressed and Areas for Potential Modification of Settlement

1) Defining “Tobacco-related Research.” There'is a concern that tobacco-related
research (TRR) 1dent1ﬁed in the proposed Settlement is 1nadequately defined. Tobacco- .

3
i
i
H
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related research is defined as research related to reducing tobacco use and reducing the
burden of diseases caused by tobacco, including scientific investigations into 1) the
patterns, determinants, and consequences of tobacco use and exposure to tobacco
smoke; 2) the components of tobacco products that promote addiction and disease
(including their molecular and genetic effects); 3) the efficacy and effectiveness of =~
intefventions designed to prevent initiation, promote cessation, and protect nonsmokers;
and 4) ways to improve treatment for persons suffermg from nicotine addiction and the
diseases caused by tobacco use. ,
| o
2) Mechamsms for Decisionmaking, Investment and Priority Setting,
Administration. Significant issues surround the Public Health Trust Fund governing
structure. Including using the Trust Fund as a mechamsm for allocatmg health research
funds ’

»  The composition of the: board is an issue, inbluding defining the appropriate role

of the State Attorney Generals and Castano attorneys with regard to the allocation
of research funds. :
» ' Thereisaneedto clarify the objectives of the Trust Fund and the goals that

should guide annual expenditures. Consideration needs to be given to designing
. the fund to provide needed research funds into perpetuity. To accomplish this
annual expenditures should not deplete the initial $25 billion capital reserve.

» , Consider keeping separate the funding streams for different research areas--if one

area of research was shut down or de-empha51zed it should not effect other areas
funded through the Trust Fund. !
» | Consider issues to protect agamst supplantatlon Itis cntlcal that additional

funding not be allocated to the general NIH research base and instead be
earmarked for specific program areas. A truly comprehensive tobacco control
research portfolio will contribute to real reductions in tobacco use only if it is
linked closely to ongoing and expanded intervention programs and the findings of
cutting edge biomedical research.

» - Productive partnerships with public and private organizations are essential.
Funding should be made available not only for the activities of the current NIH
national research institutes but also the Agency for Health Care Policy Research
which should take the lead in developm g more effective delivery mechanisms for
cessation services. . -

b ' «
3) Maintenance of Effort Protections. Specific:protections will be needed to prevent
the new research funds from supplanting the Congress’ annual appropriation. Settlement
funding should be in addition to current appropriations and not reduce Congress’ annual
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‘ appropmatmn to the NIH AHCPR or agenmes engaged in tobacco-related research
B 4) Relatlonshlp between Tobacco Use Cessatlon ‘Trast Fund and Puhllc Health
- Trust Fund. It is unclear what, if any, relatlonshlp ex1sts between the Cessatlon and
Pubhc Health Trust F; unds ' '

o BASELINE CURRENTLY AVAILABLE SERVICES AND ACTIVITIES
| [

[Placeholder:aNIH with CDC provide summary of basehne data]

[NIH suggests a nan*atwe descriptions of current research efforts (see Appendix) rather than the .
following categorization which would necessuate “the arbltrary categorization of literally
hundreds of grants, ” but that the categories are appropnate] for Sectlon 1]

1 ‘ i
Use workgroup framework , SRR |
- A. Basic: f . . o ;
1) Blornedlca;l .
2) Clinical .. - - I I
3) Behavioral o C S

, 1) Health Services - ' - "
2) Public Health & Commumty ' B |
3) Survelllance/Epldemwloglcal : " 1
4) Behavwral o : §

Price Elasnclty (Appendlx 7). From the literature on the pnce elasticities of mgarettes th15 ‘
~ review, the followmg conservative estimates of price elast1c1t1es by age group for cigarettes are
shown in the table below The summanzed results are qulte robust across studies:

-:A 5 , ‘ |

Age Group " Total Elasticity Smoking Rate Quantity per Smoker .
12-19 -12 -0.70 «0.50
20-25 -0.90 -0.55 -0.35
26-35 - 045 -0.25 -0.20
36.—74 -0.40 -0.20 " -0.20

Based on these studles the rate of smokmg may be dlstmgulshed from the quantity of cigarettes
consumed by smokers." For. youth smoking rates the reductions résult from decisions not to start
. smoking (reduced initiation rates), while with adult smokers the reductions are due to decisions

to qult smokmg (qu1t rates). 1. ‘ " 3

NI GAPS AND NEEDS - B

[N SR



A. Basic Research

1) Bmmedlcal Includmg carcmogenesrs pharmacolegy of addrctron molecular biology,
genetics. ! :

