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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. 

IDtrod~ction by the Co-chairs 

On May 22, 1997, a bipartisan group of Members of Congress asked LIS to convene a committee on 
national tobacco policy. In response to this request, we formed the panel that has met as the Advisory 
Conunittee on Tobacco Policy and Public Health. This Committee is compos~d of representatives of 
some ofthe major public health groups that have been leaders in the debate on tobacco control. The 
selection of organizations to be represented was an especially difficult taSk, inasmuch as so many highly 
qualified groups with great expertise are involved in tobacco control; nevertheless. in order to make the 
Conunittee ofmanageable size, we made hard choices to limit the number ofmembers and urged them to 
consult with a wide range of other organizations and experts. 

The Committee has as its mission the development ofa comprehensive and rational public health policy 
toward tobacco, containing dear goals and principle::;, in order to provide a benchmark against which 
future public and private activities can be measured. 

The Corruniuee has mel three times, each time in open ses::;ion, on June.5, June 18, and June 2.5. To 
conduct its work, the Comm..inee resolved itself into five task force.!: on overlapping wpics: 

e Regulation ofNicotine and Tobacco Products (Chair: American Cancer Society) 

• Youth and Tobacco (Chair: A.rrierican Academy ofPediatrics) 
• Pertbmlance Objectives Subgroup (Chair: Partnership for Prevention) 

• Current Users of Tobacco Products (Chair: American Medical Association) 

• Environmen{4i Tobacco Smoke (Chair: American Lung Association) 

• Future ofthe Tobacco Induslrj 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 bel~eve that this final report speaks loudly for itself, but it is perhaps appropriate for us to note here 
what this report does JlQl speak to. This is !m! a report on past actions ofthe tobacco indu~1ry or on the 
harm that it has done. It is D.Ql intended to recommend how tobacco litigation or compensation programs 
for pasl!injury should be handled. I~ is not a report on liability for the past. 

Rather, in keeping with the Congressional charge, this is a blueprint for the fUlure of tobacco policy and 
public health. It is neither incremental nor utopian. The plans outlined are ambitious but they can be 
llch.ieved within a short time. 

Most of ;U], thi~ 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 ensure complete ability for the FDA to regulate 
nicotine and tobacco product$, [0 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 which: all new policy should aim Any approach that fails these goals fails the Nation and-fails the 
future. . 

We fully recognize that there are billions of dollars at stake here in hospital bills, compensation, and 
liability cO,sts. While these are important 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 ifour 
children repeat their elders' mistakes, ifaduits continue their addiction, or ifwc: all have smoke in our 
taces. As the national dt!bate about tobacco continues, we urge all sides to kt:i::p their eyes clearly on this 
ex[raordin~ry opportunity for change.. 

What follows is a summary of the major recommendations ofeach of the task forces. An appendix has 
been included that conLai.ns the full tinal report of each of the task forces, . 

We want to, thank and acknowledge our coiIeaf.:,TUes who have joined us fonhis daunring task in such a 
brief amount oftime. We appreciare the expertise, commitment, and labor that have been contributed. We 
are coniiderit that our work together will change the debate for the better 

http:conLai.ns
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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]icotine in cigarettes and smokeless tobacco has the same pharmacologica.l effects' ,:'~r drugs that 
FDA haS traditionally regulated. II Indeed, it is acknowledged that nicotine i~ r?:-:;r1'7;,~··. . : :ctive and that 
lithe vast majority of people who use nicotine-containing cigarett'.?::: ~ '-.:" " ._.: do so to 

. satisfy their craving for the pnarmacological eHects of nicotine; that loS, ~~ 3i:i.tl;iry tneu' drug-dependence 
or addiction. II Many would argue. therefore, that the regulation of nicotine and its delivery is itself the 
most essential element of tobacco control activities. 

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

RECOMMENDATIONS 

Regu{atmy Pnlicy 

• FDA should continue to have authority to regulate all areas of nicotine, as well 
as other constituents and ingredients. and lhat authority should be made 
completely explicit. 
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cigarettes and other tobacco products (including smokeless tobacco, pipes, 

cigars, and roll-your-own tobacco), and that authority should be made 

completely explicit. 


• There should be !lQ.limitations on or special exceptions to FDA a~thority to 

re&,rulate nicotine, other constituents, and ingredients of tobacco products and 

such a no-limitations policy should be made completely explicit. 


• 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 should have the authority to test nicotine levels by brand. based on 

the best scitmce and that authon'ty should be made completely explicit . 


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

. make the development and sale of less hazardous systems difficull and that 
. encourages maximul!1 overall red.uction indisease. 

• fDA should have the authority and fundiilg to conduct research on nicotine 
and otheJ components of tobacco products. 

• International exchange and sci~ntific conferences on nicotine and other 
.. 	components of tobacco products should be conv~ned among private industry 

researcher:> and public researchers (such as those from the fDA., the CDC, the 
NIH. and the WHO). 
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• Research should be conducted on tbeeffects of nlcotine in children and 
. adolescents. 

Fiscal Po/iCl!. 

