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105TH CONGRESS 
2D SESSION s. 

IN THE SENATE OF THE UNITED STATES 

Mr. CoNRAD (for himself, Mr. DA.ScHLE, \Mr. KE'NNEDY, Mr. LAUTENBERG, 
Mr.' REED, Mr. LEAHY, Mr. DoDD, Mr. BINGAMAN, Mr. DuRBIN, Mr. 
BAUCUS, Mr. DoRGAN, ·nlr. RocKEFELLER, Mr. KERREY, l\Ir. \YYDEN, 
Mr. WELLSTONE, Mr,,TORRICELLI, Mrs. BOXER, Mr. KERRY, Mr.~BuMP­
ERS, Mr. MOYNIHAN: Mr. JOHNSON, Mr. BREAUX, Mr. KoHL, Ms. 
LANDRIEU, Ms. MOSELEY-BRAUN, Mr. BRYAN, Mr. AK.AKA., 

-------' introduced the following bill; which was read twice 
and referred to the Committee on _· ___________ _ 

A BILL 
To help parents keep their children from starting to use 

tobacco ·products, to expose the tobacco industry's past 

misconduct and to stop the . ·tobacco industry from 

targeting children, to eliminate or ·greatly reduce the 

illegal· use of tobacco products by children, to improve 

the public health by reducing the overall .use of tobacco 

products, and for other purposes. 

February 12, 1998 

1· Be it enacted by the Senate and House of Representa-

2 tives of the United States of America in Congress assembled, 

\ 
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C.nJ....r,,..,..,, 1'l 1()0Q 

I SECTION I. SHORT TITLE; TABLE OF·CONTENTS. 

2 (a) SHORT TITLE.-This Aet ma~· be cited as the 

3 .. Healthy Kids Ac('. 

4 -(b) TABLE OF CO~TE~TS.-The table uf contents uf 

5 this Aet is as follows: 

&c. 1. Short title: table of contents 
See. 2. Findings. 
Sec. 3. Purposes. 
Sec. 4. Definitions. 

TITLE I-HEALTHY KIDS TRUST FUND 

Subtitle A-Gene~al Pn),isions 

Sec. 101. Establishment of Trust Fund. 
See. 102. Liability of tobacco product manufacturers. 
Sec. 103. Licensing of manufacturers. 
See. 104. Enforcement. 

Subtitle B-Payments 

CltiPTER 1~To STATES 

See. 111. Payme~ts to States. 

CHAPI'ER 2-FEDERAL HEALTH PROGRAMS 

See. 121. Nationai Institutes of Health Trust Fund for Health Research. 

CHAPI'ER 3-lNvESTMENTS FoR CHILDREN 

See. 131. Improving child care and early childhood development. 
See. 132. Improving elementary education. 
See. 133. Increased enrollment of children with the medicaid and State chil­

dren's health insurance programs. 
See. 134. Medicare cancer patient demonstration proj~t;· evaluation and report 

·. to Congress. 

TITLE II-FDA JURISDICTION OVER TOBACCO PRODUCTS 

See. 201. Reference. 
See. 202. Statement ofgeneral authority. 
See. ·203. Treatment of tobacco products as drugs and devices. 
See .. 204. Safety and efficacy standard and recall authority. 
See. 205. Genen:.: health and safety regulation of tobacco products. 

"See. 571. 
"See. 572. 
"Sec. 573. 
"Sec. 574. 

SuBcHAPTER F~ ToBACCO PRonucrs 

Promulgation of regulations. 
Scientific Ad,iso1y Committee. 
Performance standards. 
Disclosure and reporting of tobacco and nontobacco ingredients 

and constituents. 

\ 
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"Sec. :J 1 :) Tobac·eo proJu<:t \\·arnlllf!S. labeling and packaging. 

