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REMARKS BY [llER B. STAATS 
CCIf'TROllER GENERAl OF 1l!E LIUTED STATES 

AT lliE ANNUAL MEETING OF 
THE INSTITUTE OF MEDICINE 

NATIONAL ACADEMY OF SCIENCES 
WASHINGTON. D.C. 
OCTOBER 28, 1976 

FEDERAL POliCIES FOR REGULATING CARCI~[NIC COMPOUNDS 

In recent yeal"S. the General Accounting Office hIlS placed ll1Creasl!d 

IIIPtwlsh on evaluating the effKt1v~ss of Federal program and suggesting 

Wl)'S In which thes/: program can be .ade IIIOII"'e cost-effective . This does 

not mean that we have lost our Interest In the flnancl.l aspects of these 

progrllllS nor In the ecOllOa\1 and efficiency with which these programs are 

.anaged. It sl~ly .eans that we are attemptfng to carry out the Intent 

of the Congress In legislation enacted In 1970 and expanded upon In 197. 

to fulfill GAD's long-standing .. ndate to analyze the costs and benefits 

of Feder.l progra.s. 

~e In GAO ,Iso have I unique opportunlty--becluse of our central l ocation 

in ttl! legislative branch--to elll.rnine program whose illlpact or responsibi1lly 

is vested in several Federal agencies. Federal health care and health 

research program are excellent exa~ples. OUr discussion today centers 

upon I GAO report of June 16 entitled "Federal Efforts to Protect the Public 

Fro. cancer causing Cl'Ielllicals Are Not Very Effective." 

The buic reason for ttl! conclusion stated 1n this r eport was that 

so. cllellfcals which are known to produce cancer are not regulated at all 

Ind that the Federal Government, through t~ seven agencies charged with 

some phase of regulation. does not have unHonn pol1cies. 



Chemicals found fn our envfronment--tne afr and water. our food, our 

workplaces, cigarettes. and other tobacco products--are .evidently responsible 

fo~ a considerable portion of t~ cancer cases re?Qrted in this country. 

There hdve been estimates that up to 90 percent of cancer is caused by 

environmental factors . 

We. as Individuals, can exert very little control over our exposure 

to environmental conumlnants. We have little choice but to breathe our 

city's air or drln~ the water piped into our holes . Some exposures such 

as drinking al coholic beverages and UIOklng are largely 'IOluntary at their 

outset. although I should note that the voluntary initial exposure is often 

condi tioned by soc ial pressures. When and if addiction occurs. it would be 

difficult to call further exposure ·voluntary.-

Most exposures seen to be ~ ~ixture of voluntary and Involuntary, 

although t~~ involuntary aspects of the exposure seem to clearly predominate . 

For instance. there has been discussion recently of possible links between 

cancer and diet. ptrticularly high-fat diet. Certainly you can exercise 

control over your diet. even to the extent. as some have, of becoming a 

vegetarian . But in a society seemh'lgly dediCAted to consUIIIIlng large qlh'n

tities of red meat. control is difficult . 

Since we can exert only 1f~lted control over the envfrollllE!ntal contallll

nants In our daily lives. It Is important that the Federal agencies empowered 

to protect us from exposure to hannful cheMicals have rational and efficient 

programs for research and regulation . The topic of lIlY talk this afternoon 

15 basically the tftle of the recent GAO report ~ .. hich dealt broadly with 

th15 probl em . 
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in our report, we concentrated on Involuntary exp~5ure of humans 

to envlronm.n131 factors, ~~klng only passing reference tn the role of 

sochl and Individual I'Iabfts In cancer causation . Thh .dternoon. I 

will dhcuss federal cancer research and regulatory policy and federal 

polities on tohacco as they relate to nealth. highlighting the ffndl ngs 

fl'Oll oar report on these subjects . 

The principal authority for Identifying and/or regulating cancer · 

causing ch~lcals or the products fn which they appear Is centered In seven 

Federa' .gencl es. 

