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A~ P'relldcDt CUu1on sakl lut M:C)., !Plcr.i wbacw tqltlalion mwn aim nut only u1 

reduce yauf.h smoliftl. bllt to 11letl other htahh 1oa11 as well, indudin& titr~a of 
in\Crllilli1>n1I prcveatk>n 111&1 &»Sudan programa and ''rengtllcolb& ot latcrnltirmal effnlU ta 
mntrnl rohat.cu. We rc:c:cmb' lla&n1 from t1'e world'• beallh erperu In Botjiq abouc bow 
to~'' wlll betomc the lcedtna provental* ""'' M death in tia. wurla ~ lbl year 2029. lly 
JOl.5, tqb1~ wm claim 10 nimton ltve« e.ch year. ScYCllf ~cent of tbalc draths larill 

occur in devtloplf\I counrr~•. cmuntrlol wJrldl rnd)i c:ennnt •flDnl tbe bip 10elal, ei:annmtc 
a medical CICllll 18'\alTC&l as a c:omcquca;e or tn~ \lie. Dut lhe ~ nlt~a tGr · 
preventi® 1111ta! •• peapk in devtlaptq coama hwe Mt yrt taken up dJt blbil tn dse 
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nnn·govcl'Ulemal otpalzaUGns. Ar a lftiftlmUm. M 101ouk1 sive anatr priority co prm:ming 
11lnbal Ulbacco 1111 by incrw.&q O\lt ioVettaacma In tbls Ifft and tlklrit. ~Ip mlu In 
mobllb:\nx the lDCCiDl1tO'lla1 halth cmntmlnt&y lO .SiKour• ~nuna poopk: fnm 111Jd"1 w 
arnokc 111c1 to encourap thoM &h11t have Ilse hlbl& ti\ .pt. We 111 .._. tMI Illa ...... , •• 
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~me u •MLr domeltlc prLodUa. Canllsccni with domtsrtc potK;y and lntlrmtional iru tu\ca, 
it iR the polk)' of tbc CJhiwn AdntJrtistntion to no& illted:fe with R fotcisn 00&1111ry'1 
llQn·4iHrimiDAtory hN1•"·\taaed •ffiJrtA tel conuot w U1C of aob-.:cn. The llepltrtmrnt ar 
Hoal«b al¥1 Hunaan Servk:tl wm c:ontlnue tn eelll'M•l1• work with cht U.S. Trade 
llqM"Olenlativc 111• pwwi:tle in pmv'.dJai • lwallb penpcx..1ivc •o tho re~ ~fhoallh 
pollcy 11> r.>bacco mu.It: poUcy, ~'""In &radc acgodaitaos, ti 1t.1r•• peliGy PR••• WW!:! 
4- and will 11lwo wuak .. w'lh 'be ~JM&rlmcnta or i!MZc, t:<lmruen:.111111 AP"iallruro la 
4-•laapiQI .,,,,., ... p.Wc\I .. "'deali~ ..,jth co'haocg iH\ICI over.cu. Our U,I, 
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llon&MI Mf l.rll1;;e JIM•flllu 81' tAliJt8Af fAllAHl -u •J*lllll)' :lllR•• , ........ , • .,1 •• Wbilc 
we •hnukl 1dway1 protect Amtriean bulinn11 imotcte1 to enirurt f1tr and CClual buJhlcHI\ 
prielicel, our U'll&1c and c;orrvuerc.;tal a:tlon1 1hould du no 1nott rbaa 1•11: w •~ure equa1 
~ lO t\ &hrinltirta ilobal tnMccn mafket. Ollr U.S. ombulica n!N missioft.i ""°"Id IM bo 
eoaaacd in KUviUes tbaa arc likely to sdmui.e tht druIUwd for it.ihac:cn pmdU"1.·ur inl:rwc 
tobacco u1e, Ctti*tidly •nlUCI& YOWi people. 
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Mr. r:hairman, Senator "enn«iy. members of the Committee, th;:ink you for in~itin1 

me. to appear today to discuss one of th(;! most vital public health i~sues affecting our 

nation: the need to protec.1 our children from the death and disease caused by tobicco use. 

When the President lalil week called for a sweepl"g plan to provide Ameri<:an famllle5 with 

t~je li.l1r,tpnn th~ nAP.d ro prP.VFnt youth smoklnu, hP. m"riA dP;tr hi" srrong d~irP. rn wnrk 

with con,ress In a bl1>t1nlsan fashion 10 enact nationill tobacco leal•latlon. I can think of 

no better place to begin this effort than with the corrtrnittee whose bipartisan leade11hlp on 

public health Issue& hai helped to bring about so many major adv1ncet in che prevention 

and treiiltment of disease. 

WhP.n thP. PrP-sldPnt itt'lnouncP.d !iii; plan, h~ was joined by a broad malition of · 

groups and Individuals including former Surgeon General C. Everett Koop, fonTier fDA 

Commissioneir David Kessler, the American Medical As!ioclation, the American Heart 

Msociatlon, the American Car'\cer Society, thliil Campai9n for Tobac;:QC>ofree Kids, and a 

bipartisan group of suite Attorneys General. The .. res1c1enrs plan butlos on the 

AdministratlOl'I'~ own FDA rutfi! rind thP. ffffort~ nf m;,ny of thfl 'tttfP. Attnm~y~ f;p,n,aral, ;iind 

offers~ historic opportunity. loday, nearly 3,000 young people across our country will 

begin 5moklng regularly. Of these 3,000 young people, 1,000 wlll lose that gamble to the 

dln.ue, cauH:d by smoking. The net effei;..1 Qf thl1 b that among <:hilcJren li..-i11g in America 

roday, s rnilllon wt!I die an early pre-1entable death beca1Jse of a decision made as a child. 

We can change tfo)at If we are willing to take bold adlnn n~~r.ary to prntoct our cnlldren 

and our grandchildren. 
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More than two years before hi$ remarks lut week, President Clinton and Vice 

Prp,r.ldent Gm~ heg;m to lr..-d thP wity rm )'OlJlh r.mt'1lcing with .. 1rnns "'llf•IK·arr from 

members of this Committee and other& In the Congress. On August 10, 1995, they 

annOllnced the proposed rule by the Food and Drug Administration to prevent young 

people from Ufing tobacco prodlJCts. One year later, they announced the final FDA rule. 

MoAa recently, the Pre6ident movftd to protect hundr«fs of thouS3nds of federal workers 

and f')Ubllc: visltnr~ hy i~~uing an F)(P.r.utivA Ortl~r to m~kM fl!!dP.ral bulkt1n2~ ~mok .. ff@e_ 

As in all successful public health eimpaigns, many people helped bring us to this 

pnirtt - from thP. young chi lei who ~pP..aks up at hillr town council m~ing about how •asy 

it i5 fol" her to buy ti15ca1l'tlt!!i lu lhtt ttlcll._. Alturnt!y5 General who fiBt challenged the 

tohMY'n !ndustry in court and then took on th~ indu5try'' lawyers ~t the negotiating table 

thi5 past spring. 

Building on that hard work, the Prwldent ha5 challenged U$ all to go beyond the 

agreement reached thi5 summer among many of the state Attorneys General, and the 

tohac:c:n incfo"try. To do so, we C'Ol"lductf:!d an Intensive analy;i' of their propoied 

Htttement and other state suit5 using the knowledge and wisdom of MX>re~ of expem from 

in~idP .;mo 011t11.idP th9 Adminli;.trat:on. Public health professi1;mals:1 budsetary analysts, our 

bt:st legal rr1ind5 - all hrwtt rttvl~ed the 1ettlement. We reached out broadly to ensure 

that we had the benefit of 1he besr thinking possible on how to protect the pubtic health. 

Ttie Vice President, White House Domestic: Pnlirv Advi~or, Brui:t Reed, :!lnd 1.lfstened to 
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leaders of the- public health :and tobtlcm mntml grnups (includina t.hose representini 

minority communities), tobacco fannen., amt repr~11li1111iv~!I. ur t'lffetted lodustrie& such as 

convenience and srocery stores and advertising agencies. We heard from the industry 

lawyers, state Attorneys General, plaintiffs' lawyers, as well as fro1n tobacco Industry 

•whistle blowers' and sclentlst5 aod dOciOrs natronally known for their research on 

nicotine 1ddic\ion. Wo met with Senatot"i and Members of Congress from both p;irtics and 

from all r'8ion1 of the country. Ali a nKult, our ~nal~i' and our thinkin£ on this cntcial 

public health question were lnvaluabJy enriched. 

As the President said lait week, we nave moved from confrontation, denlal and 

inertia to the brink oe action on t1ena1r Of our chi 1oren. Mr. Chairman, we must get 

national lagi~lation ri3ht. Finl, wo must strensthan thoso tnstltutions that are flexible, 

strong and capable enough to meet the future chal1enps of protecting our children from 

tobacco. And second. we must demand accountablltty from the tobacco industry In 

helping "'' acnleve our public health goal or reducing yoL1th smoking. 