"Se<.:. 1/!i. Presen·ation ot' State and local auwority. 
"~c. :J 1 1. Restrietions on ~-<!llth access to tobac.~o pnxlucts. 
"Sec. 1/E. Publie disdc-,slln' C)f health research 

"Sec 1/~J. Citizen suits . 
.. S.•c. :).SO. Agrieu!tural producers. 
"Sec'. :).Sl. Authority of Sec.:n::ta,·y. 

Se.; :206. Repeal:::. 
s~'<: 201 .. -\uth•lrit~· ot' 1·\·deral Trade Cc)Jlllllissi•)n. 

TITLE III-YOuTH S~lOIG.:'W REDuCTIOi\ TARGETS A:'.JD 
L\'CENTI\'"ES TO REDCCE YOUTH S~IOKING RATES 

~- :301. Purpose. 
~- 302: Child tobacco use sun·eys. 
~- 303. Reduction in underage tobacco product usage. 
~- 304. ·Noncompliance. 
~- 305. Rulemaking procedures. 
Sec. 306. Miscellaneous pro,isions. 

TITLE IV-TOBACCO TRANSITION ASSISTANCE FUND 

~- 401. Tobacco transition assistance fund. 

S.L.C. 

TITLE V-:-STANDARDS TO REDUCE INVOLUNTARY EXPOSURE TO 
TOBACCO SMOKE 

Sec. 501. Standards to reduce involuntary exposure to tobacco smoke. 

TITLE VI-PUBLIC HEALTH AND OTHER PROGRAMS 

Subtitle A-Research Programs 

Sec. 601. Tobaceo-related research. 
Sec. 602. Research relating to patterns of smoking. 
Sec. 603. Surveillance ·and evaluation. 

Subtitle B--Education and Prevention Programs 

~- 611. Grants for school- and community-based tobacco danger education 
programs. 

Subtitle C-Miscellaneous Programs 

Sec. 621. Counter-advertising programs. 
Sec. 622. ~ational Tobacco Cessation Program. 
Sec. 623. Assistance for those suffering from tobaceo-related illnesses. 
Sec. 624. International tobacco control. 
Sec. 625. National Event Sponsorship Program. 
Se<:. 626. Programs to reduce alcohol and illicit drug use by minors. 

TITLE VII-LIABILITY PROTECTION; CONSENT DECREES; 
. NATIONAL PROTOCOL . . . . . . 

Subtitle A-Liability Prote<:tion and Attorney Fees 

Sec. 701. Dismissal of and limitations on civil actions. 
Sec. 702 .. -\ttorney's fees and expenses. 

\ 
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February 12. 1998 

Subtitle B-Const•ut D··u-•:•:;; 

~(· Ill. Consent decrees. 
~c 712. i\on-parti<:ipating rnanufadurers 

Subtitle ('-\"ational TolJ<lC<:0 Contr<Jl l'rotu<'<il 

CtL·\Yf£R 1-L:iT.lliLISI-Dli::C'T 

Se.:·. In. \" atioual Toba~:c<i l'ont r<il Prul•i•:ol. 

Sec. -·)C: ,_,)_ 

Sec. 7:2li. 
Sec: _,r 

1~1. 

Sec. 72S. 

Application <)f chapter. 
Agreement to prohibit certain aJwrri,-iug 
Consensual restrictions. 
Agreement on format and content requirements for labeling and ad-

vertising. 
S€c. 729 .. -\greement to ban on nontobaceo items and seniees. contests· and 

games of chance, and sponsorship of eYents. 

CHAPTER 3-ENFORCEME~T 

Sec. 731. Federal enforcement of th_e protocol. 
See. 732. State enforcement of the protocol. 
See. 733. Private enforcement of protocol. 

TITLE VIII-MISCELLANEOUS PROVISIONS 

See. 801. Prohibition on use of funds to fa~ilitate the exportation or promotion 
of tobacco: 

See. 802. Whistleblower protections. 
See. 803. Prohibitions relating to tobacco products and children. 
See. 804. Preservation of State and local authority. 
See. 805. Severability. 