2) Clinical; Includmg (both behavioral & pharmacologlcal) diagnosis, and prevention,
treatment, rehabrhtatron tobacco-related disease, : -

~ 3) Behavioral: Including animal studies (crossesgover to applied research), substance
abuse, other areas linked to tobacco use (sexual a}jnuse). '

Examples of basic res‘earch neéds:

. Basw research on product and ingredients; not only mcotme but other harmful effects of

product in ways that may not be obvious.
> Assessing the health effécts of cigar use among youth and adults
> Biological processes of tobacco-related disease; %
»  Genetic predictors of nicotine addiction and genetrc markers of dlseases caused by
A tobacco and : i
» - Ways to improve the prevention, dlagnoms and treatment of dzseases and disorders
caused by tobacco.
> Research on the impact of developing less hazardous tobacco products; has this and

~would this ultimately benefit public health? (For example “light” cigarettes may have
actually kept people in the market, increasing prevalence of dlsease and death.) Crosses
over to behavioral and epldemlologrcal resea:ch i

I

!
h

B. Applied ‘Research

1. Health Services: Includingv patterns of use (ére people getting cessation), access,
reimbursement, delivery, patient compliance, implied implementation in health care
systems, recrdlvrsm in programs, cost and cost effectlveness and treatment guldelmes

2. Publrc Health & Community: Including research and evaluation of pubhc & private
policy, community & state programs and laws, ﬁeld programs, impact of enforcement
and role of commumty agencies in affectmg advertlslng policy norms.
3. Surveillance/Epidemiological: Including population-based studies of patterns and
determinants of tobacco use behaviors (including initiation, cessation, nicotine
dependence, brand preference, and product selection) and environmental tobacco smoke
- (ETS) exposure; laboratory work on the product (e g., identifying added chemicals);
studies of the prevalence of policies and leglslatlon regardmg tobacco—use and studles of
‘tobacco use as a risk factor for disease and addlctron



4. Behavioral: social processes and modeling, developmental risk factors (e.g., prenatal
exposures), animal studies, research on addiction and craving, effects of pricing
(behavioral economics), health behavior and attitude, pre-disposal, determinants of
initiation, community, behavioral intervention, studies of nicotine as a “gateway”,
prevennon and effect on speclal populations.

Examples of applied research needs:

»

Iv.

Monitoring of product and ingredients, in'cludingfnic'otine,’but other harmful effects of
product, including ETS. ‘ :

Tobacco industry “culture change.” ~

State and community program implementation; clean indoor air laws, excise tax
increases, advertising restrictions, youth access restrictions.

Product and ingredient monitoring. ] :

Industry product marketing and distribution pracnces (and changes) as a result of
differences (and changes) in Federal and state excise taxes.

Eﬂicacy of current and planned control efforts & enforcement efforts. ,
New, proposed, and future regulations, .g., reducing nicotine content of mgarettes,
evaluating technologies to reduce the health risk of tobacco products ‘

Racial, cultural, and gender influences in youth tobacco use.

-Health services research targeted to improving the effectiveness and the dellvery of

tobacco cessation programs.

Assessing the impact of tobacco use on the econorny and health care system (time missed
form work, cost of premature death, burden of disease on health-care costs).

Studies of women to establish differential price elasticities for men and women.

- Estimates for the effect of introduction of lower pnced genene brands of tobacco in the

marketplace following a tax increase
OPTIONS FOR SETTLEMENT IMPLEMENTATION AND SPENDING

Prlorltles Consideration of areas for research funded by the Settlement as well as
priority setting within those areas should be guided by two overriding principles. Such °

.. research should contribute to a science and knowledge base which-would:

»  reduce tobacco use, and _
» ' reduce the burden of disease bn society caused by tobacco use. -

[Placeholder: workgroup to consider Robert Wood Johnson (RWJ) portfolio: RWJ’s .
research portfolio currently includes 42 funded pro;ects (totaling more than $5.6 million
annually). These projects deal primarily with topics related to health-policy research,
especially in the areas we have defined as Public Health and Community, Behavioral, -
Health Services Research, and Surveillance and Epidemiolpgy.] ‘
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In adfdition, there will be a important need for evaluation of the Settlement, e.g., impact of .

