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@] . SUPPORT HARKIN AMENDMENT TO FUND 

'" L FDA'S ON-GOINy TEEN ~MOKING INITIATIVE 
10 -1n01- FDA- i1Uvi(.Lc.k~ 

Last fall, Congress overwhelmingly approved the HarIcin-Chafcc>Recd amendment to fund the on-going 
teen smoking initiative at FDA. The program i~ currently c::ontraCting with 45 states for fisca.l yeac....!.998 to 
ensure that children's access to tobacco products is restricted. However, at the cunent level of funding, stales 
will only be able to check 20% oftobaL'Co retailc:J1j for compliiince with the law. The Committee bill only 
provides the FY 98 amount, $34 million. for the FDA's on-going teen smoking initiative. This is clearly noI 

sl!i'Cicient. 

The amendment that I am offering to the Agriculture Appropriations bill builds upon and strengthens the 
FDA's on-going teen smoking initiative. It authorizes the FDA's efforts to combat yout.h smoking, it fully 
funds the initiative, and it providC8 for an annual national survey of youth tobacco use. 

A.uthorizes FDA '$ Youth AntJ-tobAcco lnit/uihle 

This amendment simply reaffirms the FDA's jurisdiction over the product and authorizes the FDA's on­
going teIln ~mokinll inilialive, including restricting children's access to tobacco, regulating tobacco advertising 
and labeling, setting manufacturing and performance standards. and allowing the development ofred~d risk 
pJ'oducts. 

Fully Funds the Progrtlm 

The amendment fully funds the FDA's youtb anti-tobacco efforts by imposing II tobacco industry 
~ss~~ment of $20 per child who uses their pnJduets. This assessment would be based on an annual sUTVey of 
12-17 year olds to determine exactly which brands of tobacco children are using. 

The 88sessment would raise approximately $100 !!lillian for FY 99, bringing the total in the bill to $134 
million, the amount requested in the President's budg-o:t and the amount provided in S. 1415, the National 
Tobacco Policy and Youth Smoking Red\lCtion Act. These fund.~ would allow the FDA to provide increased 
resource$ for states to conduct compliance cbecks of tobacco retailet'5, increasing coverage from 2U% to 60% of 
retailers. rn addition, it would allow increased funding lor education and outreach to retailers to ensure that 
tbey are aware of and comply with the 10 check. Cunently, FDA is only able to fund II fOUT-week print media 
campaign in one media market in each state. With 11tis amcnchnent, they will be able to broaden the campaign 
to reach retailers throughout the state for a longer period oftlme. In addition, the amendment would provide 
fUnds for product regulation and enforcement of the advertising and marketing restrictions. 

Authbl'i::es Annual Youth Tobucco Survay 

The amendment authorizes the Department of Health and Human Setvices to conduct a Comprehensive, 
annuli! survey to provide more detailed accurate infonnation on teen tobacco use, including infonnation on teen 
tobacco \l:je by brand The survey will increase the number of young people ~wveyed and introducc computer 
assisted survey methods in ordct to improve the precision of the survey. The collection of precise data On youth 
tobacco u.se by brand will give parents new information and provide public health officials with new tools to 
address youth tobacco usc. President Clinton has asked HHS to conduct such a survey. 
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AIVfENOMEN'l' NO. __ Calendar No. _ 

Purpose: To provide authority to the Food und Drl1.g Admin­
istration with respect to tobaeeo. 

IN THE SENATE OF THE UNITED STATES-lOlSth C_s., 2d Sess. 

8.2159 

Making appropriations for Agriculture, Rural Development, 
Food and Drug Administration, and Related Agencies 
programs for the fiscal year ending September 30. 1999. 
and for other purposes. 

Referred to the Committt:e on __________ _ 

a.nd ordered to be printed 

Ordered to lie on the table and to be printed 

AMEJI.'DMEN'T intended to be proposed by Mr. ilARKIN 

Viz: 

1 At the end of the bill, add the following: 

2 TITLE -FOOD AND DRUG AD-
3 

4 

MINISTRATION 
OVER TOBACCO 

AUTHORITY 

5 SEC. _01. ASSESSMENI' ON M.A.NlrFACTUaERS. 

6 (8) IN GENERAL.-Not later than June 1 of each fi8-

7 cal year, the Secretary of' HeAlth ann Human Rervim$ (re-

8 terred to in thj~ title as the "Secretary") shall assess each 

9 manufacturer of tobacco product.s an lIInount equal to $20 

10 multiplied by the number of individuals wtder 18 years 
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1 of age who used any tobaceo pro<iuc:t (If KUch manufacturer 

2 in the preeeding fiscal year, Ill! determined using data 

3 gathered. in the child tobacco use sun-eys under sect jon 

4 __ 02. 

5 (b) DEPOSITS.-Amount oollected under subsection 

6 (a) shall be dep()Hit~d into the general fund of the Treas-

7 my. 

8 (0) APPROPlUATION.-Thcre are authorized to be ap· 

9 propriated in each fiscal year, aud there are appropriated, 

10 an (IDl.01.Ult equal to the llJll.ount deposited into the Treas-

11 1.1IY under subsection (b)' for that fi.'1eHl yHIlI', to be tlseo 

12 by the Food and Drug Admjnj"tration to carry out activi-

13 tie!! relating to tobacco under the Federal Food, Drug and 

14 COlflru~ti(~ Act. 

/ 15 SEC. _02. CHILD TOBACCO. USE SURVEYS. 

16 (a).ANNuAL PERFORMANCE SURVEY.-Not later' 

17 than January 1, 1999, and annually thereafter, the Sec-

18 rotary shall conduct 8 survey to determine-

19 (1) the percentage of all young individuals who 

20 used II. type of tobacco product within the 3~-day pe-

21 riod prior to the conduct of the survey; aud 

22 (2) the percentage of young individuals who 

23 identify each hrand of each type of tobacco product 

24 as the usual brand smoked or used within such 30-

25 day periOd. 

62878:# 4/ 9 - -- ~ 
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1 (b) YOUNG INDtvID1JALS.-For the purposes of this 

2 section, the term "young individuals" means individu..1Js 

3 who are under 18 years of age. 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

1.4 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

(c) USE Ol" CERTAIN DATA OR METHODOLOGY.--

(1) !N<lENERAIJ.-In carrying out this section, 

the St!(!retlity mll;Y use t.he data collected through na­

tional surveys of young inwvidua.ls. Sucll surveys 

shall-

(A) be based on a nationally representative 

sample of at least 20,000 completed interviews 

of young imlivid1llLI~; 

(B) be on Ii h()usehold-based in person sur-

veyj 

(C) measure the use of tobacco product 

within the past 30 da.ys; nnd 

(D) identify the usual brand of ench type 

of tobacco product used within the past 30 

days. 