TITLE IX-PROVISIONS RELATING TO NATIVE AMERICANS 

See. 901. Provisions relating to Native Americans. 

1 SEC. 2. FINDINGS. 

2 Congress makes the following finclings: 

3 (1) Approximately 3,000 children begin smok-

4 mg each day. 1,000 of these children will clie pre-

S maturely from a tobacco-related illness or condition. 

6 (2) The tobacco industry has targeted tobacco . 

7 product marketing and promotional efforts toward 

\ 
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children as <l suuree nf replatement smokers. The in-

· 2 clustry has also targeted minorities. 

3 (3) Approximately 90 perc-ent of smokers start 

4 by the tinH' tlw:· are 18 :·t•ars nld. Half of all sm(>k-

5 t•rs start b:· age 1-l. 

6 ( 4) .AlthmiQ'h most children plan to quit sm9k-

7 ir1g after eArperimenting~ the Yast majority find that 

8 they have become addicted and cannot quit. · · 

9 ( 5) Seventy percent of adult smokers would like 

10 · to quit smoking, b~t the tobacco industry has ma-

ll nipulated the level of nicotine in tobacco products 

12 and added ingredients to enhance the addictive ef-

13 fects of nicotine to ensure that users of these prod-· 

14 ucts remain addicted. 

15 (6) Tobacco products cause cancer, heart dis-

16 ease, lung disease, and other fatal illnesses. lVIore 

17 than 400,000 Americans· die ·each year of these to-

18 bacco-related illnesses and conditions~ \ 

19 (7) Tobacco-related illnesses, medical conditions 

20 resulting from tobacco use, and lost wages and pro-

21 ductivity cost the United States in excess of 

22 . $100,000,000,000 annually. 

23 (8) Federal and State taxpayers spend tens of . 

24 billions of dollars annually pa:ing for the medicare; 

25 medicaid, and other Federal and State health pro-

February 12, 1998 
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gram costs Hrising: fruin tnh<H·l'(l-n•l;tti•d illnesses and 

2 ·conditions. 

~ (9) The tobacco industry has s.'·stematicall.'· in-

4 \·nked and abused the attc)rlle.'·-dient pri\·ilege to . 

5 hide its attempts to mislead the ..-\meriean public: 

6 about the health risks associated \\ith tobacco use, 

7 its manipulation of nicotine levels, <~rl.d its efforts to 

8 lure underage users and mir~orities to its products. 

9 (10) Nicotine is an addictive drug: The market-

10 place for tobacco products 'is largely based o:n addic-

11 tion. 

12 (11) vVorldwide, smoking kills 3,000,000 people 

13 each year. If current smoking patterns continue, to-

14 bacco use will kill 10,000,000 people a year by 2025. · 

15 (12) Environmental tobacco smoke is respon-

16 sible for 3,000 lung cancer deaths annually in Amer-

17 

18 

19 

ican nonsmokers. Environmental tobacco smoke also 

harms children's health. 

(13) In 1995, ·the tobacco industry spent close 

20 to $4,900,000,000 to attract new users, retain. cur-

21 rent users, increase current consumption, and gen-

22 erate favorable long-term attitudes toward smoking 

23 and tobacco use~ 

\ 
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( 1-l) Tnbaeeo produc-t adYertising misleadingly 

2 . portra:·s the nst.' of tobacc-o as. socially acceptable 

3 and healthful. 

4 ( 15) 'l'ob;,wen prodnet ;1rlvrrtising is regular!:· 

5 seen· b:· · pi:rsons under the age of 18. and persons 

6 'under the. age of 1 8 ·are regularly exposed to tobacco 

7 . product promotional efforts. 

8 (16) Through advertisements during and spon-

9 sorship of sporting events, tobacco has become 

10 strongly associated with sports ·and has become por-

11 trayed as an integral part ·of sports and the healthy 

12 lifestyle associated with rigorous sporting activity. 