Let ma now briefly d8'Cribe the five k"y elements that the Pmid•nt has laid out as 

the Administration's road map in working with Congr'E'$S to craft legislation to protect our 

nation'' childr11n. 
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• A etJmprehensive plan to reduca teen &moking, including tough penalties if 

reduction targets are not meli 

• Full express authority for FDA to regulate tobacco product5; 

• Progre55 toward other public health goal1; and 

COMPREHENSIVE PIAN TO REDUCE TEEN SMOK1NC 

As the President pointed out latt week, one of the sure&t wavs to help reduce youth 

smoking is to inCrQ&se tnc price of cigarette-~. Studies show that 11 10 percent Increase in 

cigarette price~ leads to a 1 percent reduction In teen 5moking. That is why the President 

has called for a r.omhln1tinn of industry payment' and penalties to lnertW9 ciyarette prices 

by up to a dollar and fifty cent!i per pack over ten years, as needed, to help reach out vouth 

reduction ta,..t~. 



ID: 

DRAFT TESTIMONY [September 23, 199'7 (1 1 :40pm)] 
Page S 

SEP 24'97 

Tough Penalties and Price lncreu• Aimed at Youth Smokers 

11:35 No.011 P.07 

Reducing M_,n 1mokin1 has always bt!en America'~ bottom linP.. h mu'iil I...: tht.t tub~tu.1 

Industry's bottom line as well. To achlevP. thi~ important goal, the Administration believes 

tobacco lesislation must include stiff penalties that give the tobacco industry the strongest 

possibh1 incentive to stop targeting kid,, Lqiilation should set ambitiou~ target$ to cut 

teen smoking by 30 percent in!> yeirs, ?>O percent in 7 years, .:and 60 pcrc.cnt in 10 years, 

and impose severe financial penalties that hold tnbarco comp~niP.'\ arx:ount..,ble to ~ 

those targets. The Administration supports penalties that are non-<Jeductible, uncapped, 

and escalating - so that the penalties get stiffer and the price goe5 up the more that _ 
t... "'"' r-•• s. n..r 1Att4....J-..J 

companies mis§ the. tarpt1. ThA l'>f!l'l4'1tiACt c:hnulrf ~ a '~9l .. ltle:P1 cf lild~Ctfy Mt1i 
~,_,. .. <:A .....,.. A'''""~~ f-1' ~ ocJAJ "e.T1~ .. 
:iAd'Cii(f'FRJi'aA)'•ti lwoiMI l~lb~8 t1'9lfllkes. 

This objectiv~ can al~ be achieved by increasing the base payments from the 

tobacco industry proposed In tne settlement. Both increMing the baie payments and 

strengthtnlng the monet:ir,• pcn.iltlcs on the industry if youth smoking targeta are not met 

'NOUld have 1he ettec.1 of rais.ing the price of tobacco prodU(.U, dtscouragin1 youths from 

smoking. and providing lnc:reasfK'f MVP.nil~ for public neilth Initiatives. The 
,-. ~,.,.r 

Administration looks forward to working with the Congress In deciding whether me oi-c.... 
'*~r... j\ 

combination~ pnlir:ljllil ,.,.. bed comu..of adlOQ.. .. . 
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To succeed In reducing youth E:mokin& legi~lation must provide for il nationwide effort to 

deglamorize tobac:to, warn young people of Its addictive nature and deadly consequences, 

and help parents discourage their children from taking up the habit. Legislation should 

provide for a public education and r.:ounter.advP.rtii;ing t--.amraign, a~ w~ll "'~ta~ and local 

prevention efforts. The Administration also.support~ st1onge1, mun~ vi!~il>lt1 warning labels 

on tobacco productJ, 

Today's teenagers already have been exposed to billions of dollars worth of imqe 

adverti~ins for tobacco. That doc:sn't tou:1t other kinds of exposure that glamorlz4!! tobacco 

u&e in more subtle yet very powerful ways, hke smoking In the movies. These influences 

create a "friendly familiarity~ for tobacco products that iJ hard to change in the mind5 of 

young people. That's why we need a counter..advertising campaign that's ev.,ry bit as 

pP.rvR~i~ i'\nd powerful Unfortunately, aovemment funding for media campalsns hac 

~. ~xLn:m1r::ly limited and unimaginative. There are no powerful ongoing national 

preventl<.>n csimpai1m. To end this sifence, we need to work with experts in the private 

marketing world. Thoy ~n advise YS on the be!t l'Oe!sage51 the bnt ways to tatpt and 

time those mes!Hlleli, and the·best w~ys to tie in with local prcJiramlng. 

we already have data that show cumprehensive, intemive media 'ampaians can 

work. When oombined with sc~ool and community activities and advertising restriction$, 
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media ~ampalgn' can reduce youth flmoking. On a notional level, the U.S. faime1s 

l.)octrinc comf:)Qign of the late '1960s taught us that tobacco wunttNldvertisini can help 

reduce smoking- ti long as we dellver repetitive creative messages to wide audiences 

O\/er several years. 

Tobacco markeHns h~ 1ihirlt!U ~ .. Y frum ttaditlonal mass madla advertl$lng toward 

t:Jrgotod promotlonDI ilctivities. lo the same way, our counteMnarketing camp1ign1 need 

to i~!ude a 1trong graJ&roo11 component National campaigns are critical to get our 

messaget on young people'• radar screens, but we know their behavior is most lnflLmnc:P.d 

in their homes, nelgnborhocx:b, end communities. Tnat is why every state ~nd the District 

of t:olumbia hils. dedicated funding to tnis effo~ arid we should should build upon 11 with 

funds from Any national tobacco legislation. 

Studies ~how that researcn..based 5ehool cµrricula can reduce or delay tobilcco use 

among our youth by teaching them the skills they need to resist wdal pressure5 to smoke. 

Tne effectiven~s of school programs is boosted whro they are coordinated with 

community pro-grams. Unfnrtuna,ely, most schoolr. have raot adopted effective prugr4r111:1. 

Local education and health aaencies nP.Pd adrlition~! funding throu1th this legislation to 

work as our partners In mov;ng 1e)ea1ch lo th~ ddl>srwm. 
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'The cunent FDA rule includes significant measures to reduce youth access to tobacco 

products, such ~u rP.q~1iring H~t.lilf.ln; to check photo identification of anyone under 27, and 

limitins the advertising of tobacco products to young pe.oplP., by, for P.-c~mpf P, rHtrlcttne: 

,ucl1 advertising near school buildinp. The Admlnl&otratlon support1 legi&l•tion l..wlrylng 

these measures, imposing even itrunger restrictions on y()uth access and adverti5lng 

consistent with Con~litutional provisions, and establishing an effective retail licensing 

~he-me with tough pP.rlAltiH. 

t-DA JURISDICTION 

Mr. Chairman, the President's second principle for t'Omprehensive tobacco lqislatlon is 

that FDA must have full authorlryto regulate tob\'lctO products. Weemphasi7.tthtspoint 

in part bK.:tusa the propocod GClttlcrmcnt Weiikcn~ the rqufAtory flexibility that fOA now 

has and whic:h is necessary to deal effectively with future public health challen1~ 

presented by growing tobaeeo use. 

In 1996, the Administration tool the. hl~torlr step of a~s.erting FDA jurh;diction ov.r 

tob.icc~ proc,h,•1,;l~. Since that time, the l\dministratlon has 5ald It would ~upport federal 

legislation explic:itly affirming rhe FDA's authority to regulate the manufacture, marketin.f(, 

and sale of tobacco product~. Under such legislation, the FDA's authority over tobacco 

produc:ts must be as effe<..1ive as Its authority over other drup and devices. and must be 
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sufficiently flc><iblc to meet ch<.inging circum~t~nce,, Tht legislation should not impose 

any obllgatlon on the FDA to make specific findings about &U(.h apeculative matte1J a~ the 

creation of contraband markets; nor should Jt Impose any special procedural nurdles or 

requirements, such iU ei\hanced standard1t of proof or unusual evldentlary formalities. 

CHANGES IN THE WAY THE TOBACCO INDUSTRY DOES BUSINESS 

Mr. Chairman, when we began 10 confront the tobacco Industry's practice of 

marketini, to teenagers, we faced a corporate culture that insisted on blocking ar:r"P.I'~ lo 

information, on denying culpabilit)' and on sustaining unyiulding attack£ on opp1>nents In 

courtroom• and In the media. 

As we have progressed Through the pnxess of regulation and litigation, that culture 

mav have begun to chan1c. To foster that changP. and to m~lcP. ~urn tn~t tt-t.. lnrh~trv 

continue!! to fisce ih responsibility kn the problem of youlh smukh1~ tire President'5 third 

principle is to in~ist on measures to e><potie the Industry's pa't misconduct especially i~ 

afforu to market to children, and to change the way the industry does business. 