(2) CONCLUSIVE ACCURATENESS.-A survey 

using the methodology described in pnragra.ph (1) 

shall be deemed conclusively proper, correct and ac­

curate for purposes of this Act. The Secretary may, 

by notice and oomment rulem"king, sUbsequently 

adopt II different survey methodology. 

62878:# 5/ 9 ........ ., ... 
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I (3) F:rNAL DETERMINATION.-The determina.-

2 tion of the Secretary as to the amount and allocation 

3 of an assessment under scc.-tion ~Ol shall be final 

4 and the manufactw-er shall pay such assessment 

5 within 30 days of the date on which the manufac-

6 turer is asse.."Sed. Such payment shall be retained by 

7 the Secretazy pending £'inal judicial review of what, 

8 if any, cili.ange in the assessment is appropriate. 

9 (4) REvmw.-The aIllOlmt of any assessment 

10 paid under section __ 01 shall be subject to judi-

11 cial review by the United States Court of Appeals 

12 fo!' the District of Columbia Circuit, based on the 

13 a.rbitra.ry and capricious standard of flection 706 of 

14 title 5, United States Code. Notwithstandllig ally 

15 other provision of law, no court shall have the au-

16 thority to stay any payment due to the Secretary 

17 under stllltion _01 pending judicial review until 

18 the Secretary has made or failed to make u. oompli-

19 Rnee determination, as described under this section, 

20 that has adversely affected the person seeking the 

21 !"eview. 

22 (5) NONAPJ>UCAmLITY.-Chapter 35 of title 

23 44, United States Oode, shall not apply to informa-

24 tion required for the purposes of carrying out this 

25 subsection. 
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1 (b) ADlIINISTBA.TION.-

2 (1) TECHNICAL AD.TllSTMltN'l's.-The Secretary 

3 may make technical changes in the manner in which 

4 the StU"\'eys are conducted under this section to re-

5 tlect improved methodology so long as adjustments 

. 6 are made to ensure that the results of the surveys 

7 al'f'. comparable from year to year. 

8 (2) PARTICIPATION IN SURVEY.-Notwithstand-

9 ing any other provision of law, the Secretary may 

10 conduct a survey under this section involving minors 

11 if the results of such survey with respect to such mi-

12 non; H.re kept (~()nfi<lentiH.l H.nd not disclosed. 

13 (e) TOBACCO PRODUCT.-For the purposes of this 

14 title, cigarettes, cigars, little cigars, smokeless tobacco, 

15 . and roll-your-own robacco shall each be considered. as a 

16 separate type of tobacco product. 

17 (d) DE MiNIMIs RULE.-The Secretary shall not im-

18 pose an assessment on a manufacturer Wlder section 

19 __ 01 with respect to a type of tobacco product if the 

20 See.retary determines that the pereentage of young indi"i.d-

21 uals ufrlng such tobacco product (as determined using the 

22 annual sm-veys conducted by the Secretary wlder this sec-

23 tion) is less than 0.5 percent of the total number of young 

24 individuals determined to have used tobacco products in 

25 ·the year involved. 

6287~: # 71 9 
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1 (e) ASSESSMENTS NONDEDUCTIBLE.-The pa,yment. 

2 of" H'''8eSSment under this title shall not be considered to 

3 be an ordinary nnd necessary ~-pense in Garrylllg on a 

4 trade or business for purposes of the Inte.rnal Revenue 

5 Code of" 1986 and shall not be deductible. 

6 ({) JUDICIAL REVlEW.-A manufacturer of t()l)Hl~(~1 

7 products may seek juweial review of any action under this 

8 title only after the assessment involved has been paid by 

9 the mRllut'aeiw'er to the Department. of the Treasury and 

10 only in the United States District Court for the District 

11 of Columbia. 

12 SEC. _00. STATEMENT OF GENI:.'RAL AUTHORITY. 

13 The regulations promulgated by the Secretary in the 

14 rule dated Allgust 28, 1996 (Vol. 61, Nu. 16H n.F.R.), 

15 adding part 897 to title 21, Code of Federal Regulations, 

16 shall be deemed t.o have been lawfully promulgated under 

17 the Food, Drug H.ncl Cosmetic Act as amended by tbis 

18 title. SUcil regulations shall apply to all tobacco products. 

19 SEC. _0£. NONAPPLICABn.JTY TO OTHER DRUGS OR DE· 

20 VICES. 

21 Nothing in this title, OT" an amendment made by this 

22 title, shall be (mn.~tnJed to affect the regulation of drugs, 

23 devices, or other products that are not tobacco products 

24 by the Secretary \mder the Federal Food, Drug and Cos-

25 metic Act. 
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1 SEC. _05. CONFORMING AMENDMENTS TO CONFIRM JU. 

2 RIS1)lCTION. 

3 (a) DRuG.-Seetion 201(g)(1) of the Federal Food, 

4 Drug, and Cosmetic Act (21 U.S.C. 321 (g)(l» is amend-

5 ed by stliking "and (D)" and jnserting H(D) nicotine in 

6 tobacco products, lI.nd (E)". 

7 (b) DEVICE.-Section 201(h) of the FedPornl Food, 

8 Drug, and CosmetieAct (21 U.S.C. 321(h» is amended-

9 (A) in paragraph (2), by striking "or" at 

10 the end; 

11 (B) in plU'lIgTaph (3), by strikillg "!l1ld" at 

12 th I I · ...... "" d , e enc H.m In~ .... mg ()r ; 1Lll' 

13 (el by iru:erting after paragraph (3), the 

14 following: 

15 "(4)nicotine-containing tobacco products, and". 

16 (c) RES'l'RIC'I'ED DEVICES.···Section 520(e)(1) of the 

17 Fellerel Food, Drug, aud COSJ?etic Act (21 U.S.C. 

18 321(h» is amended by striking "or use-" and inserting 

19 "or use, including restrictions on the 8.c<~ess to lind the 

20 advertising and promotion of, tobaceo products-". 

62878:# 9/ 9 
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SPECS lOll FDA AtlTBORlTJES 

DodWIioG: '"T~ products clefiQecl to inc:lade allYprocbIc& made fuml tuba<:c:o iutft!&:d fur 
hwum COIl5IUIIptiaD; IIIII&t give FDA authorlIy to ewpmIjuder&tiua to Qpzs, eR:. 