• FDA should be adequately funded to carry out its regulatory, enforcement, 
public education, and research activities. . 

Summary of ~rajor Recommendations of the Task Force on 

Youtb and Tobacco 

BACKGROUND 

\ 

More than 90 percent ofpeoplc 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 [he habit; the average age at which they begin is 
approximately 12-112, although many decide to smoke earlier if they are able. While these children start 
to use tobacco for a variety of reasons, very quickly they become addicted to the nicotine present in the 
product, and studies show clearly that children have justas difficult ati.me quitting as do adults. 

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

RECO:MMENDA TIONS 

Regulatory Policr 
, 
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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 become 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 sufficiently severe to act as a strong deterrent to 
continued failure. 

I 

• Includeci within this recommendation are such specific proposals as: 

• Penalties should be structured 50 that failure to meet the targets 

directly reduces total revenue and atfects total shareholder value. 

• Such pe~a1ties should not be arbitrarily limited or capped. 

• Additional non-financial penalties should be imposed if tobacco 

companies fail to meet such targets. 

• Penalties should be assessed. to the rnaximum extent feasible. on 

a company-by~company basis. , 

• Similar g'oals and penalties should be established for smokeless 

tobacco imd other tobacco products. 

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

II Included within this recommendation are such specific proposals as: 

• Services, goods, and other items that carry tobacco brand names~ 

10 as or ima e should be banned. 
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• SponSorship ofany athletic, social, or cultural events using the 


name of tobacco products present or future should be banned. 


• Promoti9n in public ent~nainment, including product placement in mo\.ies and television should be 
banned.! 

• Sales and distribution oftobacco products through means that might makc' 
them available to underage users should be prohibited. 

• Included within this recommendation are such specific proposals as: 

• Sales of tobacco products through vending machines, mail order, 


Internet and other electronic systems, and self-serve displays 


should be, banned. 


• Sales of tobacco products near schools, playgrounds, and. 


other areas where children congregate should be baMed. 


• Sales of,tobacco products near health care facilities should be 


banned. 


• The distribution of tobacco products tlu'ough free samples or 


through individllal or small sales should be baMed. 


• States should license all participants in tobacco sales (e.g., 
, 

manufactur,ers, distributors. wholesalers, importer!;, etc.). and 


penalties for violations of sales to minors should be strict enough 


to ensure compliance with the law. 
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licensing requirements. 

• The wurning and product content labeling on aU tobacco products should be 
strengthened. 

• Schools and olher child-service institutions shouL:: :.::iopt and enforce a 
"zero-tolerance ll policy against tobacco use that applies to both minors and 
employees.. 

• Included within this recommendation are such specific proposals as: 

• A zero-tolerance policy should apply not only at school or on-: site, but also TO all sDonsQred events and 
other sanctioned 

activities. 

• A zero-tolerance policy should include the banning of the 
I 

wearin$ and carrying of clothing and other items that include 

promotional material for tobacco products. 

Public Education and 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 for Disease Control and Prevention 
guidelines to prevent tobacco llse and addiction: 

• Schools should institute comprehensive tobacco prevention programs from 
pre-kindergarten through 12th grade, and such programs should be funderi M 

J 1 _1 _, 
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Research Policv 

• TMP ACT and ASSIST grants programs should be continued and strengthened. 

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

• Health care providers should he educated about effective means to prevent 
children from be!:.rinning tobacco use. . 

• Tobacco use by 
children and 
adolescents 
should be 
included as an 
outcome measure 
in assessing the 
quaJ.ity of health 
care sefVlces 
(e.g., in HEDIS 
and other NCQA 
reviews). 

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

• Included within this n:commendation are such specific proposals as 

research on: 
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• Methods of identifying children who are likely to begin (or 

increas~) use oftobacco products. 

, 
• The effectiveness of current prevention and education efforts on youth consumption. 

• Children's and parents' attitudes and beliefs about tobacco use 

and the perception of risk., understanding of addiction, and the 

long·leriu consequences of tobacco use by children. 

" 

Fiscal Policy 

• Excise taxes on tobacco products should be dramatically increased and should 
be indexc:d to inflation. < < 

• Fines from performance standards violations should not be tax-deductible. 

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

• 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 vioiation.s, and by other funds from the tobacco industry. 

• 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 ta.xes, and by fines iTom performance standard 
violations. The start-up of the non-profit corporation and its educational 
activities should begin at the earliest possible time. 

http://a.sh.org/areporthlmJ
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Summary of IVI ajor Recommendations of the' task Force on 

Current Users of Tobacco Products 

: 
BACKGROUND 

Some 50 inillion Americans are now addicted to tobacco. One ·of every three long-term users of tobacco 
will die frpm 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.... II 

Similarly,;withclrawal from this.addiction is like withdrawal from other highly addictive substances. About 
70 per<?ent of smokers want to quit. but less lhan one-quarter are successful in doing so. 

The Agency for Health Care Research and Policy has issued smoking cessation cliItical practice guidelines 
that lay o~t recummendations for primary care clinicians, smoking cessation specialists, and health care 
administd.tors, insurers, and purchasers. These guidelin,es are often cited a:; [he frame\vork for proViding 
and evaluating smoking cessation services.. 