13 (17) Children are· exposed to substantial and 

14 unavoidable tobacco advertising, that leads to favor-

15 able beliefs about tobacco use, plays a role in leading 

16 young people to overestimate the prevalence· of to:-

17 

18. 

bacco use, and increases the number of young people . 

· who begin to use tobacco. 

19 (18) Tobacco advertising increases the s1ze of 

20 the· tobacco market by increasing consumption of to-

21 bacco products including increasing tobacco sales to . 

22 young people. 

23 (19). Children are more influenced by. tobacco . 

24 advertising than adults~ they smoke the most adver·-

25 tised brands, and children as young as 3 to 6 can 

FP.hrll:'!rv 1?. 1998 · 
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. 8. 

l reti)Q'nize a eharacter associated with smoking at the 
~ . . . . ~ 

2 same rate that they recognize cartoons ~1nd fastfood 

3 · eharacters. 

4 (?0) Tobacco company ch)cuments indicate that 

5 .':oung people are an important and often crtlCial seg-

6 ment of the tobacco market. 

7 (? 1) Comprehensive adve11ising restrictions will 
. . 

·· 8 · have a positive effect on the smoking rates of young 

9 people~ as evidenced by the e~-perience in Norway, 

10 Finland, and other countries .. 

11 (22) Restrictions on advertising are necessary 

12 to prevent unrestricted tobacco advertising from un-

13 dermining legislation prohibiting access to young 

14 people and providing for education about tobacco 

15 use. 

16 (23) International experience shows that adver-

17 tising regulations that are stringent and compre~en-
\ 

18 SlVe have a greater impact On overall tobaCCO. USe 

19 and young people's use than weaker or less com-

20 prehensive ones. Text only requirements, while not 

21 as stri.ngent as a ban, will accomplish· this purpose 

22 while preserving the informational function of adver-

23. . tising .. 

24 SEC. 3. PURPOSES .. 

25 The purposes of this Act are-· 
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2 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

·17 

18 

S.LC 

9 

( 1) tu help ~\merit<m families dr::imatieall:· re-

cluce the number of children illecrallv usmg· tobact() b • -

produets b:·-

C\) increasing the price of cigarettes hy at 

le;lst . S I .;)0 per paek in order . to cliseoui·ag-e 

youth purchases: 

(B) implementing p1·evention, education~ 

cessation, and counter-advertising programs; 

(C) restricting. advertisements designed to 

encourage kids to use tobacco products; 

(D) imposing penal ties on manufacturers 

. for failing to reach youth smoking rate reduc­

tion targets; 

(E) requiring retailers to comply with laws 

forbidding ~ales to minors; and 

(F) giving the Food and Drug Administra­

tion and State and local governments the au­

~ority and resources to keep tobacco products 

19 out of the hands of minors; 

20 (2) to compensate taxpayers for their costs at-

21 tributable to tobacco-related illnesses by reimbursing 

· 22 the medicaid ·and medicare programs and resolving 

23 the legal claims of Federal~ State and locaJ govern-

24 ments for those costs that resulted from past mis-' 

25 conduct by the tobacco industry; 

February 12, 1998 
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1 ( :3) to i'mpn)W the pub! it he;tl tit by red uei ng the 

2 number of adult users of t<•haceo produets thnmgh 

3 apprm·ed cessation prng-rams ;md limiting public- ex-· 

4 posnre to emironmental tohneeo smnke: 

5 ( 4) to prO\ ide assistanee to tobaceo fanners. to-

6 bacco factory workers. and rural eommunities: 

7 (5) to affirm the full authority of the Food and 

8 Drug Administration to regulate the manufactt1re, 

9 labeling, sale, distribution, and advertising of to-

10 bacco products ~o the fUllest extent authorized by 

11 the commerce clause of the United States Constitu-

12 tior; 

13 (6) to make available to the public tobacco in-

14 dustry documents regarding _the health effects of to-

15 bacco products,· addiction, the agricultural prod.uc-

16 tion ·of tobacco, the manufacture of tobacco prod-

17 

18 

19 

ucts, the distribution of tobacc() products, and the 

marketing of tobacco products to youths;. and 

(7) to enhance global anti-tobacco efforts to 

20 minimize the adverse health· effects of tobacco prod-

21 ucts. 