VaIidadoII Of .t1IA JtuIe: PloviBioIls in n* decmecI tv me ~ lawJDl[y pIOIIlIIlpted; laDguage 
sinliIIt to Comad; ..-bIish dRIc:tive date. 

GeuenI Aothority 0Vv Dilll'ibafieo of the :ProdJlCt::nul Advertiain;; Seu:eftly m.y by 
n:gvJaticm require dIBl. tobIKlco ptoducr be ~ to sale, ~ or lIS!! upmt meh 
cogditiOllll On"lwliDs ccmdibnes ...JaiiDa; 10 mIwrdsiDg II1IIl pOUlClliw) as tbe ~ DIllY 
)JnOfIQibe. 

a) 

b) 

c) 

d) 

IW""in8 J"rochIc:tg FDA iUy. usiug JIOtice and ~ ."Iem~ a-: 
Slandanb legandiDg pmdatt&, ibgr.tienlsmd ~s; lIUthotiI;yto nt{IIire 
preznsrlwt review of eQating pmduch, fDr example if saW a!remllli.ve bcw'M5 
available. 

NewpnHlqcts: FDA 1II&Y;qq", ........... III" wIIIP!he procIu4't is SIIlrstIDtiaDy 
dif!i:teat fi'om ptOdnct&OlI_,natimaal _be; -.y ltIqUiIe pmruni<et ie.iew. 

Stlll'dad for a) rmd b) WIIIIkl be OJIe 1hal RIqIJiJea the Sea'efuy to TB8Ch belt 
public 1l¥1th...-lt; prior ',. malrin,s ""Y dcds&nt to ~ ~ or to eIim\Dlne 
~ FDA wnu!d take iIato ._ "" '-of&don\, inclndillg bt.dtmtibt. 

1) Authority to leqme lepor;iug ofdaths aDd '""-aa4.-.1 
~ , 

.) VIlJIaUott ofrcquhwneut ,mderta.Aut ~ ~,obaG4:OWOlliil COIISIIIurc 
lip ifierl pJ'01dbited A<:h 1I111far PMWe 301. subjoatiDg 'IriDlafoa to criuIiIIalaad 
qwcUw pellaItie&. 

""". ..... 

P.02 
I4l 001 

p.l 
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c) SeizIIrc wiZhOIIl "DiY "-ate 0' 'woe lequizo:D;mt asiD ~ 3D4(aX2). 

cl) PrullibidoD. OIl prodm::u. tbat are aduIlcuted or millllraDded; 5JI"Ilified Qullaatiun 
and misbtiliidias staadanIa to be iDdRIfcd .. 

e) kf;aII - DlOde1ed after Sl9(e) batt ltiswtltiollaly; IIfddard pnIbabIy sbould m.tc to 
a defect in the produc:t; require lIQIi&atina of defed:ive product. 

f) Phmt aDd rec;cml iD.spec:tiOJl4nfied iaIo IIBCtion 704, ItII iD,1dfintIg bill. 

s} b!te.tIbte _ -~ lIS in sertiom 109 (or ddiDe to liudIs of 
CoIIstiIutioa"*); acl<l tobacco to ""'I.i_ 703, 10S. 

b) Authority to .equize pmtI&TQt approval of all he:IlI:1»-n!bIlec1 daims. •• 

Pneu4lD.m 

- Ncrt in CUildU 1kviI:e law. 

2 

P.03 
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p_2 



'c' • "'~ • 

~1.~R. -24' 98fTUE) 1&:55 ace/PDA TEL:301 827 4585 

5mVnn $91. 11 USC: i 351 Adpltgrarign· Need a suhan;tiou similar to the device provisians 
of (B.). wbkh.addn:s!es poI"'"...lB. iMmitaty. ingredlmD. ml adcquaIc "'lIIrols m 
marolf.mtte. Neec! a ~OQ Qmllar III (e). whiGh ~eASCS devices III:!t in confm'mity wiIh 
pc.rf"tJ'lA!l= "'a"4lrd., Nea1 a. ~ rilnDar 10 en, wtW:h addrC£&CS pn:m.amt review. 
Nced a mbudion similar to (h). ",hid!. a4dzu1CS pxocluas DOt in eoDf.otmjty W1I.'b. ,0001 
maoutac1JuiDap11lCtke~. Need a IIlbswiou Idmi1Jr to (1). whIi;h addIessca 

. products.SlOt In <:amplill!C!!! wiIh ~1!1'.t.1.& Ur. ,.!gnll'l use~. 

Srlpp w USC § l$2. W*"ndjpg: Nee4 a subsccticm Similar tIl (a). which addresses flIlse 
aIId. mi!Ieadiug ',beUng, Need a S',bs"C"iO!1 is!JDIl¥ ID (11). whi.cll add~ pacbging a.nd 
labeling rcquin:mcnJs. Neecl a SQbrnicm aimilI: to (e), wbic:h IIddtesses prominence 
requln:mI:nts for labellnt! ~CD.IIicnJ.. NeeO a SIIb ... :tion similar to (~)(2). (e)(4), which 
addreuea ell1!btlahcd 1lIIIDI3. Nd a SIIbscttioP similar tIl (0). wbkh addree"". produdB frDDl 
~ estabJj'hrM!n, Nee4 a fUbvcriaa dmiIar to lq). whkb ad4rcsse6 c:amplia1l= 
with lestric:tiOllS on dcvkco, N8Id. a ""h ... rTiDfl si!IIiIar 10 (r). windt ~ stalI:DlCntS 
required at resttida1 cIeVicr::s IUId c:Jtbcr cliar;lo:Me~, Need a 81!Nculon simjlgr to 
(3). wlili:l1 a.ddtcues '"",,!jIll requirc:ment& sppUcabJr: to produds subject to a performance 
,mnrl .. d, Need" sublo;Uan IiaIIIar to (0. ~add~ Mriflcati.OlI, tea:m:i-k=plng IIE1d 
repaniQg, andpom!llltbt ~ requiRmczItS. 

Scrrfon S 10. a I usc § y.o kJiSNinn~ NCOIl prOYialgm Icq,lIirUIg lIIII1II1flIctJlL to register 
JO Wt FDA Ia:IGws !hal1bey arc openIing ans n=tded. similar to !iQb5I:cHnns (a), (1)), (e), (d), 
(1). (h). (I). 