I 

In a separ~te but related area, it should be noted that cigarette-caused fires are the leading cause of deaths 
from resiqential fires. It is argued that many such tires could be prevented by changes tbu would reduce 
the bum characteristics of ciuarettes . ' . . 

I 
~. 

RECOMMENDAnONS 

\ . 

Regulatorv Policy, .' 
! 

" 

• Coverage for tobacco use cessation programs and services 5hould be required 
under all health insurance, inanaged care, and employee.benefit plans, as weU as 
all Federal health financing programs (e.g., Medicare and Medicaid). Such 
coverage should be provided as a lifetime benefit rather than as a one-time 

. opportunity to "kjck the habit. II . 
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• Tobacco use cessation programs and services should be avaiJable to adults, 
adolescents, and children who are addicted to tobacco products, regardless of 
their insurance status or ability to pay. 

Public Education and Other Public Health Policv 

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

• CourseS on the prevention, treatment, and control of tobacco use, 

including cessation, should be made a part of the core curriculum in the 

education: of health profe~sionals., 

• 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 minorities, and 
individuals with limited literacy. 

• Substantial public educat.ion etfons designed to infonn tobacco users aboul 
both the heatth hazards of tobacco and the availabililY of tobacco use cessation 
programs and services should be undertaken. 

• Policies designed to reduce the number of fires caused by tobacco products 
should be developed and implemented. 

I 

Reu:.arch Policy 

• Research efforts designed to evaluate the effectiveness of tobacco use 
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cessarion programs, services and therapeutic~ should be undertaken . 

• Research projects should include work on smokeless tobacco and cigar use as 
well as cigarette smoking. 

• Research projects should focus on the development of tobacco use cessation 
progl 80ms and services for pregnant women, children, and adolescents. 

• Research efforts 'designed to evaluate the effectiveness of public education and, 
public health policies in successfully encouraging current users of tobacco 
products to attempt cessation t:uons should be undenaken. 

Fiscal Policy' 
I 

• Tob'acco lise cessation programs and se.rvicesshould be funded or supported 
by the tobacco industry at a level sufficient to ensure that they are provided 
universally and in a manner most likely to prove effective. 

• Research efforts related to the dt!velopment of effective tobacco use cessation 
prugrams and services should be funded or supported by the tobacco industry. 

Summary of Major RecounncndatloDs of the Task Force on 

Environmental Tobacco Smoke. 

BACKGROIJND ' 
I 

Second-:hand'or environrni::lltal tobacco slJ}oke'(ETS) ,is no longer consideredjust an unpleasant side 
effect of cigarette smoking. Scientific evidence now indicates that nonsmokers become seriously ill or die 

http://3:>h.org/u<;portbtml
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because of exposure to the toxic smoke produced by otHer people's active smoking and the U.S. 
Envirorunental Protection Agency has classified ETS as an agent known to cause cancer in humans. ETS 
is believed to cause tens of [housands of deaths each year and to cause or exacerbate cardiovascular and 
pulmonary illnesses in hundreds of thousands additional individuals. 

ETS is ofp,articular concern with regard to children. Children are powerless to control their exposure to 
ETS and yet. because oftheir 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 2.." 300,000 lower 
respiratory, infections per year in infants under the age of 18 months. 

Efforts to control second· hand smoke have been undertaken at Federal, State, and Local leveb of 
government. The Federal government has banned smoking in federally-assisted programs tbr children and 
on domestic airline flights. Forty-eight States and the District of Columbia have enacted Jaws tha.t, in 
some way,: restrict smoking in public places. Local governmenls have USUally led the way in these efforts~ 
over 800 local corrununities have adopted significant ~estricrians on smoking in public places and 
workplaces. 

RECOMMENDATIONS 

Rel!ulaton' Pnlicy' 

• Leglslatioll or regulations should be enacted and enforced by Local, State, and 
Federal governments [0 eliminate exposure to second-hand 5moke. 

• Included within this recommendation are such specific proposals as: 

• Smokin:g should be banned in all work sites and in all places of 

public a.ssembly, especially those in places in which children are present. 

• Smoking should be banned in outdoor areas when: people 

assemble; such as service lines, seating areas of spans stadiums 

and arenas, etc. 
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• Schoolss~ould be required to be 100 percent ~moke-free iri all 
I 

J 

areas of their campuses. 

• Smoking should be banned'on all fonns of public transportation, including .bus, 
train.. corrunuter services, and flights originating in or arriving at the U.S. 

• Smoking should be banned at all FederBl workplaces, including branches of the 
lniliiary and the Department of Veterans' Affairs and its hospitals. 

Public Education and Otlzer Public Health Polic..t' 

Resea.Tch Policy 

• A comprehensive public education and public awareness program about the 
danger!: ofETS should be funded and implemented by Local, State, and Federal 
levels of government. . 

.• StalE: and local school boards :;hould revise school health education programs 
to inCiude infornlatiOI1 on ETS and its healtheifects. 