Endlna th• Marketin1 Aimed at Children 

Sincere and comprehensive commitments by the indusrry, such as agreements to lirnit 

adverti51ng to children, can serve to rec:osnize the need for increased corporate 

reaponslbility. That is why the Presidf'11t ~iterated his call to the tobacco industry to end 
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To en&ure that piltems of corpor~te malfea&ance are dlsdosed and effectively checked In 

the future, national tobacco lecblation muJt provide for broad disclosure of indultry 

documentu, espoclall·t those contalnlng scientific and health inforrnallon or relalint lu tin:~ 

indu~try's attempt'> to mark~t tobacco to childra,,, This lf!gi,lation shoi'ld rQspcct csSOhtiat 

principles of attorney-client privilege. But the legislation should establish effective 

mechanismi; to turn over to the pubfic all non-privilqed document•, lndud1nR document$ 

that the indu1>try has inappropriately cl ~i med to be privileaed, t\s wel I "-1 to disdoac 

sclenttt1c and health-related Information even in privileged documentli. 

Tobaeeo compariio• 5hould set up comprehemivP. mrpo~te C'Omplianc~ programs that will 

reinforce the real economic tncen1i~ provided by th_, yuuth smoking pena!des 10 

<liKourage companies from marketing to children. The fegislation should establtsh 

oversight mechanisms to investigate arid monitor corporllto compllanc:e and to meke 

recommt1ndations to Congress on appropriate future legislatlon. 
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PROGRESS TOWARD OTHER PUILIC HEALTH GOALS 

Federal tobacco legislation provides an oppommity not only to reduct youth 

~moklng, hur to mP!P.t nthP.r public health pis~ tna reduction of environmental (,econd-

hand} tobacco smoke, the expamion of !tmokins r.A~~tioo nmsr;cm"', th@ s~gthening of 

international efforu to control toLlla.u, 011'ld ti* µruvi)iur1 uf fun~» ror heilth re1e1rch and 

other health objectives. Only a comprehensive approach will pennit us to achieve our 

objective of reducing teen !'moking. 

I have already mentioned th~t we need a well financed notlonwide media Qmpaign 

to strip tobacco use of its glamour and appeal. We need ongoing state and community 

interventions to reach young people where they live and work; and we ne«J well 

de&igned, resear(h-ba&ed school programs to equip them with knowledge tind resistanco 

!kill~. WP nP.f'd COlll'VMJll°"nrP ;intf P.Vaf uatlon to nolp US sau&~ our SUCC'..QJ5 and 1'9tool OLlf 

a!Jproache~; arnJ we n~l.I prevention research to help us bener understand why young 

people smoke and what we can do about It. And I cannot 5tre$S strongly enou&h that we 

must fund all of these activities at level~ commen~urate with the harm that tobacco causes 

our youth and our nation. 

second-Hand Smokt 

Over the pa5t few years1 we have learnj{j more and more about the adverse effects of 

~ond-hal'ld smoke - or environmental toba~<> smoke (ETS} - particularly on children. 

-----~---
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The U.S. fn"i1u11111\:11tc1I Prul~l."\iun ~ency eitlmates that ETS causes about 3,000 lung 

cancer deathr. each year In nonsmoking adults. It lias been linked with other health 

problems such IJi heart disease. ~Is threatens the health of hundreds of thous.aoos of 

children with asthma and other respiratory illnesses. It was for these reasons the President 

i~ued his Executive Order la.st month to make .federal buildings smoke--free. Congress 

'hould take the nexl r-tep. Compr~ht.'!n!'ivl" tobar:co legislation should Include provifiOn5 of 

the kind fvuuJ i11 U1-. P•t'1ldent'1 becullve Order, to restrict smoktn1 in workplaca§ and 

other public fa~ilities. 

Ceuation Retearch and Services 

Some !:iO tnllllon A1m:iic.:.t.1n::i ttr~ um"nt tobacco users and mo11 of them Wint h~lp IV 

break their addiction. Motivation for these smok&11 doan't seem to be the majnr nh~de. 

Al I previously noted, about 70 percent of adult smoker~ say they would like to quit 

completely. However, only about 2.5 perc.ent of alf smoker~ permanentfv Qu;t each vear. 

The sood 1-.ew) i:; 1haL there are methods that work, 5imple advice rrvm a health 

provider can boo.st ceiwlion rite& by as much as 30 percent, whilP. more Intensive 

couns.eling or nlc:otir1e replacement therapy can double this level. The more 

comprehensive and Intensive the service, the hl1her thP. s.ucr.11111i~ rates c-an be. Details are 

6pelled 01.1t in c:llniC.ll guidelines &1-..ailable from the Agency fo1- H&thh Care Pollc:y and 

keseerch (AH~R). 
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Smoking c:es.~ation is not Jt1i.t Rn adult l•cue. About 3 million teenagers are regular 

ci1artrtte smuk~l'i.. lJ11(orlunataly1 teons who 'rttoka lik.G .adults become addicted like 

adults. Young people vaslly underestimate the addictivenes$ of nicotine. Of those who 

thouaht they wo1.lld not be 1moking in 5 years, 75 percent still are .. tvtany teenager; also 

have the same intense Interest in Quitting as do adult smoken. But .al prei;fl!ht we. know 

prectou$ llttlt abc>ut offectivc ways to help thme yotJng people quit. Devduµlng these 

approaches should bP. i\ hiah priority of tobacco-related re~earch. Just last week, the 

nation's leading re.$eirchera In ces~tion of tobacco use by teem met in Atlanta to dl5CUss 

what we dll know and what are the most promising leads for research. Comprehensive 

tobac:C".n IP.gi~l;ition s.~ould ensure that iudl reutarcn receives strong support. Legislation 

1houtd cal~u httlfJ tinable imoklng cessation servrces to reach and assist the mlllions of 

smokers who warit to break their addiction to tobacco products • 

. ~ ·"'~ -n...c.-'""t ~!] 
International Leader'$hlp LM-rl~ CJ/ \ "' 
We roccnlly heard fr'()m the world's health e - rts. in Beiji11• 1buut how 10 cco wlll 

become the leading prevmtab:e cau&e death in the world by they r 2020. By 2025, 

ntrics. The opportunttles for 
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At a minimum, we should give a greater priority to preventing glnbal toh.,rr.n uM 

by lncreulng our investment of lobaa:u *.lllftm~11 ~in thl~ area. Through 

partne11hlps w:th international organizatio such a• WHO, UNICEF the World Bank, 

we need to assist other countries i ted in develop Ing coni~sive statute5 to 

reduce youth smoking. tlon, we need to conlinu,~ro~ress regarding the export 

of tobacco products, nt of Health and Human Services 

Rerr~entative and provi~ a health 

e must never undercut another u:>t.rntry's le1lt1mate 

efforts to limit tobacco use. 

R11it0urcet for I tealth Rese41r~h ind OLhvr He~l\h Cart! Kequtrements 

The Administration believes that thP. prim;iry objective of tobacco legislation ii to rech.ice 

youth smokln& not to riti&e money. But comprehensive tobacco legislation also should 

take into account the health costs associated with smokina and the resultln& need for 

public h"alUi lnvcGtmcnta. The legislation ~hould gener2't~ sufficien1 reiources to increase 

funding tor smoking-related heallh research and contribute ~ignificantly to other important 

hea1th objec::tiv~. 

It I 11 I mJ')C"lrtRnt ro remember that tob~ UH iJ 1·05ponaible for 30 percent C>f the 

prevalence ur ~"~~r, une-thlrd of cardlovascular disease deaths and 90 percent of chronic 

obstructive pulmonary disease. Smoking i's the leading preventable cause of premature 

I 

\ 
\ ' 
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nPJtth in thP. l Jnlt'11r1 States_ A.nd f&ieiiKh continues to identify additional disea!ies '2.nd 

conditions - lilc.e SIDS, low.Ol"h weight babies, respiratory illness in children, miscarriage, 

ancl birth defects such as cleft lip and palate - in which tobacco use is implicated. 

Any national tobacco leaislation must provide for a rohu~r. rnmprehe-n§ive, aod 

well fvndod tObilcc.o research program lhat examine• tobacco's imµd~1 Utl h¥iilth, dlseas• 

;md q11;tlity of lift. Resarch als.o must address issues at •he nation:il, state, IO<:al, and 

indtvldual levels, informing the d1velopment of new federal and state policies, regulations 

and programs. The re&earch should be broacJ..bued, focusing on the biomedical, cllnicat 

btahaviora1, health 5ervic:o1 public health, 11nd surveillance and epidemiological aspects of 

tot>.cco-relatect r$5earch. 