Moo 514, 1) U$C! W fmdimnlllC!! ",Mard!: N=i to eaaa authority fot ped'~ 
""'Ddmla. that lDtctpch dim tIiro bGat publie ba1IfI !'eiUlt aaMant, 

S!:I:t1on Sl5 . 21 USC § 3& PrsmArkI;t "PProyal: Nc:cd.1O develop a pm'limoll!hat IW1hDrizes 
FDA to Nq\Iin:Pf=!srkc::! ~vieIII UlId.o;c CCtt3W ciMp""''''''s~ 

SsstiosS17 21 JJSC §360g 11ldk!a! rsxiew: MJy Deed a similar provision that ~lish= 
~am! prcu:dum for review of.pctfO£mlJlCC ataQW&, _ t'It\oer ac\iCll1S under the 
cIeYle= provmans. 

Srrtjw S18, 21 me § '§Ob Nmfflarion "" mba mnMis:Necd ILP"Ovislon fnrreca11 
fIIlthnri.cy.dIAt ia II modj1jrarjOll of (e). MAyal30 na:d ~aa pt01Iislons 5imiIar to (a) and 
(ei). . 

-1-

p, 002 
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&sUM 519 21 PSC 8 'WI! Bpms!!lld Jcaorta: Need ptoYisiDll& IiIat are similar to 
S'lbsen1am (a) IIU4 (4). aDd. Afe causiswlt llIitll ~ FDA mbacco rule app1karion of this 
section UlIIk:r I2!c IUIe. rcporu InI ~ frODl tntw;rn noop,,{a"'''1'!ft Oftly !or secioIa 
aclwae cvcm that are nat well-ktIowD. or wcIl-don'" el 'M by tilt sc.ICDI1flc enmmunity. 
~ CNCIlIIl ~ 11:1 ~ or a c:basIp in ID,Y ingfe4lmt or azo' rQaN,facDJriDg 
pto:JC:a!. a!Id frcq.diItr'IlIlIDtJ aaly for lICl>fecu cv=b tclI!IIId to ~jnatiOD A1sn need a 
prOYisioB aimllar to (t). which ptavidn tar lI~pOIta of removwlllll C:OllC:ctiolls. 

Sn1bm no 21 USC § 3lQi Qcncta' »'"PYhjgns ,.,"'YD. cgntroJ gf"CYirai tntsm's4 for 
Iwman ug' Need ptl)Via\mIs stmil&r ID (c:), whk.h deals with ttade uaet iIlformatian; (d), 
.... hich deals with ncticc IUII1 5lW'lngs 1:Jz ~ a.s-Y actIa!II. Nat a ~a !imilar to 
the relenm partions of (e), ~ ~ 4ev!ce &IIfhorlty. Need /I. proVision similar to (1). !he 
good. mwgfec:nuiDa .:prw::t!u tllqain:mcm 1IlIhDrl1y. Noeci prqviJlona Bimjllr to (g), ~ dalIls 
with in~gmcnW aYitiu; a). VIb!dl ad4r_1bA p:t'O'CC diuB" "f adYisc:y cmnmittocs a!!d 
panels. 

S!le!j.,., ;01 pmbjlz!te4 aptI. The ViOIGs "tobec.c.o produd,P at "oc toba=:I produl:t". as 
appropriaie.. DCed to h= iIIIate4 a1Im' "ckvlco- in 1hc followiflg subMc:tians; (a), wbidI. addre:Iso:s 
the ~ofadulllntcd or miIIbnmdad produds into inte.rstatI: C:O"""Cn:Q; (b)., wbiI;.h 

.&h_ tho> ~ or ~ ofa:prodw:t; (c:), 'Which 8dd!esscB the tc:ceipt In 
~ c:,.""m_ ofe adJd~ or miltmmdc!d prac!u<t; (g), wbkh ~ the 
msnutjrdup: of a II1.isbnuIdad or adnlll!tJ!l!:!ti proc!uct; (b). wbi.-.b ad.dIcsaes the giving of /I. fllbc 
guanm_ tor purpoae!I of seeticm 303(c:); (It). whIdt addr :oti,. the altlll'llflan <ll' l.ahcling that 
l"CISIIl!s in tbt ~ being adIIltetated cr~. sewral Dl>W ~ ate nee,..'"ry, 
Need aprovisiou siI!1ilm to (1), v.tkh deals with p.n:ma.rket te'liew req1IircmcntS. Need a 
pmvillion simjl., to (q), wbidl doalB with IJr IlIlti:matian. rc:cotd.-koeping and n:pDItlng. and 
past!lllUSet ~ rcquimn!!Tlts Need & pzoVision similar to (Pl. Which dGGls oMth 
",pn,,~ rer;iS!!xliaD ~ lfhaw """",tiM authmily UI!de£ 304, need to haYe a 
prowiah:m similar to (fl, 

aPioD 303 21 USC 333 P!lVt!t! ... : Need to amaIIIi (tX1 )(A.) to izlcb1dr "or tcbar.a:l pl'Od1:Ictl;" 
IIhr .~ SID U to a1Iow FDA to CCI!IliJIuD Ua "iw D>QIIe)" pczW~ authority. Also, 5hNld 
IIIDCUd (B) to \ScllJdr tc~ ~ 1bBl~ to tile devKe vic1atioa5 ex ..... ptrd 
1lIId.r:r tbia ~ 

Sftdi9P 304 21 tJSe m S;jZW!!~ N= to add a n:w ~ (E) to (a)(2); • Ally aduItelated or 

P.IWJ 
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~ tr>llMCO pnxbx:t" so as to provido ~ 1IUtbority. Need to lU1!B1Ic! (d)Cl) La Ildd 

"tu~ ~. aftI:r "dcvi.ce. • 110 as III provido fer dIJpasitiotl of tho gnod.s ai\ct 
cnud_....v.n. 1'bofe may JId In be othet -,;6''';OD, clepI!It~ an the ezpc!t proviaian 
Bdoptad fat ~bacco products. If WIlDt ad!l!im8lnl!ive d$ntim JWthariIy :fur deYir.=a to be 
~ fm ~,:, "0 pfnducn.1IIIIId to NDeDIi 00. 

A...,., pravlslDlIp r:tI1fIJIfI/sI1 F_SSJtw lGbGcco ptoUl1-.Jd be approp,iale'ly 10CtUed til 
Q1fIlW IIJ:ftQ1r.JOB. 

SwiM 701.11 VB!: 313. 'FEarn pfIntmWc $bjD"""": Need. to add "tobllCCO produd&.. oUter 
.~ ear:h timo that it appcaz3. 90 II 10 pro~ auzbm:ity to o~ ta:otds of ih~ 
obipmeat 

SSiPn 704; 21 USC 114. fuwsrign· To provW FDA with full ~ IWthority n=«I to: 
add "tobr.Ixo products.' aftIlr 'dc\iccs" _II tImB 1hB1 it appears ill (a)(I)(A,); add Par tobal:co 
prndm;t;s thar!IRI ~* UDder Mdil:nt_" afIrsr "n:aIricf8d dnicss" in (a)(l)(B); and add 
"1nbi'"Co ~·IIftar~· in (b). 