• Federal health agencies should compleLe a risk assessment of the 
cardlOvascular effects ofETS. . 

FiscaJ Poliq 

• Economic incentives for smoke-free workplaces should be developed. 

http:hLtp:Ji3.llh.otglara""n.QI
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• Included within this recommendation are such specific proposals as: , 

• Insurers'should be encouraged [0 take into account ~orksite 

smoke-fr~e policies in assessing appropriate premiums for health 

in~urance) business insurance, and workers' compensation 

coverage. 

Summary of 1YIajor Recommendations of the Task Force on 

the Future of the Tobacco Industry and 

Tobacco Control Efforts 

BACKGROUNO 

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 

recomnlendations; (2) acti\~ties to aid those Americans who will be disadvantaged through no fault of 

their own by tobacco control policies; and (3) U.S. activities that can assist in tobacco control 

intema~ionall~1. 

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 
ex.ample, opposing peremption ofState and local standards. Rather than repeating these proposals in tach 
task force summary, these suggested actions are consolidated here: They should be read to be a pan of 
each task force, unless specific circumstances dictate a narrower approach as reflected in the respective 

. task force summary. 

. In the second area., this task force reports that tobacco farmers and farm corrununities are at severe 
economic risk as comprehensive tobacco control policies take effect. .\1ost lunericans consider the 
tobacco fanner to be as much an economic victim as a panicipam in t·he manufacrure of tobacco products 
and support government efforts to help tobacco farmefs find other means of making a livillg. 
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In the thlfd area, this task force focused on the need for intemationailobacco policy to which the U.S. 
could make a substantial contribution. According to the World Health Organization, in the early 1990's, 
tobacco use caused three million deaths a year worldwide; WHO goes on to project that within the next 
twenty to tlulty years. this number will rise to ten million deaths a year, \v1th 70 percent of those deaths 
occurring in developing countries. Many of these deaths and projected deaths can be amibuted to the 
increasingly aggressive marketing efforts of U.S.-based transnational tobacco companies. 

RECOMl\-fENDATIOKS 

Tobacco ComroJ Efforts 

ReguLa.tory Palic}' . 

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

• federal. State, and Local tobacco control regulations shuuld be aggressively 
tnfon.:ed and such enforcement a.ctivilies should be fuUy funded and supported. 



07/11197 09:21 '5'202 ~Ol iJ21--,--- HHS :1SPEiHP 

http:.nnp:ilos9·orSlon:pun.htrnl 

• AU currently available avenues of litigation, both civil and criminal, mu~ 
fully preserved. ' 

• All elements ofFederal, State, and Local tobacco control policies shoul 
euforceable through lawsuits sought by individual citizens. 

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

• Included within this recommendation are such specific proposals 


as: 


• Disclosure ofthe companies' and their affiliates' public relations, 


advenising, promotion, marketing, and political activities. 


• Disclosure of all information inappropriately shielded by an 


assertion of anomf:y-client privilege, 


• Disclosure of all technical and health/safety data (with a 


possible exception for those true trade secrets that the 


companie!: can clearly establish have no health 


implications). 


• Disdosure of all information related to 'marketing, 


including opinion and behavioral research; and the targeting 


ofchildren, womc:n. and racial and ethnic minorities. 


• Disclosure of all documents relating to the effects of 


second-hand smoke. 
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.• A f c:deral oversight board should be established to investigate aU matters 
relating to public health and tobacco products and the tobacco industry. 

I 

• Includ~dwithin this recommendation are such specific proposals 


as: 


• The board should have investigative authorities, including 


subpoen~ power, necessary to investigate all matters regarding 


tobacco policy and public health. 


Research Policy 

• The collection and anaJysis uf comprehensive data on tobacco use, behavior, 
attirudes (at national, regional, state, and locallcvels) should be funded or 
supported. ' 

• Federal agencies and their partners should support programs LO research, 
develop, and disseminate information regarding innovative tntervention!), 
including demonstration projects for implementing effective interventions. 

Fiscal Policy 

• Significant excise taxes (indexed to inflation) should be Lr:":t:oscd upon tobacco 
produ\,;ts, both as a means of reducing consll.mption and itS a means of raising 
revenues as one source of support tor tobacco control actlvities. 
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• Fines, punitive damages, and 01 her fUJ'lm of ftnancial punishment imposed on 
[he tobacco industry and its affiliates should not be recognized as an ordinary 
business expense and should not be tax-deductible or ~riven other special tax 
treatment. 

• Fines collected for failure to meer pen-crmar.ce standards or violations of sales 
;fnd promotion restrictions should be used for t()h~cc() r.()ntrnl :.lrf.i\l;r;..~ 

http:pen-crmar.ce
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• Funding for Federal, State~ and Loca! tobacco control activities (including 
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 effective conduct of such etfons: Panicular emphasis should be placed 
on community programs for racial and ethnic minorities . 

