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AS you know, the Food and Drug Administraeion (FDA) Aas s 5 
~se~:ismro fe sevcetal petitions from the Co.+lition an S~@cifig OR I 
Baalth seeking to have FDA regulate low-tar and low-nico2zine 
c9gareet;es znnel denicotinired cigarettes as drugs. Rather ehan 
respom8 fama%Sy to the petitions at this time, I chink iie more 
ap$raprlaZ@ XXI frame the issues for the broader public &bate 
eWat will be nmzessary to resolve them. 

w - .- . 
In its consideration of the pdtit&s, ghe~aq&w$&zm~'. i, 

@xamSnea rhe cuarent.&ata arid infowsridn on the effects of 
nlcotiine Sn e%garsttes, The curren+.'dsta on Ehe,highly addiceive 
mturts of nfc~rine and orhe.q,eyidence now av?i&ab$e =+a FCJA lead 
-Uu? agency es ease a &?&rent +?$I@&%~~%% that urged ZR the 
petieions- The srructu$Wof the Federal Food1 Drug, and Cosmetic 
Act (the ACE) e and sbund public health policy, suggetaz fkae the 
5Z:'epcus should ba an the, presence of nicotfne in ciqareezes in 
amunts assocfaeeB wit-h, a,ddic,=ion. 
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ineend cigare%Xes to he~used for this purpose, because scme 
e smok$ QO~ reasons other thati the drug effect. See $ctioQ 

, 6$5 F.2d 236, 239 (D.C. ci~. 19ao)o , 

Evidence brought to our attention is accuxmlating that 
suggests th+t eigaretfe'manufacturer? a%av intend that the&r 
products com~sSp~ nicotine to satisfy an addictSon on th? part of 
gnome of thek &stomMS: The possrble inference that cigarette 
vendors intend cigarettes to achieve drug effects in 60~18 Smokers 
ks based on'&aounting evidence we h$ve re‘ceSved that: (1.) the 
aicoeine ingredient ill! gigarettes &s a powerfuIly~addicaia agent 
amd (2) ciynreetcven~o~s control the levels of nicotine zhat 
szt3sfy this addiction, 

The Caallition is well aware o,f the large body of scientific 
evidence dcxxmnting the highly addictive nature,of nicoeine. 
%ost of this evidence, &s sumaariz~d in the ,1988 Surgeon GeneralUs ^. " (.. ,, 
Report and in the Department of ,H+lth and Huiaan Services’ 1991 
RYP~ienn$al ‘Report ~o.%cj;iigrtiss on D~rug' Abuse and Drug Abuse 
Reseamdw The evidence demmstra,tes; t&z+-cigu~etbes oaaaSei an *' . ,., 
addiction. The cu&reht ‘+y$d,en+ suggests that ‘n&cotine, when- 
delivered By cigarettes, produce‘s*-'fihysiological dependence 
xsuPting in withdrawal symptoms when smokers are deprived of 
nicotine. Zt also appears that cigarettes enjoy a market that 
is based iti pax% on the need of smokers to sa@.sfy Chat 
addiction. A Canadian survey suggests that 90 percent 05 smokers 
$eLieve they axe addicted to cigatiettes. Other data suggest that 
a comparable percentage of smoker+ are; in fact, addicted. 

Moreover, the public knows that cigarettes are harmful and 
many smokers desire to quit. Research has revealed that 77 
percent of saokers desire to quit but cannot primarily because of 
kicotine add%cSionp 'At FDA tie have. approved a nul@er of 
~barmaceut$cab theraljies for treating nicotine addzction and many 
mom are upder development. These therapies, which include 
nicotine parches and nicotine gum, are essent$,ally, nicotine- 
delivery systems. There is,a grotiing market for these, as well 
IS, m~-phamaceut$ca~~~ bktiavioral therapies. 

. 

~$though technology was developed years ago Fo remove 
nicotine fro& cigarettes and to control with precrsion the mount 
cg nicot$fie &BP cigarettes, di~akiiiktkis-&r;e Ft$lr ma-rketed with 
$evels of nicotine that are sufficient to produce and sijlstain 
addiction. I@ fact,,.it is our understanding that manufacturers 
!XXJ~O~&Y &a wicotfne to cigarettes to deliver specific amounts 
of nScotine- There is also evidence d3acou.eged $3 pecsBpt 
l$tigatioQ that son~e' gndividuals ,@W?lVed ln the auahuf&eture of 
cigarettes $Q the rs?Gs regazded.the2.r products as a\icakine- 

ys%ems l ’ 
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This evidence, along with the growing body of der'Ca re+aeed 
tb new grodsiqtIi proposed for the tr@atment of nicotine addaorion 
fmm smoking, wqgcttits that qigaxet$e vendors intend Fhe obvious 
w- thae many people buy cigarettes eC9 s‘atZ+~y their nzcoeine 
ac%bictSo,n. should the agency make this flnCW'ag basyd on an 
appropriate %‘@a$d or be able to pprove these facts ln court, it 
would have a legal basis cjn whikh tb regulate Qtese prodwas 
under the drug provisibs of the Act. 

A serice applicat$on of these provisions coulr3 Imzanp 
u%&imaeely, uemowal from the market 0% tobacco p$oducts. 
containing nkcoitine ar levsls that pause or sat;rafy addxrion. 
a&by tnijse l+xm=o products from which the nicot%ne nag been 
m3mow8d or, possibly, tobac~ gir6igtiti~~‘agip~o~ea rjy FDA fc% 
Rimtine-repi.acement therapy would then remain on t+ markee. 

Given ehe widespread use of Cigarettes and rhq prevakSx?e~o% 
soicotine addic+ion, such a regulatory action could have draararlc 
effeces on &w socisry. one must chonsider the possible sffeots 
a$ ths ;aoss au. p this scmrce of nicotine 00 thti hbalth af some 
people who are addictsd,to nicotine and 'the possible need fc: a 
weaning period. - 

*t id -&& '$.j+&t&~.. t‘ij. cov.siaer ae p*rent=ral 

$?or a black tnax%et in nicotine-containing cagarettes. 

We recognize chat the regulat$on of cigarettes raises 
%xietal JSSUCS of great coraplexity and magm)ude. It 55 viral 
in,this conbxt that congress provzde clear direction fo ehe 
agency. we Ontmkl therefose to work with Congress to resolve, 
cmce an6 fqs all, rhe ieqularory status of c%garettes wade= the 
Food, Prug, and Cosmetic Act- Few public health issues are more 
%mportantm 

/ 
('David A. Xessler, M-D. 

camissioner of Food ana BWgs 

cc: Michask P. Heron, A.pezA.can Cancer Society 
Fran 3% Helle, l@erican Lung association 
Matdew &. lgyers, Asbill, Junknn, and Myers 