S;sjpp 7Q~. 21 Usc 175. MW; 1'0 mahori". FDA to dj.",minvtr: informazioo in tho ew.nt 
. of sirllatitWinVQ1Vin&immln ..... dwtger b baIlIh.lIeaIl t.o add. "tobal:co prvdUC1, • afb:r 'device" 
ill (b). . 

§nti9P 1101. 2lUSC § 8pl Im!lQ!1l' Need to .IIdd ."Io~ proQuc:ts.' after 'de~" in 
BUheecTjM (al·tolllhnriFDA ~ O\IUt.oblcco p!'I!ICS=t~. 

S«;r1an9 110l(G) ,04 IQ2. R'p'm' Need al1fO\isionallowiuiaxpon aftobacg, prodUC1S 1ha1do 
uat m=t !be Mqqjrenv:nts. aftbc FDCA. 

Smm 903 Ft>A: Need to add "Ioba=Q prodl1cts" afb:! dcmcs ill (a){2)(C) to cxpmssIy 
lIllIhorize. FDA 1\) ecndngl ~ Idadn& tu tb=e produc.toI. 

P. UU4 
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1he ~uIAIi._ pr.a!!lu1iatEd by ~ ge, Ietazy illlhe rule daScd Auguat 21, 1996 (Vol 61. 
No. 1M F.R.>. ~ pet 197 tDtitle ll. Codcot1'cQ8:ral~. shall be dK:meci 
to MVC bcq lawfully IIIIIi ptopedy ~ IIIIC sections _ of!hc Foad. ~g 
8Dd Cosmeitlc Ad u ............. DgtlWl title.. 

Exploring ~ s=mI device ~115 ed F""erieqt could made 10 apply 1InCR- a n=w 
subldtBpr. 

1 
L:iL4 

IV. Ot!= fildom ttl eon';_ ~ l"""&it18 nic.atme ~ aliminatj!t& producta besides blaclc 
awbt 

• impaGt OIlh=alth af ednr",cem to~ wn 
impKt OIl bealIhofedtUl tobBcoUKlll 

• iaopuctCllhealtt.laI~1C,*=\IWI 

7"'fH .... ipiiL. 

1'. UU~ 

J 
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GENI!IRAL COUNSEL 
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Amendment Noo __ Calendar No., __ 

Amendment to Committee Amendment to S. 1415 

Purpose: ensure that Congress has the ability to review all regulations 
promulgated under this Act pursuant to its authority under the Congressional 
Review Act. 

In the Committee on Commerce. Science. and Transportation 

Amendment to be proposed by Mrs. Hutchison 
. , 
Yto....f'\i,I,U, ~ 

Viz: .~~ 

"'~G2 \'I>~vt.~ O~ 
On page 2, r~ . e '. 

,1">,',¥)~ \~'i 
(c) FDA Rule in e provls ons of part 897 of title 21, Code of 

F~deral Regulatio shall be deemed to be lawful and to have been lawfully 
promulgated under authority of this chapter', r~:OVisions of such part that 
are not in effect on the date of enactment of thiS c ter shall take effect ii!Fm 
su~IPpa",Q£ uPon such later date as determined by the Secretary by order] 

and insert the following: 

(c) Congressio~ Review. --- In accordance with section 801 of title 5, 
United States Cod~, CongresLshall review, and may disapprove, any rule as ", 

f & '7 0,71, ued under this.. ' 

'tV 

, ~--~--------.----
01\\ ~~ \!> ;'vb~rt t-O \ 
i::>tA-~\ \) 1'-1 ~ ~ \ I --.-J 
~--------------' 



,. 
~B-01-98 13:42 From:OGC IMMEDIATE OFFICE 

.. , 
,oj 

, , 

2026907998 T-OTO P.03/04 Job-650 

~~(;"i 
-
(I") ~"J ~ k..'(l S~I ~ ~~~·b(o. 

fr".)l.{~ 01"1 r aP ~" rv-f- ~ ~ i'l Gth~~·~~ 

= :'""''' (i N til t' 

'" 

-e,Oi(.+~t 

. -- -_.... . -
~ -...........-.. .... ""'"--,~f,-

... 

di*,"~ J hr-, itit Slut~ ~ wcLv-. 

,,' 

, .. 

175 70 
4fU){po 

, .. 
" 



" 

A~B-01-99 13:42 From:OGC IMMEDIATE OFFICE 2026907998 T-070 P.04/04 Job-650 

The provisions of part 897 of title 21. Code of Federal Regulations issued on August 28. 1996. 
shall be deemed to be lawful and to have been lawfully promulgated Wider the authority of this 
chapter. Nothing in this bill shall be deemed to c5Utbli~h IIII cfi'cctive date for provision. of .uch 
part that are in litigation. Consistent with the litigation, those provisions that are not in effect on 
the date of enactment of this chapter shall take effect upon such later date as determined by the 
Secretary by order. 



co 
• ~3/"!5/98 WED 18: 46 FAX 301 443 5930 FDA/OFC OF COMM. .... ........ Kevin Thurm ~ 001 

J.4~ - N.f ~ L<t....,. r..,q UIA4"j' Ii "­
d;vi rlCM.? 

N .... - m ~ ... c~. i"'(..-e.l;~ 

1. Elements Necessary to Regulate Tobacco Products Through a New Chapter 

A. Essential Elements for II New Chapter (or Subchopter) 

S!'&tion 50! 21 USC § 351 Adulteration: Need a subsection similar to the device provisions 
of (a), which addresses poisonous or insanitary conditions, and adequate controls in 
manufacture. Need a subsection similar to (e), which addresses devices not in conformity with 
performance standards. Need a subsection similar to (f), which addresses premarket review. 
Need a subsection similar to (h), which addresses products not in conformity with good 
manufacturing practice requirements. Need a subsection similar to (i), which addresses 
products not in compliance with applicable investigational use requirements. 

Sectign 502, USC § 352 Misbrandine: Need a subsection similar to (a), which addresses 
false and misleading labeling. Need a subsection similar. to (b), which addresses packaging 
and labeling requirements. Need a subsection similar to (c), which addresses prominence 
requirements for labeling information. Need a subsection similar to (e)(2), (e)(4), which 
addresses established names. Need a subsection similar to (t), which relates to adequate 
directions and warnings against certain uses on the labeling. Need a subsection similar to (0), 
which addresses products from nonregistered establishments. Need a subsection similar to (q), 
which addresses compliance with restrictions on devices. Need a subsection similar to (r), 
which ·addresses statements required of restricted devices and other disclosure requirements. 
Need a subsection similar to (s), which addresses labeling requirements applicable to products 
subject to a performance standard. Need a subsection similar to (t), which addresses 
notification, record-keeping and reporting, and postmarket surveillance requirements. 