• Future smoking cessation programs and services should be entirely 

i 

finance~ by the tobacco industry., regardless of location of service delivery 

or initial source of payment Individuals and third-parry payors (both 

public and private) should receive full reimbursemenr (or subrogation, as 

appropriate) tor the costs of <111 future smoking cessation programs or 

services~ without restriction on eX1rapolation, aggrega,tion, or other means 

of consolidation. 

Tobacco Fa.rms and Farm Communities 

Public Etlucatinnand Other Public Health Policv 

• A blue-ribbon panel should be established to oversee tobacco growmg, 
manufacturing, and marketing policy. including the history of domestic and 
foreign tobacco purchases, This panel should provide both shon- and long-term 

. i 
strategies for reducing the dependence oftobacco-gromng States and 
communities on tobacco, including recommendations for the provision of 
econqmic development assistance, 
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Fiscal Poli=x 

• An' ecpnomiC assistance and development fund should be 
I 

. 1 	 established (and funded by the tobacco industry) to assist tobacco 

farmers and their communities in developing alternatives to 

. tobacco fanning: Economic conversion funds should also be 
'1 

l 	 provided to assist tobacco manufacturing workers and related non­

farm workers. 


J. 

• Federal price support programs for tobacco should be eliminated. 

International Tobacco Policy 

RegulatorY Policv 

• The U.S. should actively promote tobacco control worldwide . 

.• Included within this recummendation are slIch specific proposals. 
; , 

as: 

• The US. should actively promote the global adoption of 

U.S. domestic tobacco control policies through all appropriate 


intematic.mal activities . 


• The U.S. should suppon the development and implementation of 


tobacco control activities by multilateral organizations. including 




07/11/97 09:22 'Zr202 -101 i321---'­ HHS :I.SPE I HP 
~(\:il!lSh.orwar1;port.nr!n1 

Organization, UNICEF, and the Framework Tobacco Comrol 

Convention . 

.. The US. should support the development and implementation of 

tobacco control activities by non-governmental organizarions 

• The U.S. should support bilareral and multilateral treatles 

making the Framework COBventlOn legally binding on all 

countries; . 

• The US. should remove tobacco products from SeCtion 

301 of the 1974 Trade Act and should prohibit U.S. government 

interference in international activities or the national tobacco. . 

control a~tivities of other countries. 

• The U.S. should SUppOI1 the development ofa non-governmental 

International Tobacco Control Commission. govemedby public 

health leaders. Such a commission would (1) mOnlior 

I 
international control efforts: (2) develop lIniform standards, 

review procedures. and. provide support tor non-governmental 

organizations advocating tobacco contra!; and (3) administer an 

international information exchange of all available tobacco 

Research Policy. 

jndw;~ry 

documents. 

• The U.S. ~hould support international research effort~ to determine the most. 
effective means of preventing the initiation of tobacco use and of smoking 
!":P<:<:::lt 
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Fiscal Policy 

• The US, should provide financial support for international government al and 
non-governmental efforts [Q control tobacco use. 

I 
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Introduction 

A robust, comprehensive and weli funded tobacco research program is essential to guide and 
strengthen nrwpolicies, regulations, and programs suppo~ed 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 adu\ts, and its impact on health, disease and 
quality of life. Of particular urgency is the need for infoximation to inform rapidly df(veloping. . 
federal and state policies and programs of the science andi'evidence-based findings. As new 
resources for tobacco control become available ,from HHS agencies, state governments, and 
possibly the ~obacco industry,research must guide their u~e. 

I. 	 ANALYSIS OF APPLICABLK SETTLEMENT PROVISIONS 

. 	 ' I 

A. 	 Funds Available. The proposed settlementconta~ns four potential funding sources that 
could be utilized for health-Itobacco-related researth: , I' 	 , 

I'. 	 , l 

1) Redtictionin Tobacco Usage. $125 million (years 1-3)and $225 million annually 
there~fter would be allocated by HHS to activities 'designedto reduce tobacCo use. 
AllO\yableexpenditu.res would include: ' 

.. 	 "research into and development and public disse~ination oftecl1l1ologies 
and. methods to reduce the risk of drPc::ndence and injury from tobacco 
product...usage and exposure; and ! ' 

.. 	 "identification, testing and evaluati?n of the health effects of both tobacco 
and non-tobacco constituents of tobacco products." , 

" i" ...' 	 i"' ' "." 
2)Ptevention/Cessation Research, $100 million annually to fund research and the 
, develppmentof methods for how to discourage individuals from starting to use tobacco 
and hpw to help individuals to quit using tobacco. ! ' " : ' 

, 	 I 
, • 	 • 1 

3) Tobacco Use Cessation Trust Fund. $1 ,billi9nin years 1-4 and $1.5 billion . 
thereafter paid into a trust fund to be used to assist individuals who want to quit using 
tobacto to do so. Trust fund does not currently allow funds to 'conduct cessation or 
evalu1:ttion research. ."',,' :';" , ", 

I ' 

I 
4) Public Health Trust Fund. $25 billion trust fund is established with funding 
accruing at an increasing rate of $2.5 billion per ye

1

ar for eight years. Funds are to be used 
for "t6bacco-related medical research" as determin~d by a Presidential Commission "to 
include representatives of the public health comniunity, Attorrieys General, Castano 

i d th "1attorn:eys an 0 ers. , 	 i' . . 

i 
, ' 	 I, 

B. 	 'Key Questions to Be Addressed and Areas forPiotentialModification of Settlement 
I " 
I' ',. i 

1) Defining "Tobacco-related Research." There: is a concern that tobacco-related 
research (TRR) identified in the proposed Settlement is inadequately defined. Tobacco- . 