The Natton.l ca ncer Institute sponso" 1II05t of t he Goverrftnt's 

research on cancer's cause and prevention; the Nati onal Institute of 

Envlro'Jllental Health Sciences. the Natf onll l Ins tHute for OccupatlonD l 

Safely and Health. and so.e regulatory .gencles .1so conduct or sponsor such 

r-esearch . Tile Environmental Protect ion Agency Is responsible for clean 

air and Wolter and safe pesticides; the Occupation.l Safety and Health 

Ao.lnlstratlon sets ft nd enforces standards to protect workers from safety 

and ~lth lwlzards. including hazardous chelnica ls. in workplacf'S; t he 

Food and Drug Administration Is rcsponslble for the safety of foods. food 

and color additives. drugs. medical dev ices. and cosmeti cs; and the Consumer 

Product Safety Commission has jurisdiction over every consumer product not 

cove~ by any other agency. except those products speci fi cally excluded 

by the Consumer Product safety Act . ---
Several sources indicate that almost 2 1II111ion chemical ct:OlPOunds ell:ist 

today and that about 250.000 new cClqlOunds are created annually. About 300 

to SOO new c~unds. some of which may be carclnogenk. get into the enlvron. 

llenl and Into col!nW!rc1a1 use each year , and for most of them t here Is no 
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Federa l authority requiring that they be proven sa fe before significant 

human e~PDsure occurs through use or marketing. 

For the Government. ease of regula~ion of chemical carcinogens 

depends on where the burden of proof as t o the safety of chemicals lies . 

That 16 . mus t the manufacturer prove that a chemical is safe before the 

chemical can be used or mar~eted, or must the Government prove lack of 

~afety after the chemi cal is alre~dy in use? 

The recently tnacted Toxi c Substances COntrol Act gives the Environ

mental Prot ection Agency the authority to requi re that chemical manufacturers 

test products that may pose an unreasonable risk to human health or the 

er,vironment. Companies planning to produce a new chemi ca l or to market an 

existing substance 10r a new purpose now have to notify EPA 90 days in 

advance. giving the agency a chance to hold up marketing while more testing 

Is being done or even to ban a chemical i n an extreme case. 

The act does not apply to foods, food and color additives, drugs. or 

pesticides all of which are already regulated and require pre-market clearance 

by the Government. 

In our June 16 report we reconrnended a coordinated and unlfonn Federal 

poli cy to deal with the unresolved scientific issues. whi ch. in our opinion. 

have hampered roore effective regula t ion and research efforts. Amol'!g these 

unresolved Issues are the following: 

--Which chemica l s should be tested? 

--How should tests be conducted? 

--How should test results be evaluated? 

--What do animal t~sts mean for humans? 
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Although the F.edera1 agencies, in their cOlll1ll'nts on our report. 

agreed that a unlfoT'll Federal policy was needed, they did not agree on 

which a!lency should develop It. We recnrm'lended that the Director of the 

Cancer Institute be given that responsibility because of the authority 

vested, in Mm by the Natlona' Cancer Act of 1971 . Section 407 of the act 

requires that the cancer Institute di rector develop a ca ncer research 

program that would be coordinated ."ith related programs of other research 

institutes and other Federa l and non-Federal progrllJlS . 

We did not intend that Ne! un1laterally set regulatory policies 

or policies for other research agencies. However, we did Intend that 

Nel be the focal point for seeing that a unlfonn polfcy is established 

and that Nel .ore actively coordinate all Federal polic1 es dealing ."ith 

carcinogens so that these policies reflect the l etest scientific advances 

and afford .ui_ protection to the publfc . 

We believe that the IJIItters I .,,111 touch on th is afternoon--the 

question of what is tested, how the tests are perfornlell, and how the 

results are e\'aluated--lIIIIst be addressed and agreed upon by all agencfes. 

Regulation of carcinogens would proceed more smoothly and rationally if 

Federal agencies had unifol'1ll test guidelines and procedures for t.etenntn i~g 

Whether a tested chemical is a carcinogen. We believe that these issues 

are alllOng the IIIOst iqKlrtant that JlUs t be resolved by a coordinated Federal 

polit,)' on chemical carcinogens. 