Sectign 510, 21 USC § 360 RCiistratign: Need provisions requiring manufacturers to register 
and provide FDA with certain information, similar to subsections (a), (b), (c), (d), (f), (h), 
(1), (k). 

S!'&tion 514 21 USC § 36Qd. perfgnnance standards: Need to enact authority for performance 
standards that would be based on the best public health result. 

S!'&tion 515 21 USC § 360e PremarJcet approval: Need to develop a provision that authorizes 
FDA to require premarket review under certain circumstances. 

Sectign 517, 21 USC § 360e. Judicial review: May need a similar provision that establishes 
requirements and procedures for review of performance standards, and other actions under the 
device provisions. 

Sectign 518 21 USC § 36Qh. Notificatign arid other remedies: Need a provision for recall 
authority that is a modification of (e). Also need notification provisions similar to (a) and (d). 

Sectign 519 21 lISC § 360j Rprords and Reports: Need provisions that are similar to 

-1-
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subsections (a) and (d). Under the rule, reports are required from tobacco manufacturers only 
for serious adverse events that are not well-known or well-documented by the scientific 
community, including events related to contamination, or a change in any ingredient or any 
manufacturing process, and from distributors only for adverse events related to contamination. 
Also need a provision similar to (0, which provides for reports of removals and corrections. 

Section 520 21 USC § 36Qj General provisions respectim: control of devices intended for 
human use: Need provisions similar to (d), which deals with notice and findings for certain 
agency actions. Need a provision similar to (0, the good manufacturing practice requirement 
authority. Need provisions similar to (g), which deals with investigational activities; (i), which 
addresses the proceedings of advisory conunittees and panels; and (Ie), which addresses 
contracting for research and testing activities. 

Need a provision similar to the relevant portions of (e), the restricted device authority, that 
expressly authorizes allows the Secretary by regulation to require that a tobacco product be 
restricted to sale, distribution, or use upon such conditions (including conditions relating to 
advertising and promotion) as the Secretary may prescribe. 

Sect jon 522 21 USC § 3601 Postmarket surveillance: Need a provision that allows postmarket 
surveillance under certain circumstances. 

B. Conforming A1tU!ndments to General Provisions of the FDCA 

1. Prohibited Acts and Penahies. 

Section 301 prohibited acts: The words "tobacco product," or "or tobacco product", as 
appropriate, need to be inserted after "device" in the following subsections: (a), which addresses 
the introduction of adulterated or misbranded products into interstate commerce; (b), which 
addresses the adulteration or misbranding of a product; (c), which addresses the receipt in 
interstate commerce of an adulterated or misbranded product; (g), which addresses the 
manufacture of a misbranded or adulterated product; (h), which addresses the giving of a false 
guarantee for purposes of section 303(c); (k), which addresses the alteration or labeling that 
results in the product being adulterated or misbranded. Several new provisions are necessary. 
Need a provision similar to (I), which deals with premarket review requirements. Need a 
provision similar to (q), which deals with or notification, record-keeping and reponing, and 
postmarket surveillance requirements. Need a provision similar to (P), which deals with 
manufacturer registration requirements. For detention authority under 304, need to have a 
provision similar to (r). 

Section 303 21 USC 333 Penalties: Need to 'amend (O(I)(A) to include "or tobacco products" 
after "devices" so as to allow FDA to continue its civil money penalty authority. 

Section 304 21 USC 334 Seizyre: Need to add a new section (E) to (a)(2): "Any adulterated or 

-2-
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misbranded tobacco product" so as to provide seizure authority. Need to amend (d)(l) to add 
"tobacco product," after "device," so as to provide for disposition of the goods after 
condemnation. There may need to be other modifications depending on the export provision 
adopted for tobacco products. Need to amend (g) to make administrative detention authority 
available. 

A new provision for compulsory process for tobacco products would be appropriately located in 
a new section 308. 

2. General Authority. 

Section 703 21 USC 373 Records ofInterstate Shipment: Need to add "tobacco products," after 
"devices" each time that it appears, so as to provide authority to obtain records of interstate 
shipment. 

Section 704 21 USC 374 Inspection: To provide FDA with full inspectional authority need to: 
add ''tobacco products," after "devices" each time that it appears in (a)(I)(A); add "or tobacco 
products that are restricted under section _" after "restricted devices" in (a)(I)(B); and add 
"tobacco product," after "devices," in (b). 

Section 705 21 USC 375 Publicity: To authorize FDA to disseminate information in the event of 
situations involving imminent danger to health and gross consumer deception, need to add 
"tobacco product," after "device" in (b). 

Section 709 21 USC § 379a. Presymption of existence ofjyrisdjctjon: Need to add "or tobacco 
product" after "device". 

3. Imports and Exports. 

Section 801 21 USC § 801 Imports: Need to add "tobacco products," after "devices," in. 
subsection (a) to allow FDA authority over tobacco product imports. 

Sectjons 801{s;l and 802 Exports: Need a provision allowing export of tobacco products that do 
not meet the requirements of the FDCA. 

4. Miscellaneous. 

Section 903 FDA: Need to add "tobacco products" after devices in (a)(2)(C) to expressly 
authorize FDA to conduct research relating to these products. 

-3-
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II. Language to maintain existing regulations, precedent, and authorities 

With respect to the 1996 regulations, the following ~ be sufficient-

The regulations promulgated by the Secretary in the rule dated August 28. 1996 (Vol. 61, 
No. 168 F.R.), adding part 897 to title 21, Code of Federal Regulations, shan be deemed 
to have been lawfully and properly promulgated under sections _ of the Food, Drug 
and Cosmetic Act as amended by this title. 

Ill. Other factors to consider when reducing nicotine or eliminating products besides black 
market: 

• impact on health of adolescent tobacco users 
• impact on health of adult tobacco users 
• impact on health of non-tobacco users 

-4-
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IV. Additional authorities 

Authority to require premarket approval of all health-related claims. 

~ .' . 
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Jerold R. Mande 

02/02/98 07: 1 0:46 PM 

Record Type: Record 

To: See the distribution list at the bottom of this message 

cc: 
Subject: Hot Tobacco Items 

1. DoJ is scheduled to testify this Thursday before a House Judiciary oversight hearing 
regarding the civil liability portions of the proposed tobacco settlement. DoJ has alerted OMB that 
we probably won't see the testimony until Wed. I have alerted OMB that this is a sensitive subject, 
and it would be helpful to know who is testifying and the lead in their testimony by tomorrow. 