, , 	 'I 
, : 

I 

I 



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, detenninants, and consequences of ~obacco use and exposure to tobacco 
smoke; 2) the components of tobacco products that promote addiction and disease 
(including their molecular and genetic effects); ~) the efficacy and effectiveness of 
interventions designed to prevent initiation,promote cessation, and protect nonsmokers; 
and 4) ways to improve treatment for persons suffering from nicotine addiction and the 
diseases caused by tobacco u~e. 

2) Mechanisms for Decisionm~king, Investment and Priority Setting, 
Administration. Significant issues surround the iPublic Health Trust Fund governing 
structure. Including using the Trust Fund as a mechanism for allocating health research 
funds. ' 

.. 	 The composition of the board is an issue, including defining the appropriate role 
of the State Attorney Generals and Castano attorneys with regard to the allocation 
ofresearch funds. 

.. There is a need to 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 strt:tams for different research areas--if one 
area ofresearch was shut down or de-emphasized, it should not effect other areas 
funded through the Trust Fund. 

, 
I 

.. 	 Consider issues to protect against supplantation. It is critical that additional 
funding not be allocated to th'e general NIH research base and instead be 
earmarked for specific program areas. A truly comprehensive tobacco control 
research portfolio will contribute to real re,ductions in tobacco use only if it is 
linked closely to ongoing and expand(fd intervention programs and the findings of 
cutting edge biomedical research. . 

. . 	 . 

.. 	 Productive partnerships with public and prjvate 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 developing more effective delivery mechanisms for 
cessation serviCes. 

I 
3) M.aintenance 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 

. 	 I 
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I 

i 
appropriation to the NIH, AHCPR or agencies engaged in tobacco-related research. 

, 	 " ' 

, 	 i 
I 	 1 ,. 

:,4) Relationship between Tobacco UseCessation!Trust Fund and Public Health 
,Trust Fund. It is unclear what, if any, relationship exists between the Cessation and 
Public Health Trust Funds. j 

','. 	 . . 
II. ' BASELINE: CURRENTLY AVAILABLE SEHIVICES AND ACTIVITIES 

i ." 	 I ' , 
. . 	 i ' 

[placeholder:;NIH with CDC provide summary of baseline data] 
i· 	 J 

> 	 , ' 

[NIH suggest~ a narrative descriptions, ofcurrent research ~fforts (see Appendix) rather than the ' 
following catFgOrization which would necessitate "thearbiirary categoriZation of literally , 
hundreds of grants," but that the categories are appropriate; for Section III] 

, I ". 	 • ,! ;, , 
Use workgroup framework: 	 . : 
A. Basic: ' 

I 

1) Biomedical 

, 2) Clinical ;' 


3) Behavioral: 

I 

1 

B. Applied: 
.. 	 1) Health SerVices , 

2) Public Health & COminunity 
3) SurveillancelEpidemiological 
4) Behavioraf 

i 

Price Elasticity (Appendix ?): From the literature on the pHce elasticities of cigarettes this 
. • I, 	 ~. , 

review, the following conservative estimates ofprice elasticities by age group for cigarettes are 
shown in the table'below. The summarized results are qUi'te robust across studies: 

~ ..' 	 , 

1 

Age ,Group , Total Elasticity Smoking Rate Quantity per Smoker 
12-19 -1.2 -0.70 -0.50 
2Q-:25 -0.90 -1).55 -0.35 
26-35 -0.45 -0.25 -0.20 
3&,-74 -0.40 -0.20' -0.20 

i 	 i 

Based on thd~ studies, the rate of smoking may be distinghishedfrom the quantity of cigarettes 
consumed by 'smokers. For.,youth smoking rates the reductions result from decisions not to start 
smoking (redl;lced initiation rates), while with adult smokers the reductions are due to decisions 

, 'to quit smokiriR (quit rates).] " 	 I' 

III. GAPS AND NEEDS 
i 
I 

j 
.. I 

1 

I 
! 5 

"I 
I 
I
i, 
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A. Basic R~search 

1) Biomedical: Including carcinogenesis, pharmJcology of addi¢tion, molecular biology, 
genetics. ! 

2) Clinical: Including (both behavioral & pharmacological) diagnosis, and prevention, 
treatment, rehabilitation tobacco-related disease,: 

3) Behavioral: Including animal studies (crossesiover to applied research), substance 
abuse, other areas linked to tobacco use (sexual abuse). 

, 	 ! 

Examples of basic research needs:, , 

... 	 Basic research on product and ingredients; not only nicotine, but other harmful effects of 
product in ways that may not be obvious. 