22 SEC. 4. DEFINITIONS . 

. 23 In this Act: 

24 (1) BRAND.-· The teiJTI "brand" means a van-

25 ety of a tobacco product distinguished by the tobacco 

\ 
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2 

3 

4 

5 

6 

7 

8 

S.L.C. 

11 

used~ tar content. nit(•tine eontent. tlaYorino· used. ~ 

size~ filt1;ation. or packaging. 

(2) CIGAR.-The term "'cigat~ .. means an.\· rull 

of tobacco \\Tapped in leaf tohaeco ur in an:· sub-

stance 6)ntaining tobaeto (other than an,\· roll (tf to-

bacco which is a eigarette or cigarillo "ithin the 

1 meaning of paragraph (:3) .or ( 4)). 

(3) CIGARETTE .-The term . "cigarette'' 

9 means-

10 (A) any roll of tobacco wrapped in paper 

11 or in. any substance not containing tobacco; and 

12 . (B) ·any roll of tobacco wrapped in any 

13 · substance containing tobacco which, because of 

~4 its appearance, the type of tobacco used in the 

15 filler, or its packaging and labeling, is likely to 

16 be offered to, or purchased by; consumers as a 

17 cigarettP. described in subparagraph (A). · 

18 ( 4) CIGARILLOS.-The term "cigarillos" means 

19 any roll of tobacco wrapped in leaf tobacco ·or·. any 

20 substance containing tobacco (other than any roll of 

21 tobacco which is a cigarette within the meaning. of 

22 paragraph (3)) and as to which 1,000 units weigh 

23 . not more than 3 pounds. 

24 · ( 5) CIGARETTE TOBACCO.-The term "cigarette 

25 tobacco" means any product that consists of loose. 

February 12, 1998 
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1~ 

tcibaeeo and is intended for the h~· pers.:HlS in .a eiga-

2 rette. [nless othl'n\'ise stated. the requirements of 

3 this Act pertal'ning tu eigarettes shall also appl~· to 

4 eig:1rette tob;weo. 

5. (G) DISTmBl.'TOH.-The term "distributor~~ 

6 means any person who furthers the distribution of 

7 tobacco p_roducts. whether domestic or imported, at 

8 any point from the original place of manufacture to 

9 the person ,,·ho sells or <..iis~ributes the product to in-

10 dividuals for personal consumption. Such term shall . 

11 not include common carriers. 

12 (7) LITTLE CIGAR.-The term . "little cigar" 

13 means any roll of to,bacco wrapped in leaf. tobacco o_r 

14 any substance containing tobacco (other than any 

15 roll of tobacco which is a cigarette within the· mean-

16 ing of subsection (1)) and as to which 1,000 units 

17 weigh not more than 3 pounds. 

18 (8) MANuFACTURER-The term "manufac- \ 

19· turer" means any person, including any repacker or 

20 relabeler; who manufactures, fabricates, assembles, . 

21 processes, or labels a tobacco product. 

22 (9) PACKAGE.-The term "package" means a 

23 pack, box, carton, or container of any kind in which 

24 tobacco products are offered for sale, sold, or other-· 

25 wise distributed to consumers. 

· February 12, 1998 



O:\BAI\BAI98.252 S.LC. 

1:3 

( 10) PEHSO:\:-. The term "person·~ means an 

2 individuaL partnership. corporation. parent corpora-

3 . tion. or an:· other business or legal entity or sueccs~ 

4 · sor in intei·est of an.\· such person. 

5 ( ll) PIPE TO~ACCO.-The term "pipe tobaeeo~· 

6 means any loose tobac·co that. because of its appear-

7 ance, type, packaging, or labeling, is likely to be of-

8 fered to, or purchased by, consumers as a tobacco 

9 product to be smoked in a pipe. 