SEUCTIOO cr CHEMICALS FOR TESTIIlG 

Because the Gover~nent has the burden of proving ."hether ~r not 

_ny of the dletLfcals In our envlroment are carcfnogenic. it IlUst use 

its limited testing resources ."is. ly. Thh mea ns that strict criterh 
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I'IUst be used in se"lecting cllemlcals for testing. The Cancer In~titute 

flO now considering prod~tion and public exposure data., i n addition to 

chemical structure. when selecting chemfc~ls for its testing program. 

The Cancer Institute flO the only Federal agency that routinely 

t es ts large nurrbers of chemicals for their cancer-causing potential . 

These tests have short-tel"'l!l Inlpact on regUlatory decisiortnaklng by such 

agencies as FOA and EPA . How::!ver, the prinCipa l function of the Cancer 

Institute is to determine w~ certain chemicals cause cancer, and how 

we can inter~ene In the process of carcinogenesis. 

It thus becomes nec~ssary to segregate for polley purposes and for 

our discussion today the testing of chemicals for regulatory purposes 

f rom the study of chemicals as part of a basic resench program on tile 

mechanisms of chemical carcinogenes is. 

ANIMAL TESTING 

Because testing suspected chemicals on humans is neither ethical 

nor practical. scientists use animals. Animal tes ting takes from 3 to 

4 years from start to finish and now costs from $150.000 to $205,000 for 

each chemical. EMperlence indicates that chemi cals that are carcinogenic 

':1 animals are also carcinogenic in people, and vice versa. The way a 

test Is designed--the number of animals used. dose levels, the length 

of the test . and other laborat ory conditions--ca n di rectly affect the 

I'alidity of the results and their value to regulatory agencies. 

The Cancer Institute has developed standard tes ting guidelines which 

COfllTl(:rchl labs under Its contract foll ow ..... hen conducti ng animal tests, 

in5tltute officials hope that these guidelines. issued In January 1975, 

will (1) ma ke research results more easily comparabl e au';'; more applicable 

to h~ns, (2) increase the test~ ' sens i t ivi ty, ~nd (3) provi de better data 
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for regulatory agency decisionmaking. Unfortunately. however. the 

regulatory agencies have not agreed on a set of standards. or mini~ 

guidelines. for testing suspected carcinogenic chemicals. Cancer 

InstItute officials believe that tests conducted according to their 

gutdeli~s will provide an adequtte scientific base (OT regulatory 

actions. but apparently regulatory agencies are not as confident 8S the . 
Cancer Institute. 

EXTRAPQLATlNG RESULTS 

one Of the most critIcal problems In regulatIng carcInogens Is try1ng 

to predict the human risk of relatiVely low exposures to chemicals solely 

on the basis of the results of anlR'l/ll tests. 

Historically. toxicologi sts have applfeu ·safety factors· to animal 

test results and have assumed that an aniR'l/ll's reaction would not differ 

from a person's reaction by more than that factor. Application of safety 

flctors I'Ias been predicated on a disease meeting the foll()l;ing three 

conditions: 

--The disease process is reversible; 

--A safety threshold exists; and 

--The chemical Is acutely toxic. 

Unfortunately. these conditions do not hold f"r cancer. The cancer process 

seems to be irreversible. no safety thre~hold for a carcinogen can be 

measured. and cancer Is a disease which often occurs after chronic- exposure 

to low '.v,l$ of I chemlcll. with d;$,a5' b,coming Ipparent many years after 

exposure to the chemical occurred. 

The appltcationof "safety factors" to carcinogens is. therefore, not 

consistent with the scientific understanding of the carcinogenic process. 

Host scientists ol gree that a chemical that causes ca ncer in animah 

is a potential cancer hazard for humans . IiDst scientists al so agree loI i t h 

the Director of the Ilatlonal Cancer Institute that "there is no practict l 
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scientific method to prove eAperimcnt~l1y the s,," fety of an,)' level of e){posure 

to a carcinogen. " Thus, IIny chemical that causes car,cer h animals is 

preslned to be a potential cauSI! of cancer In hl.lllans, reo}ardless of the level 

of human exposure. 