2. Sen. Jeffords in planning to introduce his tobacco bill on Thursday with an FDA section that 
contains many of the problems the 6/20 deal had plus a lot of new problems that someone clever 
has thought up. Jeffords is also on record saying he wants to move tobacco legislation that can be 
reported out of his committee 18-0. We should consider whether we want to send a message 
directly to Jeffords (not his staff) about the problems with his bill. I believe it is important we do 
this before he introduces the bill. It will be a significant setback to comprehensive tobacco 
legislation if Jeffords goes on record supporting the approach to tobacco regulation outlined in his 
bill. Jeff Teitz on Kennedy's staff has urged us to contact Jeffords. 

Message Sent To: 

Bruce N. Reed/OPO/EOP 
Elena Kagan/OPO/EOP 
Christopher C. Jennings/OPO/EOP 
Donald H. Gips/OVP @ OVP 
Thomas L. Freedman/OPO/EOP 
Toby Oonenfeld/OVP @ OVP 
Sarah A. Bianchi/OPO/EOP 
Virginia N. Rustique/WHO/EOP 



DRAFT 9/5/97; FOR DISCUSSION PURPOSES ONLY 

PROPOSED RESOLUTION/NON·TOBACCO INGREDIENTS 

SCOPE - Legislation would apply to all ingredients, substances and compounds 
(other than tobacco, water and reconstituted tobacco sheet made wholly from tobacco) 
added by the manufac1urer to the tobacco, paper or filter of the tobacco product. 

PROCEDURES - Within 12 months of the effective date of legislation, FDA would be 
required to promulgate regulations relating to the reporting, testing, evaluation and 
disclosure of all covered additives. 

GENERAL PROVISIONS - The substantive requirements for covered additives 
would be as follows: 

Reporting and Disclosure 

• Reports to FDA, on a confidential basis, 
of all additives by-brand, together with 
specific amounts used. Reports to be 
updated as and when additives change. 

• Disclosure to public on a by-brand basis 
by means other than on packages, 
such as inserts or general publications. 
Disclosure in descending order by 
quantity, with same exceptions as under 
food regime (I.e., flavorings and additives 
with no effect on finished product). FDA 
may challenge assertions that an additive 
Is exempt from disclosure. 

• FDA may require disclosure of additives 
otherwise exempt if such additives have 
already been disclosed for the relevant 
brand In order to comply with law of 
another jurisdiction. 

Z"d 

Testing and Evaluation 

• For each additive in use as of date of 
enactment, manufacturer must submit 
safety assessment. 

-All safety assessments must be 
submitted within 5 years of enactment 
(4 years after latest date regulations 
may be issued) to allow both 
manufacturers and the agency time to 
comply with applicable standard. 
Manufacturers should submit 
assessments on a rolling basis as they 
are completed within reasonable time 
frame after regulation is finalized (e.g., @ 

25% per year by the end of the second 
through fifth years after enactment). 

• FDA may disapprove the use of such 
additives pursuant to a statutory 
standard. 

• After 5 year period, no additive may be 
used If a safety assessment has not been 
submitted. 

• Any proposed additives not in use as of 
enactment date require prior evaluation 
by FDAfstatutory timetable for agency 
action-:\'Same as to any proposed 
increa'§'e in use level of currently used 
additive above amount specified In safety 
assessment. 

£08£L062t2 W~LE:60 L6. £0 d35 
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July 22, I'm 

Dear Colleague:: 

The Agriculture AppropriatiCll$ Bill !hal will goon be on the Smale /I oar regrl5l!111t a lauclable 
efrurt IlIIder diftieult cin:umstnn=. but iL ~QI\ra.lM II. glaring shortl'all The Food and Drug 
AdmiDisJratian's budget requelled $34 mllion for eaCorcemml and oulraadJ elI"orlS In aliSO iIa1es to I:.IInY 
our rulos to pruvent Idds Cram ~ Ulbacco. 1b1! reported. bill provicila onlY $11.9 trilJicn for this 
pwpO£e, Ii1e same as last ycsr arui far 100 liIIIe for an eli'ec!ive 1lllti000wicie efi'orl ID help America's childrQl 
avoId the cI5dJy trap oftobw:o. We are ru:kiDgyour support for II. floor &m2ICiIMu we will be otrerlzlg to 
Jlnwide tIw full flJllWng tII!I:d=I fur FDA's critically ~0rtImt efforts to ptlWSll YOllllumoking 

Nearly 90 pe=m of2ilult ="i:I1i ~ at 01 befare age 18. Today, jusllilce BYttry day of the 
year. another 3,000 of our yllUDg ~ will bel:mre-regulM smokes, 1,000 oC..ma1!l will die pr~ 
beause or their smoki4 At cumnt rata. n:ae 1bDn 5 million childrm 1lIIder lip 18 wbo ere alive IOda,y 
will be killed by SWI:JkiDIi-relatl!d diseua. 

In August of 1996.. FDA issued rules implementing aphsn to reduc: themlllirer ofcllildrl!ll who 
bogin smoking. Th.: c;enlll!;lis:e of this plan is eufor=1 or provisions lhaI set a natiooal legal 3j:e of 18 
for th= p~e or loba.cco prod)Jr;ts and req~ relailm to cbeck pboto I.D.s of c:<:IRiumct3 seeking lu 
pUCI:bilo'lc tob;ll;co who appear to be YOIl!1gBr I.bcn 27 y= or ~ge. rnA rxeds the CuD :SJ4 million to 
implemi:nt the minimum ~ and pbOUl LD. rules, w!lich 'Mm! fully uphel!! by ilia i'slernl district c:tlwt in 
(Jr-eemboro. Narth CarDJinn. The FDA initill1ive is not Ii big new f.denll prosram The bulk of the money 
will go directly to !IlP/lort state and local efforts. 

Our amendtn<nt providll!l 8l'l offset within the AgriCIJJIIl", ApprcpriatiOllS Bill OCS34 miUicn 
Dbtained Ihraugh inaea.sing !be ~o matkmng &SSess~ from !he CUlTa¢ ooa pcn:cnL uC tlIe IlAlicmal 
pricuu~pOt! level 10 2.1 psroeut for the 1998 crop otflU&CUred tobauo:znd lfIe 1997 crop of burley and 
other lobacco. The full cost of Lhe in.:rea.se would be bome by ~ oftchacca. In lIddition, fnr 
tcbOlCC:O covered by the 3i11!Ildmalt. the holI al'1hc c:urrent ono-pertelt assesamem now paid by pndJJ~ 

, would be shifl:ed to pun;basers. thus providing lISSessIl1!Slt relief Ie tobSllCO fIInDers. 