: warni‘ng ‘labelsr litigation, penalties etc. An overall evaluation would be very complex.
‘ N . l s B .
- B. -Fundmg Strategy. Con51derat10n should be glven to the pr1n01p1e which would provide
half of the available funding for basic research and the other half for- apphed research, as
defined elsewhere in this document. [Need more dlscussmn on logic.]. -
[Placetiolder: other principles?: research which contributes to improving the
effectiveness of state and local tobacco control programs and their components;
| - “.\< o o, i »~‘ : . ) .

V..o SUFFICIENC? OF SETTLEMENT FUNDIN(?; ‘

~In consnderatwn of the serlous needs and gaps m current research efforts, the fundmg level
mlnadequate ; s g

One approach is to view the funding for research cornmensurate with the toll that tobacco related

- disease- places on the disease burden of the American people Tobacco-related disease represents -

a major burden on the NIH research agenda. A settlement with the tobacco industry should
provide NIH with an annual supplemental payment commensurate with that burden
x ' S‘ . : T
" The Natlonal Cancer Instltute currently spends only $70 million of its $2 bllhon annual
appmpnanon for tobacco-related medical research. Yet tobacco use is responsible for 30 percent
-of the cancer incidence, one-third of. cardiovascular dlsease deaths and 90 percent of chronic
obstructive pulmonary disease. Science continues to identify additional diseases (SIDS, low-
birth weight babies, mlscamage and birth defects such as. cleft lip and palate, and periodontal
disease) where tobacco use is 1mpllcated ~

Given the magmtude of tobacco use as a public health problem the many new programs -and
regulations proposed in the settlement, and the scientific opportunities we know exist,
consideration should be given to a.more appropriate budget “supplement” for'tobacco related
health research should be i in the range of $2-4 billion annually. These funds should be in’
addition to whatever funds are allocated to tobacco cessatlon programs

l .
VI AJ’PROACHES FOR FLOW OF SETTLEMENT FUNDING/OTHER FUNDING
MECHANISMS DU ‘ _ |

: |
[Placeholder 50/50 Spllt discussion] . : R
Consxderatlon should be given to using an ex1st1ng Congressmnally estabhshed mechanism such
as the ex1st1ng NIH National Roundation for Biomedical Research, or the establishment of a new
entity modeled after the Department of Defense’s J ackson Foundation. ‘
0 5 ’ .
| 8 i
|
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Appendix (?)
Analysis of Tobacco Price Elasticity Reséarch

From the literature on the price elasticities of cigarettes this review, the following conservative
estimates of price elasticities by age group for cigarettes are shown in the table below The
summanzed results are quite robust across stuches

Age Group Total Elasticity Smoking Rate Quantity per Smoker
12-19 . ' -1.2 o -0.70 ; -0.50
20-25 - , 090 ' -0.55 , -0.35
26-35 -0.45 ~0.25 -0.20
36-74 -0.40 -0.20 -0.20

Based on these studiés, the rate of smoking may be distinguished from the quantity of cigarettes
consumed by smokers. For youth smoking rates the reductions result from decisions not to start
smoking (reduced initiation rates), while with adult smokers the reductions are due to decisions

to quit smokmg (quit rates). ; !

.For smokeless tobacco, the price elasticity for those in high school is -0.60 ( -0.40 for smoking
rate and -0.20 for smoking quantity). For older groups, no studies are available, but based on the
age-price elasticities for cigarettes we estimate the price elasticities for smokeless tobacco to be -
0.55 for those 20-25 and -0.35 for those 26 and older. Researchers note that an increase in
cigarette taxes, without a commensurate increase in taxes on smokeless tobacco, leads to an
increase in use of smokeless tobacco. :

|

Additional findings include: |

. The projected elasticities are based on a percentagé increase in tobacco prices. 'As
tobacco taxes are unit based and not price based, the effect of tobacco tax increases is
impacted by tobacco industry decisions regarding tax “pass through” policies on price
and on “erosion” over time because of increases in the CPI. Overall, the percentage
increase in tobacco prices due to tobacco taxes will likely dxrmmsh over tlme with
resultant dummshcd effects in the projected elastxcltles

> Short-term effects (w1th1n 1 year) dxffer from longéterm effects (within 3 years). When
the in'crease in price is long-term, the elasticity is found to be greater. For example, for
adults the elasticity in the first year following a tak increase is -0.30, but after 3 years
the elast1c1ty increases to -0.60. ;
o Education and/or income appear to impact elasticities. Those with higher
education/income are unresponsive to price, while_ithése with lower education/income are
more responsive to price ( -0.60). * :



)
4 There are presently too few studies of women to establish differential price elasticities for
men and women. : : .

i

> The studies establish that price differentials betwe}:n a state and neighboring states may
be an important determinant of demand. For most states, however, this variable does not
have a substantial effect.