FACTORS OT~ER THAN PUBLIC HEALTH 

In SOllie cases. however, laws require that regulatory agencies 

take- Into account fa ctors ot~er than the cl:l rci nogen l c ris~s of a 

chemical when decid ing whether or how to regulate the che~f cal . 

If regulatory agencies took only sci entific hctors fnto 

account when deciding how or whether t o control human t){posure to 

ca rci nogens , given current SCientific knowl edge , demonstration that 

a chemical ca uses cancer In animals would be sufficient for them t o 

set a zero e){posure leve l t o the chemical for humans; this would 

effectively ban many widely-used chemicals and would als o pose 

proble~ for marketing uf food-stuffs which have become Inadvertantly 

contaminated with persis tent pesticides such as Dieldrin or natural 

carc inogenic substances such as aflatoxlns. 

There are rare pieces of legislation, such as the Delaney 

Clause of the Food , Orug, and Cosmet ic Act, which require thllt a 

chemica l be banned (or human use once It has been shown, by 

"appropriate" tests, to cause cancer In animals. ~re comnonly . 

however, laws require regul atory agencies to weigh hea l t h risks 

against the soc ial, economic, and other possible benefit s of a 

chemica l for which regulation is being conSidered. Therefore, 

declsfonmakfng by regu'atory agencies on carcinogens usually 

Involves both scientific and non -scienti fic data. 

For Instance, the Fede ral Envi ron mental Pesticide Control Act 

of 1972 defines a pesticide's "unrea soMble adverse effects on the 

environment " as ~any unreasonable risk to man or the envi ronment. 
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tatlng Into account the economic. soci al, and e1vlronnenta l costs 

and benefits of the use ~f any pestlclde. - This leg i,slatlve 

language calls for balanclr.g the ri sk of cancer against such factors 

as crop yield and quality, and the cost of producing a crop without 

resorting to the pesticide In questi on. 

In early 1975 , the Office of Ma nagement and Budget required 

executive branch agencfes··lncluding FDA and OSHA··to prepare Infl ationary 

Impact statements for any proposed regulatory acti on. 

When Federal agenci es tate Int~ account factors other than scientific 

data when regulating carcl nogells, such non-scientif ic factors should be 

clea rly Identified In the publ1 c records of the regulatiOfl. Ind should 

not ':-e confused with scient ifi c data. Further, It Is neces sary to 

avoid attributing a regulatory decision to a scientific data when t he 

decision Is really based on non-- scf entlf1 c data. It Is flllOortant that 

rlst-beneflt balanc ing show the f ~ilc t on public he~lth of regul.tin9--

or not regulatlng··a che~lcal. IS wel l as the Impact of the regulation 

on the balance sheets of an Industry or the pay envelopes of a group of 

wo·rkers or cos u to the conSlSoler. 

REPORT CONCLUSIONS 

Our report concl uded that the publi c has been exposed to carcino

geni c chemi ca ls such as asbestos and benzidine. In addition, new 

chSllcals Irotlfch NY be carcinogenic are entering the envlrornent 

because In some cases p~rket testing Is insuffi cient or lacking 

For example. Indirect food additives. such as packiginr, r.aterials, 

which ~i9rate to the food In a~nts of l ess thin one or two parts per 

IIIl1110n. do not always receive the long· tel"'IIl tests which cancer expe rts 

agree are necessary to detennlne a chemical's carcinogenicity. 
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Even If all ·ch('lfIlcals receive long-term tests, Federal . gencl es 

have problems accepting t he results of those tests and applying t.hetn 

to peop le because the agencies do not have mlnl mun test guidelines 

for determining a che~lcal's carcinogenicity or scie ntific pr incipl es 

to IIelp the agencies apply animal test results to humans . 

As • result of these probl~, SOf~ carcinogeni c ch~lcals a~e 

not regulated at all, wl'ltle others receive inconsistent regulation. 