... 	 Assessing the health effects of cigar use among youth and adults; , 

... . 	 Biological processe~ of tobacco-related disease;' ; 

... 	 Genetic predictors ofnicotine addiction and genet'icmarkers of diseases caused by
I·, 	 I 

tobacco; and 	 'I 
, 	 . . I 

. Ways to improve the prevention, diagnosis, and tr~atment of diseases and disorders 
caused by tobacco. 
Research on the impact ofdeveloping less hazardous tobacco products; has this and 

,would this ultimately benefit public health? (For example, "light" cigarettes ma'y have 
actually kept people in the market, increasing pre~alence of disease and death.) Crosses 
over ;to behavioral and epidemiological research. 

B. Applied iResearch 
, 

1. Health Services: Including patterns of use (ar~ people getting cessation), access, 
reimbursement, delivery, patient compliance, implied implementation in health care 
systems, recidivism in programs, cost and cost effectiveness, and treatment guidelines. 

1 

, 
I 

2. Public Health & Community: Including research and evaluation ofpublic & private 
policy, community & state programs and laws, fi~ld programs, impact ofenforcement, 
and role ofcommunity agencies in affecting adver;tising policy norms. ' 

3. SurveiIlancelEpidemiological: Including population-based studies of patterns and 
determinants oftobacco 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); 

. . 	 I 

studies of the prevalence of policies and legislation regarding tobacco-use; and studies of 
tobacco use as a risk factor for disease and addicti~m.. 

I 

I 
I,' 
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4. ~ehavioral:social processes and modeling, dpvelopmental ri,sk factors (e.g., prenatal 
exposures), animal studies, .research on addiction and craving, effects ofpricing 
(beh~vioral economics), health behavior and attitude, pre-disposal, determinants of 
initiation, community, behavioral interv.ention, studies of nicotine as a "gateway", 
prevention, and effect on special populations. ' 

, 	 ' 

Examples of applied research needs: 

.. 	 Morlitoring of product and ingredients, includingcicotine, but other harmful effects of 
product, including ETS. 

.. 	 Tobacco industry "culture change." 

.. . State and community program implementation; cl,ean indoor air laws, excise tax 
increases, advertising restrictions, youth access r~strictions. 

.. Product and ingredient monitoring. I 

.. 	 Indttstry product marketing and distribution practices (and changes) as a result of 
differences (and changes) in Federal and state exCise taxes. 

.. 	 Effi<;:,acy ofcurrent and planned control efforts & enforcement efforts. 

.. Ne~, proposed, and future regulations, e.g., reducing nicotine content of cigarettes; 
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 delivery of 
tobacco cessation programs. 

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

.. Studies of women to establish differential price el,asticities for men andwomen. 

.. Estimates for the effect of introduction oflower pncedgeneric brands oftobacco in the 
marketplace following a tax increase I 

IV. 	 OPTIONS FOR SETTLEMENT IMPLEMENTATION AND SPENDING 
, 

A. 	 Prio'rities. Consideration of areas for research fuftded 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 knowl~dge base which would: 

.. reduce tobacco use, and 


.. reduce the burden ofdisease on society caused by tobacco use. 


[placeholder: workgroup to consider Robert Wood Johnson (RWl) portfolio: RWJ's . 
, 	 .' I 

research portfolio currently includes 42 funded projects (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 fIealth and Community, Behavioral, 
Health Services Research, and Surveillance and Epidemiolpgy.] 
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, , 	 I, 

1 " 	 i 
I 	 : I

I ' 

In adaition, there will be a important need for eval~ation ofthe Settlement, e.g., impact of 
warning labels, litigation, penalties, etc. An overal) evaluation would be very complex. 
i' , "" 1,' , 	 , 

,B. 	 Funding Strategy. Consideration should be give~ to the principle which would provide 
halfof the available funding for basic researchanq the other half for applied research,as 
defined elsewhere in this document [Need more qiscussion on logic.], ' 

I 

[plac~liolder: other principles?: research Which c~ntribu~es to improving the 
effectiveness of state and local tobacco control programs and their components; 
l' 	 :. > 

I 
1 

" 	 l v. ' 	 SUFFICIENCY OF SETTLEMENT FUNDIN(; 
lj ' 

In consider~tion of the serious nee4s and gaps in curr~nt re~earch efforts, the funding level 
is inadequate. ' : ' 

, 	 - , 

One approach is to view the funding for research commen,slltate with the toll that tobacco -related 
disease.plac~s on the disease burden ofihe American people. Tobacco-related disease represents 
a major bUrden on the NIH research agenda. A settlement withtl:le tobacco industry should 
provide NIH: with an annual supplemental payment corrun'ensurate with that burden. ' 

: " ' ..; , 

I i' 
The National Cancer Institute,currently spends only $70 Jillion of its $2 billion annual 