10 (12) POINT OF sALE.-· The term "point of 

11 sale" means any location at which an individual can · 

12 purchase or otherwise obtain tobacco products for 

13 personal consumption. 

14 (13) RETAILER.-· The term "retailer" means 

·15 any person who sells tobacco products to individuals 

16 for personal consumption, or who operates a facility 

17 where vending machines or self-service displays are 

18 permitted under this Act. 

19 (14). RoLL-YOUR-OWN- TOBACCO.-The term 

20 "roll-your-own tobacco" means· any tobacco which, · 

21 because of its appearance, 'type, packaging, or label-· 

22 ing, is suitable for use and likely to be offered to, 

23. or purchased .by, consumers as tobacco for making 

24 cigarettes. 
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2 

3 

4 

5 

6 

7 

8. 

9.· 

10 

11 

12 

13 : 

14 

15 

16. 

17 

18 

14 

· (l;)) S.ALE.-The.term ."salt_,·· ineludes the sell-

mg, proviclirl'g samples of. · or· othe~,,-i.sc. niaking to-
·. 

bacco products an1ilable fol'_-personal eonsumptiOI\ in 

any place within the scope of this A.d .... 

(lG) SECRET1~Y.-· Ex<;ept as pr6vided Ill title 

n:--. the term "Secretary~· me.ans the Secretin:~ of 

Health and Human Senices.· · 

(17). SMOKELESS TOBACCO.-The term "smoke-

less tobacco" means any product that consists of 

.cut, ground, powdered, or leaf tobacco that IS m­

tended to be placed in the oral or nasal· cavity. 

(18) STATE.-The term "State" includes the 

several States, the District of Columbia, the Com-
. . . 

monwealth of Puerto Rico; Guam, the Virgin Is­

la·nds, American Samoa, the Northern Mariana Is-· 
• • : . • t 

lands, and any o'ther territory or possession of the 

United Stat~s. Suc!l term·include~ any political divi-. 

sion of any State. 

19 (19) TOBACCO.-The term "tobacco" mean~ to-

20 bacco in its unm~nufactured form. · 

21 .. · (20) TOBACCO PRODUCT.-The term "tobacco 

22 . product'.' means any . product . made of or derived 

. 23 · from touacco leaf for human consumption, including, . 

24 but not limited to; .cigarettes, cigarillos, cigarette to-· 

February 12, 1998 
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baeco. cigars. little ('igars. pipe tobacco. and smt,ke-

2 less tobacco~ and roll-~·om·-o\\11 tobacco. 

3 (~ 1) TRCST Ft'~D.-Excrpt as provided in see-

4 tion 1~1 and title IV. the term ··Trust FUJid~· means 

5 the Health Enhaneement ·and Lowered Tobacco 

6 ·Hazards for Young Kids Trust Fund ·established 

7 under section 101. 

8 TITLE I-HEALTHY KIDS TRUST 
9 FUND 

10 Subtitle A-General Provisions 
11 SEC. 101. ESTABLISHMENT OF TRUST FUND. 

12 (a) CREATION.-. 

13 (1) IN GENERAL.-There 1s established in the 

14 Treasury of the United States a trust fund to be 

15 known as the ''Health Enhancement and Lowered 

16 Tobacco Hazards for Young Kids Trust Fund" (re-

17 

18 

19 

20 

ferred to as the "HEALTHY Kids Trust Fund"), 

consisting of such amounts as may be appropriated 

. or credited to the Trust Fund. 

(2) TRUSTEES.-The ·trustees of the Trust 

21 Fund shall be the Secretary of the Treasury and the 

22 Secretary of Health ahcl Human Services. 

23 (b) TRA.NSFE:aoS.-· There are hereby appropriated and 

24 transferred to the Trust Fund an amount equal to the 

25 initial payment under section 102 and 75 percent of the-

\ 
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( 1) amounts received under ·the anmwl assess-

2 ments made under section 10:2: 
"' 

3 (:2) amounts paid as fines or penalties. inelud-. 