A unlfonn Federal polley on how to Ident ify end regulate chemical 

carcinogens Is needed. Some of t he Issues whi ch we bel ieve should 

be Included In such a po l ~cy are the 

--chemicals that should be tested, 

--test guldel1nes t hat should be fo11owed, 

--procedures that should be used for evaluallng test results, and 

--factors other than public hea lth whi ch should be considered. 

New I would like to deal with some !Jf the policy Issues that 

surround the Sl:"ICI kl ng-dlsease controversy. We have already heard 

this afternoon of the scientific evidence linking smoking and Illness , 

and of the Cancer Institute's t!fforts to develop a less hazardOUS 

cigarette . To tr.'phaslze the smoking-lung cancer connec t i on , let lit 

repeat t he concl usion of the 1974 Surgeon General's report on th~ 

h('alth consequences of smoking: ~Recent epidemiological evidence 

confirms that clgaret·e smoking I~ the ~jor cause of lung canc~r for 

both ~n and women.~ 
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We have also heard that the psychol ogical aspects of smoking 

are being Iovestlgated to find out why oeople sl!JOke. ' n add1tIOl'l, 

sclen . lsts are exp loring the physi ology of smoking to learn about 

any biochemi cal dependence smokers may develop . 

• The federal role for dealingMth so·called voluntary carci nogens 

other tm," tobacco has general ly been 111111ted to research aod edu:ilt lon. 

HOIo/'tver, the Federal role 10 dea li ng with tobacco ust! has been much 

IIOre coq:Ilex. I would like to briefly review that role now , touching 

01'1 the economics of t obacco use and regulation, some of the factors t ha t 

brought 11\ to where we Ire today In tobacco regulation , and SOl:lt 

possibl e avenues that tObacco regulation can follow in the future . 

I wll1 not be offeri ng any answers to tl." .. ffflcult policy 

problelllS that have surrounded this Issue for so IIIIIOY yea rs. Rather. 

I would hope to stl mul.te both a broader view of the problem and more focus 

on specific areas In whi ch t o concentrate future research and decision

lIaklng. 

The Federal Government Is Involved In encouraging as well as 

restrlct~ng to!:lacco use. Merlcan tobacco gr~rs have had , in one 

fonn or another, price-support and production-control progralllS since 

such programs were first authorized by the Ag r icultural Adjustr:len t Ac t 

of 1933. 

Cigarette manufacturing Is concentrlted In six c~Bnl(!s t hat 

account for ove r 99 percent of the total U.S. production. As early 

as 19S1, hQl."ev(! r. these companies began explori ng the benefits of 
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product diversifi cation , and by 1973 non t Obacco s~les for these fi nm~ 

ranged from 18 to 60 percent I)f t ' t~l sa·, es . 

Federal and State t obacco taKes bring in about $6 billion annua lly 

and now amount to about half of the ~onsl.l!aer price for cigarettes . 

Interestingly enough, while e\'e ry State taKes cigarettes, as of l~st 

yea!" only 19 States ta~ed uther t obacco products. 

E~ports have aiso contributed to the economic i mportance of 

tobacco. Since 1954 the Federal GovernlTent has deve loped several 

pro9ra~ to aid toba.co e~ports, Including Food for Peace. 

HISTORY OF TOBAtCO REGUlATION 

Early re9ulation of tobacco was related to ~Isle~di ng advertising, 

In the early 1950's medlc .. l evidenCe b~ gan linking sn;oklng and disease. 

Medi cal e~perts e~pected the publ ic to heed the available evidenc~ 

and 9ive up smoking. Instead , the publlc taste switched from reguler 

cigarettes to the new f11ter·tlps, which tobacco C"OIIlIany advertising 

claimed could rt'duce the smoker's expoSlIre to t~r and nicotine. 

After a series of give· and-take sessions between Industry aflU 

govern!11l.'nt, th is foron of unsubstantiated advertising was voluntarily 

withdrawn. Governr.-en t efforts then shifted from the lrllth-fn·advertfslng 

approach to a ~re active c ~~aign to protect publ ic he~ lth . The 

Federal Trade t orrrnts s ion proposed regulatin9 cigarette label ing In 1964. 