> One study finds that as price goes up, smokers substitute toward higher nicotine

cigarettes. While this implies that the price effect,on quantity smoked would overstate
the expected health benefits of reductions in smoking quantity, it does not alter the
expected changes in initiation and quit rates.

> The studies do not provide estimates for the effect of introduction of lower priced generic
brands of tobacco in the marketplace following a tax increase.

As a final note, there is evidence that the tobacco industry has been creative in reducing the
impact of mandated price increases on the actual price of tobacco paid by the consumer.
Therefore, the price elasticities provided above, while based on the research to date, are overly
optimistic, especially as to long-term effects. Related research and modeling have been
performed in the area of alcohol pricing and elasticity which supports these conclusions. This
research has shown that projected price effects over time were overstated, and significant
reductions 1n effects had to be factored for the model to successfully project historical patterns.

Il

[



ke
|
|
1
!
|
I
|
I

L

_NIH Plans for the Public Health Trust 'Fund‘

H
i

for Research on Tobacco Use and Tol:ofzicce-Relafed Disease

i
|
(
i
i

[placeholder] |-

i
3
i
i
3
i



i

CESSATION/EDUCATION I\;I,EETING -JULY 9
|

CESSATION ;

( Questions_

t

* Should we do a big federal program or encourage people to use private programs?

obviously costs less to let private do it ‘ :

if we actually can increase demand for programs, private will most likely

respond to that

- we can also create demand by going after employers who buy coverage

- by educating, we don't risk supplanting current state or pr1vate cessation

programs (ec talk - offer a public good)

- Republican Congress likes priv. vs. public bureacracy

- Possible Problem - companies may try to hook people on the programs so they
can make more money (disincentive to actually cure them?)

- we may want to expand Medicaid or Medlcare to cover cessatlon but need to
do cost #'s :

i

How much does it cost to quit?

- there was a number quoted for nicotine replacement cigarettes as $65 a month

- still looking for more #'s e
Does cessation work?

- the approximate success rate of cessation programs is 10 percent

- if we spend on research first...we may get more in return ‘

- Access to cessation programs does not equal results. Most people quit because

of will power. We need to change attitudes and getting people to want to

quit. ‘ | '

How effective is Massachusetts's and California's programs? »
- they are comprehensive...we got.some info from Mass today via fax

What about Youth Cessation?
- itis presently rare and there is a definite need forit -
- tough to study because tough to get teens into labs ‘ ¢
- addiction looks similar to adult addiction after 2-3 years ‘
- treatment methods for kids should be dlfferent (group therapy no good)
- school based education mixed w/ cessation may work
|

B )SSIBLE STRATEGY

There is an overlap with education and cessation, so We can educate/encourage people to quit
smoking, as well as try to prevent adolescents from starting. We should also spend money on



researchmg how to effectively stop smoking, and maybe transfer that money to implementing
the programs once we determine what's best.

EDUCATION | L

ASSIST (TMark Manley)

ASSIST is a 17-state tobacco control demo run by the National Cancer Institute. It costs an
average of $1.2 million per state. ASSIST is most effective in setting up anti-smoking
infrastructure and building coalitions and networks among businesss, state and local
governments, and interest groups. It gives the movement a voice in major meetings and makes
sure that the issue remains on the table. It currently does not fund much more than general
staff things. Some states choose to use other resources to fund more extensive programs, most
notably Massachusetts and California, which fund massive anti-smoking campaigns with excise
taxes. (MA is an ASSIST state, CA isn't.) The results seem promisi, cutting consumption
rates by an average of 7 percent. (Massachusetts has a drop of about 28 percent...but the
cigarette tax may have a lot to do with this)

EDUCATION CAMPAIGN (CDC guy)

1- $500 million is a reasonable number for a nationwide campaign
- if Mass. was implemented nationwide, it would cost at-least $600 million
2- Campaign managemenf - national, state, and local should all work together
- ‘may be easier to buy media nationwide (kids may repond better to this t00)
- follow up and drive it home with local events & schools, etc.
- .schools, media, community all complement each other

- “the event sponsership replacement provision will primarily go to small venues