4 ing- interest thereon. under seetion 10:3: and 

5 ( 3) amounts repaid or reeoYered under title III. 

6 including interest thereon. 

7 (c) REPAYABLE .ADVANCES.-. 

8 (1) AUTHORIZATION.-There are authorized to 

9 be appropriated to the· Trust Fund, as repayable ad-

1 0 vances, such sums as may from time to time be nee-

11 essary to make the expenditures described in sub-

12 section (d). 

13 (2) REPAYMENT WI'l'H INTEREST.-Repayable 

14 advances made to the Trust Fund shall be repaid, · 

15 and interest on such advances shall be paid, to the 

16 general fund of the Treasury when the Secretary of 

17 the Treasury determines that moneys are available 

18 In the Trust Fund for such purposes. 

19 (3) RATE OF INTEREST.-Interest on advances 

20 made pursuant to this subsection shall be at a rate 

21 determined by the Secretary of the Treasury (as of 

22 · the· close of th~ calendar month preceding the month 

23 in which the advance is made) to be equal to the 

24 ·current average market yield on outstanding market..: 

25 able obligations of the United States with remaining 

l=ohra•'llnt 1'1 1()()0 
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. 17 . 

period to matnrit:• comparable to the antieipated pe-

2 riod during whieh the ach·anee "·ill be outstanding .. 

3 (d) EXPE);DITCRES FRO:\I Tm.JST F'UND.-~\mounts 

4 in the Trust Fund shall lw made available in each fi::.;eal 

S year, \\ithout further ;tpJ)ropriation as f()lluws: 

6 ( 1) 14.;) -percent of such amounts shall be made 

7 available for pa.:1uent~ to States as provided for . 

8 under section 111. 

9 (:2) 17 percent of such amounts shall be made 

10 available for grants to the States for child care and 

11 early childhood development as provided for in sec-

12 tion 131. 

13 (3) 6 percent of such· .amounts shall be made 

14 available for grants to States for education as pro-

. 15 vided· for in section 132. 

16 ( 4) 4 percent of such amounts shall be made 

17 

18" 

19 

20 

available to carry out the outreach .and increased en­

rollment provisions under the amendments made by 

section 133 to the medicaid program under title XIX 

of the Social Security Act (42 U.S.C. 1396 et seq.) 

21 and the children's health insurance program under 

22 title XXI of such Act ( 42 r.S.C. 1397aa et seq.). 

23 . (5) 15.5 percent of such amour1ts sh~ be made . 

. 24 available for public health programs, of which-

February 12, 1998 
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(..:\.) $:300.000.000 shall lw made· ;l\·ailablc 

2 t.o the Secretary to C<1l'l",\' out chapter rx of the 

3 Food Drug and Cosmetic- Act (as <Hldt'd b:· see-

4 tion :?0-1-): 

5 (B) $:?00.000.000 shall be 111;1de an1ilable 

6 to the Indian Health Service to be used as pro-

. 7 vided for in title IX; and 

8 (C) the remainder shall be made available 

9 for pt1blic health programs· as prO\ided for in 

10 title ·vi. 

11 ( 6) 21 percent of such amounts shall be made 
. . . 

.. 
12 available to the National Institutes of Health Trust 

13 Fund for Health Research for the conduct of health 

14 research as provided for in section 121. 

15 (7) For agricultural programs as provided for 

16 in title IV-

17 

18 

19 

20 

21 

22 

23 

24 

(A) 12 percent of such amounts shall be 

made available to the Tobacco Community Re­

vitalization Trust Fund for each of the first 10 

fiscal years after the date of enactment of this 

Act;.· 

-(B) 4 percent of such amounts shall be 

· made available to the Tobacco Community Re-. 

vitalization Tn1st Fu:nd. for . each. of the ~ 1 th · 

\ 
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2 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

s L.(' 

19 

through 1 :3th fi~t<1l ~·e;tr~ after the date of en-

aetment of this Aet: and 

( ('). ~ pereent of such amounts shall be 

·made <W<lil<1hl(· u) rlw T1)bacc<) Community Re­

,·italization Tmst Fund for each of the 1 Gtl1 

through 25th fiscnl years after the date of en­

actment of this Aet. 