Thl1 research program ~hould Include studl6 of tobacco use among youth. That 

sP.em~ obvious, but despite thP far.t that thtarP> afTt runently about 3 million young people 

under a1e 10 who are regulill' c.i1a.1~\~ brnoke~, there are major gaps In research, 

surveillanf;e, and evaluatlun data on youth smoking. We do not even nava any state-Ieval 

data on •moking amons youth or consistent dat~ or. which brands are ltnoked by young 

people, Furthermore, little Is known about effective strategies to help adol~Pnts to quit 

'rnoklng. l')evelopins such ilppmaclie1 should be a hlgfi priority of tobac.cu-r~lill~ 

research. 
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Let me make one more very lrnportant point wltfi l'flgard to a possible .flnancins 

structure and funding. Comprehef1Sivc tob:.cco legi5l;ition affords u5 a unique opportunity 

to protect the public health; but that opportunity easily could be undermined if new funds 

simply displace current obligation$, Specific protections are needed lo prevent funds 

provided under any l~islition from ~upplanting r.nngrpqio'-. c~urrent .appropriation' to 

agencies erigqed in tobacc.o-related resear\:h, as well a:; e;~&MHiu11 dnc.f ~uc:ation 

activities. In other words, funding provided by thi:; legi»latlon must not replace any feder•I 

agencies' cKisting c:ornmltments to tobacco-related activities or other health· commitments. 

TOBACCO FARMERS ANO THEIR COMMUNITIES 

The P~ident's fifth principle is to protet.1 the thousands of farmers whon• 

livelihoods depend on reliable 111.:ark~ts, 1111J wluhe Lumrnunlties are bultt on the 

foundaticm of a tobacco--Rrowinfl economy. We haw a resPonsibllitv to these oeoole. 

They have not done anything wrong. As the Presideht 11oaid last Wflek• 'They're good, hard· 

working, tax-paying citi1.en~1 and they have not cc used this problem. And we cannot let 

them, their families or their communities just be crippled and broken by this! 

Mr. Cha\rman, wear~ trvins to chanae America and make everybody whole. 

F.trmer'h d11u lheir communltl~ deserve a chance to have their lives and be made whole 

and go on with the future 1tS well, and I can say I speak for the President and hiJ entire 

Adminis.tration when I NY we are determined to see that they are part of this. 
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Several pmsibl@ §olutioru - from enhanc-.P.d iolr;~uriHY.e. of quota stability and price 

proCection, to the puK.h .. r.P. nn .t'l v1.llu11tary bCtSls of the quotas,. to a comprehensive plan of 

rural and economic development in tobac:co growing areas- an of these options and 

oth@rs have beeri discu~sed. Whatever the best solutioni, the President nas made It 

abundantly clear that these protection& rnuat be Included In any tobacco lealslatlon. 

OUR WORK WITH CONGRESS 

Mr. Chairman and Mernberr; of this Committee, the President'& plan offers us a 

unique opportunity to help prevent young people from u'ln1 tobacco, to reduoe 

environmental robacco smoke, tind to help tobaccu farmers and their local communities 

build a better .. conomic future. We .ire cager to work with membel'I of Congress in both 

parties, e!>pecially the members of this committee. 

Co115res' hti d furmhJi:lble task. Several committees In each Hou5e must evaluate at 

ie~t a part of this complicated policy area, and after an open, public review, write national 

legislation that the President imd the American peopte can support. I can 1..~surt you that 

M in the Administration are eaaer to work with you and others In r.ongr~ to meet thi' 

respon&ibillty "nd to milke major progreH on one of the mo)t signlfl~nt pul1li\.; tntdlth 

cnallenge!i facing our nation. 
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As an Indication of how important WP. hP.liRv4ill this opportunity is, thE' Presfdent lias 

1.''-'ed the Vi\:e P1P.!llid~111 10 t"iktt the lead irt buildlng blpa.rtl5an support for our plan. 

Thank you. 

-~--------



Reducing teen smoking has always been America's bottom line. It must be 
the tobacco industry's bottom line as well. To achieve this important goal, 
the Administration believes tobacco legislation must include st1tt penalties 
that give the tobacco industry the strongest possible incentive to stop 
targeting kids. Legislation should set ambitious targets to cut teen smoking 
by 30% in 5 years, 50% in 7 years, and 60% in 10 years, and impose 
severe financial penalties that hold tobacco companies accountable to meet 
those targets. The Administration supports penalties that are non-deductible, 
uncapped, , and escalating -- so that the penalties 
get stiffer and the price goes up the more that companies miss the targets. 

1l.. ~t !-v.< .,.L.ii ~j"~,;..'""~""o .... .. r ,:..L"-, .... L c...J ~ - \.v-l~~-·~" ~l~o;. 

Pg 5 insert the following new paragraph after "Counter Advertising and Education 
Campaigns" 

To succeed in reducing youth smoking, legislation must provide for a 
nationwide effort to deglamorize tobacco, warn young people of its addictive 
nature and deadly consequences, and help parents discourage their children 
from taking up the habit. Legislation should provide for a public education 
and counter advertising campaign, as well as state and local prevention 
efforts. The Administration also supports stronger, more visible warning 
labels on tobacco products. 

Pg 8 strike pages 8 through 11 and insert instead: 

In the long run, the agency must have maxi um regulatory flexibility to 
protect all Americans, smokers and non-s okers, from the dangers of 
tobacco products as current.lli, ~signed. DA""must be f1 ee to move as 
q11ickly as ~ossible to.-e~ei's~e the development and introduction of 
reduced-risk, less addictive nicotine-containing products. 

Mr. Chairman, let me be clear, we will never lose sight of the 50 million 
Americans who currently use tobacco products. As we have said many 
times, we believe strongly that prohibition will not work and we will not 
achieve our public health goals by merely denying adults aca~ to t~ ~ c-<. Cc-~ ~ 
nicotine-containing tobacco products they crave. But kt ifona1.1m~pro~tet ;,-(£~ /;,-
shoi 1lci be alln 1111 eci to maintain a marketplBee based eA addiction.. Seventy ~l.. Jo 
percent of current adult smokers want to quit smoking completely. We must ~~ 
do more to help these 30 million Americans. We need an unfettered FDA ~/;/ r 

hard at work on seeing reduced-risk, less addictive products become a reality ~ 
in the marketplace. ~ 

£-:-~ 

t)lt.CL. 
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In 1996, the Administration took the historic step of asserting FDA 
jurisdiction over tobacco products. Since that time, the Administration has 
said it would support federal legislation explicitly affirming the FDA's 
authority to regulate the manufacture, marketing, and sale of tobacco 
products. Under such legislation, the FDA's authority over tobacco products 
must be as effective as its authority over other drugs and devices, and must 
be sufficiently flexible to meet changing circumstances. The legislation 
should not impose any obligation on the FDA to make specific findings about 
such speculative matters as the creation of contraband markets; nor should it 
impose any special procedural hurdles or requirements, such as enhanced 
standards of proof or unusual evidentiary formalities. 

Pg 1 2 insert the following paragraph after the first paragraph: 

To fully appreciate the behavior of the tobacco industry I want to share with 
you and the members of the committee a story we were told by a state 
official during one of our outreach meetings. As a public health professional 
he had devoted his entire career to combating public health hazards -- from 
infectious diseases such as tuberculosis to chronic illnesses such as cancer 
where his job involves changing individual behavior. Tobacco use was the 
only public health challenge that fought back. He described industry 
practices that included hiring the best attorneys in town, and an ensuing 
pattern of harassment. It begins with hand-tying letters, soon their file 
cabinets were being carted off and the contents were being xeroxed, then 
came the unfounded personal attacks appearing in the media. He concluded 
that it was as if the makers of high fat food products set out to fire all of the 
nutritionists. 

Pg 13 insert the following new header and paragraph following the first paragraph: 

Corporate Compliance 

Tobacco companies should set up comprehensive corporate compliance 
programs that will reinforce the real economic incentives provided by the 
youth smoking penalties to discourage companies from marketing to children. 
The legislation should establish oversight mechanisms to investigate and 
monitor corporate compliance and to make recommendations to Congress on 
appropriate future legislation. 

Pg 13 insert the following new paragraph at the bottom of the page: 



Federal tobacco legislation provides an opportunity not only to reduce youth 
smoking, but to meet other public health goals: the reduction of 
environmental (second-hand) tobacco smoke, the expansion of smoking 
cessation programs, the strengthening of international efforts to control 
tobacco, and the provision of funds for health research and other health 
objectives. 

Pg 16 insert the following sentence at the end of the first paragraph: 

Legislation should also help enable smoking cessation services to reach and 
assist the millions of smokers who want to break their addiction to tobacco 
products. 

Pg 16 strike the 2d and 3d paragraphs and insert the following: · 

As President Clinton said last week, federal tobacco legislation must aim not 
only to reduce youth smoking, but to meet other health goals as well, 
including strengthening of international prevention and cessation programs 
and strengthening of international efforts to control tobacco. We recently 
heard from the world's health experts in Beijing about how tobacco will 
become the leading preventable cause of death in the world by the year 
2020. By 2025, tobacco will claim 10 million lives each year. Seventy 
percent of these deaths will occur in developing countries, countries which 
truly cannot afford the high social. economic and medical costs incurred as a 
consequence of tobacco use. But the opportunities for prevention are real -­
people in developing countries have not yet taken up the habit to the degree 
that we have in the United States and in other developed countries. 