However, the Cong ress en<lc ted the federa l Cig~rette Labeling and 

Ad¥e rt ls1ng Act of 1965, preeopting fT:'s efforts. 

Actually, l e91s1atlon had been introduced as early as 1955 which 

would ha¥e regulated tObacco labeling of contents; but up to now , the 
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Government has p~ssed only tile 1965 Act , tile Public Hea lth Cigarette 

Smoking Act of 1970 wllich banned cigarette advertlsi~ on radio and 

t~levl sion , and tile little Cigar Act of 1973 wh i ch made l1ttlr c jg~rs 

subj ect t o the sare advertis ing restrictions as cigarettes. 

FtJTURE TOBACCO P.EGlA..ATImi 

Obviously, the key Issue In di scuss ion of future tobacco re9ula tl on 

should be : It ow far should the Governr.1ent 90 to protect any individual's 

health. The need for cancer r!search such as I discussed earlier does 

not Seetll to be involved In the controversy. In fact, both the industry 

ond the Government seem conQl tted to supporting further research Into 

the connection between tobacco and disease. 

Public education efforts, Including the warnings on labels and 

the ban on radio and t elevision advertisi ng, have apparently been 

unsuccessful. It has been suggested that the po1f cYN~ers 'IIho favored 

this ~pproach sl~~ly mIsunderstood the attractiveness and pleaSure 

of smoking. 

In any event, the antl.smoklng lobby 'IIants the Gove rnment to be 

~re Involved In tobacco regulation by restricting tObacco's use 

or control11ng t he contents of cigarett es. l et I'll! restate some poss ible 

'IIays that the Govern~nt can regulate t obacco. 

1. The Congress could ma ke Government policy mare consis tent 

by el1 l:1l natl ng tobacco progral!S for grQlo;ers , protective hrfffs , and 

export subsidies. In t ills clSe , how!.'ver, tile Goverlftnt II':Vst consider 

Its own economic 5ta'e, especially In the balance of payment s area . 

• 13 -



T~e Congress could also make Its pol ley more cons i stent by cllmlnat l n~ 

Ule laws on hbel1ng and ad~ertls lnJ, thereby relllO~lng IM rketlng 
• 

restri ctions. 

2. The tar and nicotine content of cigarettes could be l imited 

to M.accepl.ble- lt~els. Senator Moss has Introduced a bill which 

would require t he Federal Trade Commiss i on to do just that . 

stand th.t one probl~ with this approach ~ be that nicotine In 

cigarettes may have no disease-producing ability but ~ ~rely be 

the addicting agent. If t llat Is true, sclenthts my prefer cigarettes 

with l ow tar to prevp.nt disease and IIlg11 ni cotine to satisfy tile 

pllyslol oglcal needs of tile smok~ r. 

3. Elimination of all tobacco . dve rtislng Ny be • little extreme 

and may lI.ve l i ttle Impact on ci garette use . Tile ban on radio and 

tel~~lslon .dvertl slng lias .pparently lI.d little long-tenl .ffect on 

cigarette sal es, and lias al l owed tile t obacco flnas to cut thei r expenses 

and Increase t llel r profits . 

4. Increasing federal and State tnu , tllereby ra is ing the cost 

to the conslr.lCr, Is an a~al1able option. Scwr.e econCf.\fsls poi nt out 

that feder.l ci garette taxes have not kept pace with other federal 

revenues. In 1950 , Federa l cigarett e laXp.s .... ere about 51.2 billion 

and the total federa l revenues were about 541 bill ion; In 1915, cigarette 

taxes brought In $2 . 3 billion of tnt. l re~enues of 5281 bi l lion . 

5. Senator Kenndy and Senat or Hart of Colorado have Introduced a 

bill to ta~ cigarettes on tile basis of their t ar and nl cot fne content 

- 14 -



L _ 

and use these tax revenues for Increased support of biomedical re~earch. 

Another option would be to use these revenues to subsidize cancer w. rds 

In publi c hospitals. 