I ,_ 	 ,,' ­

appropriation for tobacco-related medical research. Yet tobacco use is responsible for 30 percent 
,of the cance~ incidence, one-third ofcarcliovascu'lar disea~edeaths and 90 percent ,of chronic 

ob~tructive Bulmonary ,disease. Science continuesto identify additional diseases (SIDS, low­

birth weight babies, miscarriage, and birth defects such as'cIeft lip and palate, and periodontal 

disease) where tobacco use is implicated. "
I 

Given the magnitude of tobacco 'use as Ii public health pro,blem, the many new programs and 
regulations proposed 'in the settlement, and, the scientific qpportunities we know eXist, , 
consideration should be given to a more appropriate budget "supplement" fortobacco related 
health researth should be in the rang~ of$24 billionannQally. These funds should be iri' 
addition to ~hatever funds are allocated to tobacco cessatIon programs. 
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VI. 	 APPROACHES FOR FLOW OF SETTLEMKNT FUNDING/OTHER FUNDING 
ME(fHANISMS 

'1,[placeholder: 50/50 split discussion] 	
I 
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Consideration .should be given to usirig ~ existing Congr~ssionally' established mechanism such 
as the existin,g NIH National Foundation for Biomedical Research, or the establishment of a new 
entity ,modeled after the Department of Defense's Jacksort Foundation. " , 
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Appendix (?) 

Analysis of Tobacco Price Elasticity Research 

From the literature on the.price elasticities of cigarettes this review, the following conservative 
estimates ofprice elasticities by age group for cigarettes are shown in the table 'below. The 
summarized results are quite robust across studies: 

Age Group Total Elasticity Smo~ing Rate Q.uantityper Smoker 
12-19 -1.2 -0.70 -0.50 
20-25 -0.90 -0.55 -0.35 
26-35 -0.45 ~0.25 -0.20 
36-74 -0.40 ~0.20 -0.20 

Based on the~e studies, the rate of smoking may be distin&uished from the quantity ofcigarettes 
consumed by smokers. For youth smoking rates the redu~tions result from decisions not to start 
smoking (reduced initiation rates), while with 'adult smokers the reductions are due to decisions 
to quit smoking (quit rates) . 

. For smokele~s tobacco, the price elasticity for those in high school is -0.60 ( -0.40 for smoking 
rate and -0.70 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 percentage 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 ofincreases in the CPI. Overall,the percentage 

increaSe in tobacco prices due to tobacco taxes will likely diminish over time,with 

result;ant db,ninished effects in the projected elasticities .. 


.. 	 Short~term effects (within 1 year) differ from long.:.term effects (within 3 years). When 

the incr~ase in price is long-term, the elasticity is found to be greater. For example, for 

adul~, the elasticity in the first year following a t~ increaseis -0.30, but after 3 years 

the el,asticity increases to -0.60. 


Educ~tion and/or income appear to impact elasticities. Those with higher 
education/income are unresponsive to price, while;those with lower education/income are 
more:responsive to price ( -0.60).: 



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

.. 	 The studies establish that price differentials betwe~n a state ~d neighboring states may 
be an important detenninant ofdemand. 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 ~tudies do not provide estimates for the effect; ofintroduction oflower ,priced generic 
brands of tobacco in the marketplace following a t,ax increase. 

, 

As a final note, there is evidence that the tobacco industrY has been creative in rooucing the 
impact ofm~dated pric:e 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, e~pecially as to long-tenn effects. Related res~arch and modeling have been 
perfonned in the area of alcohol pricing and elasticity which supports these conclusions. This , . 
research has 'Shown that.projected price effects over time }yere overstated,and significant 
reductions iri effects had to be factored for the model to successfully project historical patterns. 
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'NIH Plans for the Public Health Trust Fund 
, ! 
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for Research on Tobacco Use and To~acco-Related Disease 
I 
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CESSATION/EDUCATION MEETING - JULY 9 

CESSATION 

Question~ 

. 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 
- (V'Ie can also create demand by going after employers who buy coverage 
- by educating, we don't risk supplanting curtent state or private 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 ito actually cure them?) 
- :-ve may want to expand Medicaid or Medic~re to cover cessation, but need to 

do cost #'s ' 

How much does it cost to quit? 
- there was a number quoted for nicotine repl~cement cigarettes as $65 a month 
- still looking for more #'s-~..J" 

. : , 
Does cessation work? 

- ~he approximate success rate of cessation programs is 10 percent 
- if we spend on research first. .. we may get rhore in return 
- Access to cessation programs does not equa~ 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 prJgrams? 
- they are comprehensive ... we got.some info from Mass today via fax 

What about Youth Cessation? 
- it is presently rare and there is a definite need for it 

tough to study because tough to get teens into labs 
,- addiction looks similar to adult addiction aft~r 2-3 years 

treatment methods for kids should be differ~nt (group therapy no good) 
school based education mixed w/ cessation may work . 

POSSIBLE 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 

. ( 
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researching how to effectively stop smoking, and maybe transfer'that money to implementing 
I ' 

the programs once we determine what's best. 

EDUCATION 

, 
ASSIST (Mark 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 w'ould cost at-least $600 million 

2- Campaign management national, state, and local should all work together 
may be easier to buy media nationwide (kids may repond better to this too) 

- follow up and drive it home with local events & schools, etc. 
,schools, media, community all complemen~ each other 

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