There is much that we can do to assist other countries interested in our help, 
bilaterally and multilaterally, through official channels and international 
institutions as well as through non-governmental organizations. At a 
minimum, we should give greater priority to preventing global tobacco use by 
increasing our investments in this area and taking a leadership role in 
mobilizing the international health community to discourage young people 
from starting to smoke and to encourage those that have the habit to quit. 
WeLaJ'.fLll.Wiualbjlt.:t:l:re-ra&tH:tt~s-ttrar--we:crrrremt~an-brff~to.J~ 

paltry by c parison to the marketin power of the i 
indu . This makes it all t 

As far as tobacco is concerned, our international priorities should be the 
same as our domestic priorities. Consistent with domestic policy and 
international trade rules, it is the policy of the Clinton Administration to not 
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interfere with a foreign country's non-discriminatory health-based efforts to 
control the use of tobacco. The Department of Health and Human Services 
will continue to collaborate with the U.S. Trade Representative and provide a 
health perspective in the trade policy process. HHS is also working with the 
Departments of State, Commerce and Agriculture in developing appropriate 
guidelines for dealing with tobacco issues overseas. Our U.S. embassies and 
missions should not to engage in activities that are likely to stimulate the 
demand for tobacco products, or increase tobacco use, especially among 
young people. While we should always protect American business interests 
to ensure fair and equal business practices, our trade and commercial actions 
should do no more than seek to ensure equal access to a shrinking global 
tobacco market. 

Pg 1 7 insert the following sentence at the beginning of the paragraph following the 
heading "Resources for Health Research ... ": 

The Administration believes that the primary objective of tobacco legislation 
is to reduce youth smoking, not to raise money. 

Pg 1 9 insert the following at the end of the first sentence at the bottom of the 
page: 

We have a responsibility to these people. They haven't done anything wrong. 
As the President said last week: "They're good, hard-working, tax-paying 
citizens, and they have not caused this problem. And we cannot let them, 
their families or their communities just be crippled and broken by this." 

Mr. Chairman, we're trying to change America and make everybody whole. 
Framers and their communities deserve a chance to have their lives and be 
made whole and go on with the future as well, and I can say I speak for the 
President and his entire Administration when I say we are determined to see 
that they' re a part ot this. 
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. Ceif4~ 
rhoirm•n, ~~n•tm K~nnody, mombt.-ro ol the Committee, thank VotJ for lnvltinG T M,.. 

: me to speak with you today on one of the vital publl<.: health issue.s affecting our nation: 

the need to prQtec.1 our children from the death and disease cau&ed by tobacco use. When 

the President last week announced his sweeping plan tQ reduce youth smoking, he made 

clear hf,. ~1mng rlP.iolrP. tn work with Cong~~' In a blpanlLln fashion to enacr national· 

tobacoo lealslatlon. I can think of no bener place to begin thl~ effUfl lh4tn with tht 

committee wh0$e biparti&an leadership on public health issues has helped to bring about 

~o man~· major advance' in the research, prevention and treatment of disease. 

[INS-f:~T) 
The P~sident"s plan ··· bUlldlng on the e.>ctti'.lordlnary efforts of the Stitt• Attorneys 

General - offeFS a hiiloi'ic opportwttty. Today, 3,000 young people across our country will 

be&il!·Smoking regularly. Tomerr'fM and the aay after, end eac:A day after that; afloiier 

3,000 young people wlll gamble with tneir owF! health and with their family's future health S>-

· bv becamil'IJ rei<Jlar smotsrf.'Of th~ l,oon \•oung penplP., nP.arly 1,000 nf thAm will 

to take bold action necessary to protect our children and our gnnddlitdren. 

~ V1(b4 y('b~rJ~~ 
More than two years before his announcement last week, President Clinton began Go-\"E. 

!\ 
to lead the way on youth smoking with &lrnng suP?Qrt from members of this Committee 

t'vic.1 
and others in the Con1r11:H. Un Augu~t 11, 1995, ~ 11n11vum .. ~ thw Food and Drug v 

Administration's (FDA) rule to prevent vounR people from using tobacco products. More 

rec:ently1 the President moved to protect hundred~ of thousands of federal workers and 

public visitors by issuin1 an Executive Order to make fMP.ntl builrling' ~ok....tree. 
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As In all succenful public health ~ampd.ignt, many people hel~ bring us to this 

1x1i11r -horn the lone activist who speak5 up at hor to'M"I council meatins to tno state 

~o~ey~General who first challenged the tobacco Industry in court and then dialle~ged 

the Industry's la'"yers at the negotlatlns table this past 'Pring. 

8ulldin& tlfl 1h"1 hiin• wo1·k, the Pres.ident h11 cha11enaed us alf to go beyond tho 

itgreement reachtd this r.ummer amunH lht' ~tat~omey~neral, the tobacco industry, 

andtpther Interested parties. To do so, we conducted an Intensive analysis of their 

propoffd settlement using the knowledge and wisdom of scores of experts from inside and 

outside the Administration. Public health professionals, budgetary analysts, our best legal 

mind~ - dlt l112vc reviewed th1: ~C'tt1ement. We 1'81<=hed out broadly to ensure thllt we had I,.. ~ 
\"W==> V ~CL. - Prt.5 kb~ 1 

the benefit of the be5t thinking possible on how to protect the public health.,ruce Reed, 

the Assistant to the President for Domestic Policy, and I listened to representatives of tne 

public health and tobacco control communities, to tobaCCQ farmel'i, to reprf&entatives of 

affected indu,.triP.,; !".llrll '1\ ('()MVP.niP.tU':P. nnd gf'OCP.fy stores and advertisin1 aaencies. We . 
I 

'-ti from the Industry lowy.1$ and '"'1""'""l'f nend wlio ... "'""'., tho l•ble ·rrom 

each other negotiating tne settlement, as well as from tobacco Industry ~whistle blowers• 

and scientists and doctors nationally kngwn for their ~rtise in nicotine addiction. And 

we met with Senators and Members of Congress from both parties and all regiong of the 

country. Our analy5i5 and ourtliinking on this crucial publie haalth quostion were 

inv~lu11bly enriched ~s :i ~ult. 

• .. 



ID: 

DRAFT T!STIMONY [September ;zl, 19~7 (10;3l.-n)] 

PaKe 3 

SEP 22'97 11:59 No.003 P.06 

As the President said last week1 we have moved from confrontation ind d\:Oial and 

inert.id lo 1!.t~ brink of action on behalf of our children. Mr. Chairman, we must get It rt1ht. 

Our actions in this area must be driven by rwo primary goals. We must s~gthen those 

institutions that are flexible and capable enough to meet the future challenges of protecting 

our children from tobacco. And we must demand accountability from the tobacco industry 

in helping Ui achieve our publlc health SfMI of reducing. youlh ,omokinas. 

·<.;· Let me now briefly describe the five key elements that the President has laid out as 

the Administration's road map in helping the Congress do its important work of crafting 

lealslation to protect our nation's children. The President believes that such l~islation 

mu't Include: 

• A comprehensive plan lo reduce teen s:noking, Including tough penalties if 

reduction targets are not met; 

• FuJI authorit)' ror FDA to regulate tobacco products; 

• Changes in the way the tobac::co industry does bu$ines.s; 

• Progress toward other PUbllc health goals; and 

• Protection for tobat;CO farmers and theit c:ommunities. 

.··.· 
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A' the Pl"l:'~lcJ'!nl poi111wi 0111 lil!fit WP.ek, one of thei surest ways to redlJ(:e youth ~mokin1 is · ·. 
Si SoVVIC. e.o\.-t'~c.A·e..":> 1 c.... 1.cp"'/o •'\l\C...V"~G..~" ~"' C.~\C..V"b\-t<o pv\(..~ will k .. "'-Cl ~o G "1(0 d€::.(...\i'h"=> ·. 
to increase the price of cigarettes.}hat is why the Pre$ldent has called for a combina~ion ~ '7~~ :·:. 

of lndustry pa.yment511Jld penalties tO increase ciganme pric~ by up to a dollar and fifty ~ 
cents per pack over ten years, as needed, to reach our youth reduC1ion targets. 

1 ough Penalties and Price Increases Aimed at Vol.Ith Smolcers 

s.\- 'l,"O \II 

-t"'#-nrn. vtf't!tng economic Incentives lo toba o compani~ Lu d\;lri~vt: ~i.Jr 111.stit: dllU 

fate reduction•• in the numbe of youth smoker.. 