6. Sever.l l ocal govenments have ~ssed ordln~nces banning sro~l ng 

frOlll public places. We now have S.lOklng and non-~klng secUons In 

alrpl.nes and other types of commercial transportation, Ind some 

Government cafeterlas--Includlng the ones at the National Institutes 

of Health--also provide separate eating areas for smokers and non-srokers. 

Perhaps the federal Gove rnment can set an ex.mple by .lso segregating ~rk lng 

areas for Salkers .nd non-srekers. Interestingly, the NIH allows sl!\Clklng 

In parts of the reading roorr, of the lIatlon.l library of ""dlcfne. 

7. Host radlc.lly, the Government coul d ban the ma~uf.cture and 

s.le of .11 tob.cco products. Although the alcohol prohibition of 

40 ye.rs .go offers strong evidence th.t this approach ~Ight not 

work, It should be considered an option. 

8. As another altern.tlve, the Government can choose to Ignore 

the problea by net t .klng the scientific knowledge seriously. It could 

Justify this course of actl~n by 

--.ssert lng the · voluntary· nature of the hazard; 

--citi ng the confl ict between tobacco regulation .nd 

the Government's established economic Interest; 

--cl.I ~lng th.t the dlse.ses .re en unintended consequence 

of • profitable, free-II'.Irket .c t lvlty; or 

--cl.I Mlng that, un like other banned products, t ob.cco has no 

accept.ble product substitute. 

- 15 -



9. Seyeral approaches related to behavior changes rather than 

regulatlcn were sU9gested by the Depa rtment of Health, Education, and 

Welfare, In its 19~1j (o~ard plan for health. HEW suggested IntensHyin!j 

anti-smoking carpalgns, especially for high-risk groups, continuing 

schqol health education progn.ms, and encouragl llg and financing prograr.tS to 

aid people who are trying t o quit smoking. 

COHClUSIO:IS 

We know frOM research that t obacco u~~ and disease are related. 

We know th4t past ~eder~l efforts to control t obacco use haye iargp.ly 

been unsuccess ful , And we know that the Goyernment has lIIany available 

Olptions f.:r ellpanding those efforts--throltgh re!earch, education, end 

rtgulatlon. 

The problen with selecting among these options appears twofold: 

first, what Is an acceptable role for the Federal Goyen.nent1 and 

secood, h'hlch options w11 1 produce results consistent with tnet goal? 

Our report on Federal efforts to control cancer-causing 

chcrr,lcals was concerned with the relationship between t Obacco use 

and the l ung cance r rate In the United States, which Cancer Institute 

officials predict will Increase about 180 percent In the next 25 years. 

We rec~nded that the Congress reque st HEW to study the l~act that 

each a\'llhble option for controlling tobacco use would haye on the 

ri si ng l ung cancer rate . We of course assume that the Congress Is 

concerned ahout the st:'(lk lng-dhease relati onship, Including the 

lll'.porttnce of srooklng as the maj or couse of lung cancer. 
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In conclusi on, j leave with you the question as to what shoul d be 

the proper role of the Federal Government In this Importallt area. Th is 

has beel! a subject of debate for many years and It is a (,r frOCl sett led 

Matter at this point. In lIlY opi nion, the issue can be bu t descri bed 

as & sclentlflc-soclo-polltlcal-econOMlc choice which should be resolved 

by the COllg~ss as a IM.tter of high priority. The form of this deci si on 

and the ti~lng of actions which flow from It will be based primarily on 

the best scientific evidence th.t our research SCientists alld pnyslcl ans 

can bring to bear upon It. Despite this, It Is possibl e that the 

Incontrovertible evidence needed t o make such a decision ~y not be 

obtalnable--at least In the ~Inds of those who would place gre~ter 

emphasis upon the political and economic Issues involved. But t he 

stakes are high and sc' entl sts should not hesitate to develop to lhe 

best of their ability the data on the precise relationship between 

tobacco use and dlsease--for without thi s scientifi c effort our 

political leaders are faced with II much more difficult decision as 

to what should be a rationa l national policy. 

, , , 
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