FDA's initiative against youth SlIlOking was beeun lCIIS before the tobacto ~dII;uru:n1 raJlcs even 
started. The mininmm age =i pnOlo r.n. check I'llICii 1Ir0 in pilla! and nrc warking, but thn is q pressing 
need ror IlDreturuling to l1iIow all SO itzltl5 10 r:srry out youth 51\l1lking prevmUca efforts. Wi!h the 
evidence M ~ have regarding IIlI: epidmnic oftlB1 s~ IIIId itl impIicatilm fOr /be fImft, there is 
no excuse for dclaying full impl<mll:l1i8rion o{1bis critical program. Weshouid!lOt await 1IlIIIII1cIII'IlIiI:I mtc 
cflhe tobacco sl:t!Jl!II'Ie!1t befc[e pU!Iine the necessary reourC15 into FDA's enfcrc:stJmt and ~ 
eftbrTB iJBIIiDSt UIlderage slllllking. At the same ti%De. lI.doptinj: our atlIWdInem ww1d in no way prejudice 
Dr in any vvuy dec the outcome or any legislation desiglllld to implt:me:nt the seltlemm. 

Sincerdy,. 
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FUNDING FOR FDA YOUTH TOBACCO mITIATIVE 

The 8.llleudmQJlt would raise $84 mmloll in fisCill 1998 50 that FDA, 
working with the sta1t!:;, call earry 01l.t 1'Ulea to P1'eVellt &llia noOIn 
SlIIOking. It is Ii dro,p in the b'ltaket COlllplU'Ud to the $50 billion that 
tobaoco d.ram:; from our haa.lth DaN system each and every yguo. 

If we can pl'event kids fMm. smDking we ean head riff 8 tremendoull 
8lI10~t of human djsaase and suffering, lIIedical costs BJlc! loss of 
lll'a. iven tobaC:CQ aQlllpanies say they are agaiIuat kids smokin2". 

Ii!I 004 

But look at the tacts: 4.5 mW10n kids ~ l2-17 are smnkera 
today and bigh schOOl seniors IIl'e emokiJ:li; at the highe&at rate in 17 
Yeal's. 

• 

• 

Nearly 90 pereent of adult smoken begah at or before age 111 • 
Today, just lika evwl"'g cley cf the Y""tf', anoti.Lsr 3.000 you:c.g 
people wID becnme regulaf' smokers. A thous,U::II;l of them will 
die premattlW!ty be~e of their smoking. 

If current l'IItes continue, more than 5 mj11 fon children under 
age 18 Whn are alivCl tnda.y will be killed by smnking-related. 
dUHllISe. 

A root causs of this youth SIDOkintr; pllilgu. .. Js tlle aasy anCelilll kids have 
to tobacco. StUdies have ahoWIL that ohildren lind adOlescents were 
able to buy tobllCco pl'Oduats 87 percent cf the tlmes they tried. Kiels 
bllY $1.26 b1l1ioD. of tobacco produots each year. 

FDA bas adoptecl l"Ules to cut illegal sales t~ minnl'S by setUng a 
nstiul18l legal age of' 18 tor purc:we at tobacco pzooducts and 
requires l"etai.lers to check phDto I. D. &I ot consumers seeking to purchase 
tubacco Who appaar to be younger than 27 y_ of 8ge. The authority 
uf FDA tn cany out thesa l"Ules was fully upheld by the fedel'Bl 
dlstrfot court in G1'eensboro. 

And the American publlc ovel'Whe1m:iIlKly supllnrts putting a stop to 
illegal sales of tobacco to Drlnors. According to 8 uew pon, 93 
pel'OI>nt of AaleriClUls agree tbat yOlUlg peoplA should be required tn 
sho~ a PADto I.D. to buy tobacco produots. 87 pllrcent &grail with the 
FDA rule ."tt1J1g a nstioll.a.l lIIinimWII ega of l8 for buying tobacco 
8l\d mandating f.D. chec>ks of all tobacoo purchasars appc=ing to be 
under age 27. 

The Pragjdent's FDA budg-et request includes $34 million foz. carrying 
Dut the legal age and photo LD. l'Illes upheld by the Court in 
Greensbol'O. Of tbat amount, $24 IIIlJ.Ijon will be UQa4 for 
enforcement, with !DOst at these funds iCing to state and local 
offioiBls for oarrymg out the l"Illa. The l'9me jnl "g $10 million will 
be used for outreach efforts, illcludlng eduaat:i%1g retailers about the 
l'Ule. 

ProvidiJlg FDA full flUld1ng for this initiative is essential. AI the 
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leUer from Secretary Shalala mak.1I clear, the full $34 m1ll1on 18 
Ileedoad to CBl'l'Y out the age and photo I.D. rules. -Without these 
funds. FDA will not have the credibl .. _tiona! anf'oroem .... t program 
requil"Gd to reduce &ig;ttificau.tly ymlns PQOpls's aCCBSS to tobaccc •• 

A lettel' f~ fOl'lller Sugean General C. Everrett KQOp and anDthar 
fioom 88 atto=eys geDel:".:Ll. urge full fwlCIing- of the $34 million fer 
FDA's youth SlIIOkiDg 1n1uauve. Dr. Kcop says it be:;t: • A vote 
~t the fulldmi js a vote With the tobat:ClO industry and its 
ClWD];Jeigu to lure kiciB into the deadly addiotioll •• 

The offset far the amcmCl.mlllnt,is ~le and well-focused. It provides 
a slll8l1 mcrease fol' FY 88 In the CUl'Rnt marketing assessment on 
tobacco to raise the tull $34 million tor fundiog the FDA youth 
tobacco enforcement and DUb-each affon. 

The morease will be paid for onl."ti.nly by the tobB.OCO companies that 
purchase domestic toba.coo aud impcrt foreign tobacco. The cost or 
th1s iDitiativ.. Will be plaeed squa;re!y on those who profited by 
lallillg tobacc:o to young people, not on the tobacco farmer and .not 
on taxpayers. 

.. The WIleudllleXlt i& Rlso ol'81'te4 to relieve tobacco farmers of their 
current obliga&n to pay half of the mal'ketins assessDleut QQ the 
tobam:o Covered by the ilmand!ll~nt. This amendment saYB the tobA/!oo 
gomplWia& will pay tha whole assesSlllent, including the iuOr1l88B. 
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