Under the settlement's l~..back provision, comp" les would face ~,surcharge ff 
spacifred goa.I• for to~ 11!ductloru by underop ,_,. Mre not fo H-., ., 

srruaurec:t, the sun.J1iir~t:prt5"1b unly a $1 IJldmthy fur a ptoject~$1 of profit over the 

lifetime of /Lng smoker In exa!Ss of the targ~ goa~xample, if the goal were 

a SO'i)ercent reduction tn 7 years, the penalty would be ~5ed on the ~umber of yoong 

.,,.,,./above the SO'ilfltt:ent goal, This i;o71d i. industry indifferent about 

whether or not It meet& the target. 
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G-..npr.-.lly, rhiic; pm~urr:harge is small in terms o~ effect on the price of a 

pack of tlsanttt•• (8 cent" pack) duo In par\ 101he ~Ion •nnual cap on indu•lry· 

wide penalty pa~ Moreover, the proposed settlement permits each company to seek 

up to a 75-pe ent abaltlment or its penalty If ~acted in good faith and In com~l;::z 
with the equlrements. Thus, the amou or the penalty is not likely to provide a z.-
i n tivc for companies to reduce outh "n0klng. Finally, because the pen~ a&sn'8d 

. ; ndu•try-wid~ and not on a . mJl"Oy.lly..-.ompany hMis acr.ardln~rm·, youth . 

sales, there is little ince Ive for any one company 10 take act/ion o reduce its own share 

of the youth market. 

agLn other detalb-of--tM-pe 

f"'l>vision,:f P. Pr~id t !iipP.Clf/ed la5t week that the ahies imposed on tne indu5 for 
.,;-- ~ - bs C..0 ~-&,,.,, -C..c.n.-p""'j I 

not meeting you reduction targe'li 1hould not tax deductlble, nor .5hould th altles 
~ . 

Jhes. pe alties mun •calate in relati to 'the degree and duration of the issed targets in 

orde[ o grve the industry the 1itn:m est possible Incentive to stop tilfl ng children. 

Counter-Adwertising and Education ~igns 

lodav'!i teenage:-s already have been exposed to nearly 520 billion worth of imqe 

advertising for tobacco. That doesn't count other kinds of exposure that glamorize tobacco 

lll* iri ruun~ i.uutl~ y~l v~ry puw~rful wcsy), Hkw )mokin~ In lh" movies. Thme fnflu~ 
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create a .,friendly familiarity" for tob•cco products that i• herd to change in the minds of 

young people. Th4ilt'li why we nffd a counter-advertlslns campaign that'' every bit at 

pervulw "nu puw~rful. Unfortunately, government fundlna for media campaigns has 

been ·extremely limited. There~ no ongoing national prevmtion campaigns. To remedy 

this silenr.;e, we need to work with experts in the private marketing world. They can advise 

uJ on the bost mcs~s, the be$\ ways to twget and time those messages, and the b81t 

way• to tit in with local program1. 

~ So\rV\6 s-\-ucJ~ l--)~b &ho~ thJ-
We already have data that media approaches work . .when combined with school 

}\ " ~ lr\AIJ( .. .'\,\ c,_<, ' 

and oommunity activities, media campaigns can redu~ youth smoking by 20 to 40 

" 
ui. Ll1dl Lui.Jdu.;u <..:ounter-advertlsing can lead to dramatic declines In smoking - as long as 

we del Iver many massager. many times to wide audiences over several years. 

Tobacco marketing has shifted away from tradltlonaf mass media advertising toward 

to include a strorig 1ras5roots component. National campaigns are critical for ptting our 

messages on youn& people's radar screens, but their behavior Is most influenced in their 

homes, neighborhoods, and communities. That is why every state and the Di1trid of 

Columbia has dedicated funding, and WP. itllrluld ~upport this effort with funds from the 

national tobacco l~gM.11.tion. 

,'.· 
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Scientific studim ~huw lhdt n;tWdr~h-b~ K:hool tunic.ufa can reduce ur d~ldy 

tobacco use '1mong our youth by touching them the skills they need to rcsl~t social 

pressures to srnoke. We know that the effectiveness of school programs is booSted when 

they are joined with communtty proarams. Unfortunately, national survey~ show tnat most 

schools are not adopting programs that have been proven to be effective. We need to be 

surl! that loal educatlon and l"redlth ipncies have the necessary fundf ng from thift 

l~»l~lion tu work e1s our f.1i1rl11t!lli In mvvit•K tS(f~1ively frum r~~n.:h lo the ~lauroom. 

Rettrfd AcceH and Limit Appeal 

T~e cunent FDA rule includes slgnffkant measures to reduce vouth access to tobacco 

product:;, .fuc;h a::i roquirins t~ilon tu d1oclt. phatCI idontifi~.ilion c:;f il11yu11~ unJ\!r 27~ tmu 

to limit the adverti5ing of tobacco to young peopfe, such as restricting advertisinJ near 

school buildings. The AdmJni~tration supports legislation codifying these measures, 

imposing even stronger restrictions on youth access and advertising consistent with the 

Constitution, and establishina an effective retall li~n~ing M.:hem~ with tough iwnattil'I.. 

FDA JURISDICTION 
(_o""'"'f' f'~ \.-ibv<~h./ b 

Mr. Chairman, the Pre5ident's second principle for Rati011attobacco legislation is that FDA 

must have full authority to regulate fcbacro f'rnduC'.1,.. WP. arP. dear on this point In part 

because tl'1e prop<>led settlement fails to provide FDA with the reguttilUf'J nexiblltty 

necessary to de 

.~ 

l ~~~ -CdcJ .. 

... .· .. :· 

·.··.·:. 

~ \'°-~~ ~ L-~, 
'PvG>Ou~ . 

yVl~\­

u:scJ- J'-.) ~<:. I 

V\L\fb v o~ 8J'\ 'rJ..- ~Go~\~ ... 

A:--~ ~ ~'\'V\ 6-->('6 e-e)Juc,~ ~M,S~ prceX-Lb 
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Muehl s been mr.ido abou1 the impact of the settlement on FDA' J ri!Kflctlon over 

ni<:otinP.. I(. mR ~ r.IP.ar - t~ s•ttl~nt colsiderably limits FDA ii o~ty. New 

"ot..1.11·i1ive •11d ~'""'"fo"I "~would be placed In the agen 'sway before niCIJllne 

levels could be reduced ofei1minated. · 

/ 

create a signlticant demand for contraband. The fi l h le is a matter of concern 

berause it wo1.1td require the FDA to prove an Iv - an impos5ib1e burden. But the 

safety standard also I$ troubling because It s to limit FDA con$ideration to the health 

ris;ks to c.."t.lmmt smokfl~. whilP pr•ventin 

tho~ drf ~leU uy environmenfai .Lo 
/ 

sidNntion of ri5k5 to future 1moker& and 

The combined effect of the n w substantive an~ocedural requirements could 

significantly empower the toba industry In any 18'1 challences to FDA attlon. Jn 

cont,...t, curTOnt law 9ives FD~e flexibility 2drcss the nicotine lttue unencumbc!:reJ 

by these new criteria, and ~an appro~ degree of deference from any court that 

might review agency adlj, The bo~ine is that these ncnv criteria may prevent or 

seriously delay FDA in l future m redueina the nicotine content of tobacx:o products, 

'. 

.·: 

···.· 

.·. 

·.· .. ·: 

·.·. 
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The propot«i settlement contain other !Imitation• on fDA's authority th{t wlll al~ 

deprive the ~sency of much.needed ulatory fl9,,;fblllty. let me gtve thrte amples. 

First, the settlement wo d permit health claim• for ronventi and so-calted "less 

hazardous tobacco products Tliese reduced-risk prodom also co a be exempted from 

advertising restrictions c ifled in any fegif1lation. It 11 not at all lear that such claim1 

thoi..1ld even be esllow for products that reduce rl.sks but tha remain dangerous and 

addictive. The settl ent answers that question in the affi tfve. We believe inten5e 

s.<:rutiny of botn e science and consumer perception o these claims is needed before we 

can resolve su a momentou5 question. That scruti y hat not taken place and FDA 

should rctai the authorit)' ~ll prQVlded by current aw to address tni• issue in the future. 

ond, reduced-risk prcxtu~ would suoject to mandatory catesorizatlon as 

I 
Clas5 fl products under the Food, Dru& an Cosmetic Act. We are troubled by this 

~i1Jon because It limits FOA's authori' over these products before we ~en know what 

1
lihey are. It ia lnappropri.:itc end pro re to prcd.mmnlne the cl•» of thoe prudui.;b. By 

./ so doing, it limiu the agency's abil' to determine how bl.!$t to regulate such products. 

Third. thP. i;t;mciJ.lm mpowd by the settlement for Ingredient diK·losure i& baaed on 

thv W1iJt1ker food l11bell 8 requiremann rather than the more stringent disclosure a\lthority 

:·:·. 



·-

ID: 

DRAFT TEST!MON\' [September 22, 1997 (1 13212m)] 
Page 10 

SEP 22'97 12:02 No.003 P.13 

provided for undor the ~dwicc• .ection of the f'\c;t, Furthermore, while the Ind . try i~ 

sritntArl i; yMrs to provide safety daL to~c;co Ingredients to FD~ the age cy has only 

911 J•y• lu revit!w Iha! data. R~ably, the settlement provides !hat the I lf!dient IS 

deemed approved as safe if FDA falls to ad within 90 days. This is an u workable 

mechanism that severe( y li~ts the agency's ablllty to protect the pub I' health. 

Thcs.c throe ample& are n()l exheustlve1 but Mr't'tl &5 e mple1 of why FDNs 

juri~ict1on shou not be diminished or rendered l~s flexibl . 

FDA Jurl ktlon over Advertfsf ng 

FOA'l- dvertf;ine rHtrlt:tinn~ were dt'S.fen~ to roduc the ap~al that tobaCClO products 

hd lo1 you11~ ~''· These re1m1t."tlons are an essary pan of fDA's comprehen&i\l'e 

~ch to reducing young people's to~acco u and are In accmd with statutory and 

/ constitutional requirements. The propo5e-;i lement generally codifies the advertfslng 

restrictions that are in the FDA final rule a d strenathens them in 50me key areas, including 

r~trltflns oo'vorth;ins °" the lntemet, tending the outdoor edYertls-lng ban, t!lnu r\ll'Jur.;lng 

point..of-saJe advertising. 

Perhaps the most impo nt aspect of the settlement is its offer to Incorporate the 

advertising provi&ioru in "-P.nt orders witn the statK and In 5oma form of industry 

consensual aertntinwnl w the federal government. If $Omo sort of federal consentual 
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agreement Cfltered by fDA c:an be etc0mpfl1ohed, this would be a welcom addition to 

leiis.fltion incorporatins FDA'~ rule. The Administration's 5Upport fort e provlslor'ls, 

however, would depend heavily on the procedures used to achieve t em. 

However, we do have coneems about provisions af the tement that pertain to 

the c:ontcnt of tJ.dvcrtisinJ!I (u opposed 10 the manner of advert' in&). For ex-ample, the 

s-ettlement eppe.rs to preserve the abllity of the industry to tinue u~ing the terms "light" 

and:,.low tar" as deKriptors on existing and future brand ines whHe restriding FDA'• 

ability to regulate thew claims ar provide for a disclai er. Thewt products comprise 71 

percent of the Americ.an market and are perceived y many as safer than full.flavored 

o( date that these cigarettes provide 

no health benefll and, in fact, may prsent an ncrea'8d risk of disease because 

consumen smoke more so-alled •reduad-ri sk• cigarettes to obtain the same level of 

nicotine as found in fewer regular cigar 

For tnes• ~ns, the c:l"tmt nd dcscrlpto~ tonctioncd br the tettlement could be 

false or misleading. Neverthele!is DA would be prohibited by the settlemen1's language 

from u$lng Its current authority ellmlnate the use of the5e terms. As I mentioned earlier, 

the Admini5tratian wants to 

tl@xibllity as nP.<':P-!;~ary to rve the public nealth and ufety. At a minimum, we should 

not 5lrlp iii.way lmponan tools th• asency currently has to react to deceptive claims. 

· .. ·.-
._-_;_ 

: .... 

· ... 
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CttANOES IN THE WAY THE TOBACCO INDUSTRY DOfS BlJSINESS 

Mr. Chairman, when we ~.tn It., r:unfrunl lh~ tu~(.~t:o Industry's prat'Ucv of 

marketing to teenagers, we faced a corporate cuh\lte that Insisted on blocking access to 

Information, on denying culpability and on sustaining unyielding attacks on opponents in 

As we have progressed throush the procen of regulation "1nl'i litigation, that culture 

has·begun to change. To fo5ter that change and to make sure that the industry continues to 

face its responsibility for the problem of youth smoking, the President's third principle is to 

insist on measures to expose the ind11&try's past mlscor,dut.1, espeda1ly it~ P.ffort!' to market 

to children, and to change the way the lndu.try does bu5ine5J, 

~ k ~ ~ ~ "\,~ Jo~e.eJ CV\, ~c) ~'c1-r~ 

Ending the Marketing Aimed at Children 

Commitments by the industry, suth as agreements to limit advertising to chrldren. can 

serve to recognize the need for inaeaMd corporate respon5ib11ity. That is why the 

P're~lderu relum1t~ 111:1 ~II to the tobacco lndusny to end the marketing and promoting of 

tobacco to children. 

Document Disclosure 

To enaure that patterns of corporat. malf-eaMnce are d1Klo$ed and effecliv~ly \.:he<;ked in 

the tuture, national toba~~o legislc.tio11 1m1»I provide for broad dlselosure of tndustry 

:< ... 
·.:.· 
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document&, e~ialiy those containing K:ientlfl~ or other health inforn•1:1tiu11 ur relattn~ to 

the lndu$tl)''5 attemP1s to market tobacco to chifdron. Thii leslsl:atfon shoYld respect 

essential principles of attorney-cl lent privilege. But the legislation should establish 

effective mechanisms to tum over to the public all non-privileged document5, including 

documents that the Industry !ias Inappropriately claimed to be privileged, as well as to 

discl05e &c:ientific 11nd health-related Information even In prlvilesed docume:r1ts. 

I nsE..r~ 
The proposed settl~t would have provided for the puo~st:l0$Ure of t7 

industry documents rough a national document deposito~der this provision 

binding judi · determ!nati011$ would have been mad (a three-judge cou garding 

lhe attom~lient or attorney-work prod/ rivi lege. · . 

Whlle the President did ~ak to this Issue directly, the Admin~on has 

COl1CllmS that thi• docu~closure mechanism would be exzct:re .,(" cumbetsornP. and 

tinie-·con.s.umlrig. Ap~ntly, FD/\ be t1Jbject to thme piocj res. •101115 with 1tts~, publi~ 

and private liti nts, and the general public. Tnir, ooul~riou~ly hamper the agency's 

abil/ ""nlngfully regulate tobacco prod 

PROGRESS TOWARD OTHER PUBLIC HEALTH GOALS 

The-1'11Bldeut'5 fou1tlt pri11ciple ... making progress toward other pubttc health goa-1-5-...J 

~uvJ . 
·, .· 
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- stems from ou1 tt111~lu111iui unly e1 i:omprehenslve approach will permit us achieve Z 
I 

our objective of raducinM t :; oklng, We need a nationwide media c:am en to strip 

toba<;co use of its glam ur and appeal. We need state and community i rventlorl$ to. 

reach young peopl where lhey IM! and work; and we need sch~~rams to equi~ 
them with kno ledge and resistance skills. We need surveillaZand evaluation to . IP 

I 

us gauge r $UC:ce11 •nd retool our lilPMilr.h""; ;tnd w 1tM.I ttppfi""i r~aan:h help uc 

Let101 11dor>ta11U why ywng people 5mcke an~ at we """ d~ about It. ~I cannoc 

s eu strongly enough that we must fund •Y theie acti viii es at 
0 

levels commensurale with 

the harm that tobacco cau~ our youth. 

' 
S.CoMl-1 far.d "'1oke 

l:acn day we leam more and more about the adverse effects of second-hand s:noke - or 

environmental tobacco smoke (ETS) - partlcularly on children. ETS causes about 3,000 
I 

lung cancer death& each year in nonsmoking adults. It has. been linked with other health 

problems such as he.art disease. ETS thrMtP.ru; thp hMlth nf hundred~ of thousands of 
. ' 

d•ilJ1ei1 will1 a~1h111a amJ ut.her ~lr•tory illn1:9~s. 11 WA$ for th~e retiQn~ the P'~ldem 

is5ued his Executive Order last month to make federal bufldlnRS ~moke-free. Congress 

should take the next step. Natlonal tobacco legislation should inblude provisions of tne 
kind found in H.R. 3434, as well as the President's Executive Order. 

to ru'trict smoklns In workplaces and othor public fiicilitiCii. 

. I 
,.. 

... 

_.· .. 



ID: 

ORAFT iFSTIMONY {Septern~r 22, 1997 (10:32am)] 
Page 15 

SEP' 22 I 97 12:05 No.003 P.18 

CTS c.an be addr,.{ed effectively through public uc11tiJi. Media m~sages ~ut 

ETS car:i do thrae t ~at once: build public i rt for clean indoor-air pollcl~ive 
adults mra tlvatlon to quit; and strip a y any glamour that attaches ~cco use In 

the eye5 o young people. 

Ceaatfon KetH rch and Servi tel 

Some !iO million American' are current tobac(;O USIB and most1of them want help to 

breMc their addldion. Motivation for tha.e smokers doesn't seem to be the major obstacle. V 
As L p f"b'\/ \'o u~ ~ V'\ o~d I 
",e(bcut 70 percent of adult smoketl say they would like to quit completely. However, only 

about 2.5 percent of smokers who try to quit eac.:h year actually sucxeed. 

I . 

The good news Is thal there are methods that work. Simple advice from a health 
I 

provider boosts cessation 30 percen~ while more intensive counseling or nicotine 
I 

replacement therapy can double them. The more oomprthen$fV~ the s~rvice, the higher ~ 
I 

the success rate. Details are spelled out in dinical 1uldelfnesavailable from the A&eflCY 

fur Health Ci.re Polic;y ~nd R~h (Al ICPR). 

Smoking cessation Is not just an issue fur adults. Alx>ut 3 mflUon teenagers are 
I 

regular cigarette smokers. Unfortunately, teens who &rnoke like adults become addtded 
I 

like adult5. Kids vastly undar•tlmate the addictive'*' of nicoti'i'•· ot thos.e who think 

they wlll ndl be smoklns In 5 years, 75 porccnt still ore. Kids eds9 have the :;ame Intense 
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interest in quitting .u do adult smolceT5. But at present we know precious Httlt about 

I 

effectiYG ways. to help these young people qul1. Devvloplns the~e approach• 5hould be a 
I 

high priority of tobacco-related research. Just l&r week, the nacion's leadfng researchers In 

teen tobacco use cessation met in Atlanta to discuss what we do know and what are the 
C.C:>1v.pV6Vt ~111~)v-e:. 

most promising leads for re5earch. National tobacco legialation should ensure that such 

research receive' a strons endorsement. [ TN:;; C:.R \ \
1

, 

ln1*national LeMlenhip 

We recently heard from the world's health experts in 1ut how tob«:co will 

tobac;ico will ~lalm 10 million live& each . Seven perc.nt of those~eaths will occur 
I I 

I~ developing countries, where peopl ave 7 taken up lhe!hablt to the degree that ~ 
we have In the United State$ and her devJl6ped countries. Th~ opportunities for 

prevention are real. 

At a. minimum, we =ohould give • greater prlortty . pr~rltlng ~~I tobecco u~ 

by increasing our Investment In tnls area. Wen to assist other:,O:Untries interested in 
/// 

our help. In addition, we need to continue o progress AJgardlng the C!Xpo11 of tobacco 
/ I 

/_ : 
products, making sure that the Departm t of Health aryd Human[ Services continues to 

collaborate with tht U.S. Trade R~tati~• and p~ic:I• a he~lth perspective to 

tobacco trade talk,. We mu&1 
, I 

ver undercut another country·s lcgttlm"1tO efforts to limit 

·.·. 
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KeGo&.lrce5 for Heatth Research .and Other H ea Ith Care Requirefnents T I 1--J ~ 
g "-' r- . Cl\ 5-o 

We belle¥• that national tobacco legislation should take into account the health costs 
A 

associated with smoking and the resulting need for public health investments. The 

contrJbut~ !il"nlfic.At11lly 10 other lmportilnt health obJectlws. 

Current levels of funding for federal, state and local tobacco-related tesearch, prevention 
I 
I 

and control activities are plainly lnadeQuate. It Is lmport~nt to remember that tobacoo use 

deaths and 90 percent of chronic obstructive pulmonary df$ease. And sdelee continues to 

Identify additional diseases and conditions - like SIDS, low-birth weight babies, 

miscarriage, and bi rtti defects such as deft lip and palate, and periodontal. disease - where 

tobacco use is implicated. I 

Any national tobacco legislation must provide for a rabust,1
1

col'1'q)J8hensive, and 

well funded tobacco research program that examines tobacco's inlµact on health, disease 

and quality of life. Research must address issues at the national, state, local, and Individual 

lwels, Informing th• development c:I new federal tmd state pollcibs, rog11hatit>rlS «nd 

programs. 
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This ~earch progr&vn should include 1tudies of tobacco 
1

1.1se among )'\)ult.. That 

'"ms apparent bUt despite th11 fact that there are currently abo~t 3 million vouns pcopfc 

under age 16 wno are regular cigarette 1mokel'$, lhert are maJor1 gaps In research, 

surveillance, and evaluation data on youth smoking. For example, we do not even have 

any state-level data on smoking among youth. Furthermore, at preient llttle is known 

about effective ttrategi~ to help these edolescentt to quit smoklns. DeveJopin1: such 

approach~ 5hould be A high priority of tobacco-related r~euch. 

But research I~ ju& one component of our respon5e to thej tional burden that 
I 

tobaQ;o use creates. n recent years, efforts in the United Sta to reduce tobacco use 

with iimitod fur. ing nave for:used primarily on populati -bued, •pproachn that 

emphasize lmary prevention and reducing peopte s exposure t~ environmental to~ 
I 

s.moke However, there remains a aitlcal to help the estimated 50 mill! 

U • tobacco users overcome their addl ion. Therefore, pubJic ~ucati and the 

provision of <:<!Ssation service> •ho~ treated as inte1t11I com;, ni. of any approach 

dcslgt1od to red"cc the""'~~ pr<>d.lcta. 

protectlns thei h~alth non;mokers by eliminatins exJJ05u to s~ond--hal"ld 'nioke 

(onvlronme..al tobacco tmoke or ETS), and chong/ social a(.d env!ronmt:ntel factoro 

:-·.' 



·.:.·· 

ID: 

DRAFT TESTIMONY [September 22, 1 ~97 (1 O;l2amJ] 
Pase 19 

SEP 22'97 12:07 No.003 P.22 

that encourage the Ute tobacco. Comprehen$ive programs b on theie prirn;ilJI~ 

and funded at ad ate levels have been effective fn reduc R pcr~aplt.l tobacco 

oonaumprlon. 

Let me make one more very important point with regard to a possible financing 
CJ:> ~p Y"C=> V\..t,. ~ 1"'6 

structure and fundln1 . ....iatior11hobacco lql1lation 1ffords us a unique opportunity lo 

protea the public health; but that opportunity e,uily LOLdd ~ u11dtmnfned if new funds 

simply displ~'e current obligations. Specific protections are needed 10 prevent funds 

provided under any legislatton from supplanting Congress's currenl appropriations to 

ageocie5 erigased In tobacccrrelated research, a5 well as cessation and education 
i 

activities. In 01her word•, fundl"'I provided by thi~ legi•httion 1T1Uit not rcpl&ic;.c ilny fodcr1tl 

agencies' existing commitments to tobacco-related activities. 

TOBACCO FARMERS AND THEIR COMMUNITIES 

• The President's fifth prlneipl1 is to protect the thousand$ of ftttrmcrs whose 

Uvellhoods depend on reltableear1< d their communities that are bUflt on the 
lNS~1 W 

foundation of a tobacco-grow /\Senator F'. and others have hP.e:n . pP.11 ing 

advocates for t ~e farme.ni and have made a con · ncing argument that the fa ers and 

their comm nltles were i81'1ored in the pro 
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Mu,l lvlJ"Lw r.umeD ltve and work on small famlJy farm5. In man cases. their 

famlll<!$ hove been J(towing tobacco for ge~tioris. In some 1t&tes. w ole cornmun!lif'l.\ 

rely on income from the tobacetJ crop. The Administration Is comm· to wor1dng with 

members of Congress In both parties iO en5~re that we protect th financial well being of 

tobacco farmers, their famllles and thelrcommunltl•. 

Several sulutionfi -from tobaooo companies b gout wlfllna farmers ro increased 

assurances of quota stabHity and·economlc dfJ'Jelop t- have been discussed. The 

soluttons are not obvious but essentla1 because th/.ffects of the qreement would be so 

wi~pread. In foct, durlna our consultation w;i. Members of Conw.,.., Rep. Eva Clayton 

and Senator Robb m.;v;;lc the.point that lh" r;.t-.fl \VWn.ll csnd rural vltlages of the tObacoo­

growing areas would suffer ~ly .. I the current terms of the settlement because they 

wou,d hilve the economJc underpinn p of their •ocal bustness.e§ greatly weakened. 

WhatP.VPr th~ best soluti , the President hu made it abundantly dear that even If 

tho growers or tubdu.;o •mJ Lht=lr lucal wmmunltles, the 

Administration will not. 

OUIWC>RK WITH CONCRESS 

Mr. Chairman anJ MvmbeD uf thb Committee, the fresldent'i plan offel'I us a 

unique opportunity t0 help prevent.yoLJng people from U$lng tobacco, to reduce 

·.:. 
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environmental tobacco srnoke, and to help <inners end their loc:.1 communl~ies build i 

better economic future. We aro eagcir to work with mem~rs of Consres.s in both partios, 

especially the members of this committee, to achieve res.uhs. 

We are mindful of the fact that Congress has a formidable task ahead. Several 

committees In e>ich Hous~ mu5t evalu4'te st lea.st a pat1 of tlils compliasted i55ue, and 

writing a public law that tlie Pre~ident and the 1'merican can people 1uppot1 wlll be a 

complex and challenging responsibility. I can assure you that we in the Administration are 

eager to work with you and others in Congress to meet this responsibility and make major 

progress on one of th~ me>&t significant public health l55ues facing our nation. As Gt 
s r I\ 'l(l oC.. how ~P c.rr ~ ~ 06 \ \6 VG tL.1.' <::. oppo "~ u 'vu"1 ~ 

fk..e:, p...-~ rcJ~I.- ~ G:.-6 k.(,.J ~ Vicb-?rc2:/"lcJ~ +-.,., ~'k.cs ~ 
. .::..cJ f'v\ bu \\_cJ\~ .broc::..c:.l la tpc.....-t.-lb~ ..su PF'°..-\- ~ Cl.JV p \ C-¥'\. 

I £ Tlianl yuu, &tt;dln, for the oppDnunfty to )peak with you today, and I am pleased to 

answer your qLltittons. 