( 8) For the Hospital Insurance Trust Fund-

(..:\ .. ) -! percent of such amounts shall ·be 

made avai~able to such Trust Fund for each of 

the first 10 fiscal years after the date of enact­

ment of this Act (less amounts made available 

under paragraph ( 9) for the first 3 such fiscal 

yeats); 

(B) 8 percent of such amounts shall be 

made available to such Trust Fund for each of 

the llf, through 15th fiscal yea;rs after the 

date of enactment of this Act; 

(C) 9 percent of such amounts shall be 

20 made available to such Trust Fund for each of 

21 the 16th through 25th fiscal years· after the . 

22· date of enactment of this Act; and 

23 . (D) 10 perGent of such ~mounts shall be 

24 · made available to such Trust Fund for each· 

25 subsequent fiscal year. 

\ 
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20 

· I ( 0) For earr~ing ont sed inn 1:34. $~ SO.OOOJ)OO 

2 shall be made available in t..'<Wh of the :3 fiscal years 

3 deseribecl in such section: 

4 ( 1 0) For reducing th~ deht-

5 (A). 6 percent of snell alllOtlllts shall be 

6 made aYailable for sucl1 reduction in each of the 

7 first 10 fiscal years after the date of enactment 

8 of this Act; 

9 (B) 10 percent of such amounts shall be 

10 made available for such reduction in each of the 

11 11th through 15th fiscal years after the date of 

12 . enactment of this Act;· 

13 (C) 11 percent of such amounts shall be 

14 

15 

16 

17 

18 

made available for such reduction in each of the 

16th through 25th fiscal· years after the date of 

enactment of this Act; and . 

(D) 12 percent of such amounts shall be 

made available for such reduction in each sub-

19 sequent fiscal year. 

20 (e) BUDGETARY TREATMENT AND.DEFINITION.-

21 ( 1) TREATMENT.-· Amounts made available 

22 under paragraphs (8) and (10) of subsection (d) 

23 shall not be in.duded-· . 

24 (A) by the Office of Management and 

25 Budget in the estimates and reports required by 

\ 
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1 

2 

3 

4 

5 

6 

7 

8 

9 

S.LC. 

:21 

sections 2 5:2(b) and :25-t ~)f the Balanced Budg-

et and Emergenc.': Deficit Control Act of i 985: 

and 

(B) by the Committee on the Budget of 

the House of Hepresentatives and the Commit­

tee on the Budget of the Senate for purposes of 

congressional enforcement under section :302(f) 

and 311(2)(B) of the Congressio-nal Budget Act 

of 197 4 and section 202 of House Coricurrent 

10 Resolution 67 (104th Congress). 

11 (2) DEFINITION.-ln subsection (d)109), the 

12 term "debt" means any obligation of the Federal 

13 Government included in the debt subject. to limit. 

14 SEC. 102. LIABU.ITY OF TOBACCO PRODUCT MANUF ACTUR-

15 ERS. 

16 (a) PAYMENTS.-

17 

18 

19 

20 

(1) INITIAL. PAYMENT _:_-Not later than 90 days· 

after the date of enactment of this Act, each manu­

facturer shall pay to the Trust Fund an amount 

that bears the same ratio to $15,000,000,000 as the 

· 21 average stock ry,tarket capitalization of the tobacco 

22 manufacturer (as defined in paragraph (3)) bears to 

· 23 . the· average. stock market . capitalization of all to-

24 bacco manufacturers for 1996. 

\ 
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(~) A~~L\L ASSESS:\IE~TS A .. '\D COLLECTIOl\.-

2 For each calendar year beginning with the first ·full 

3 calendar ~·ear follo\\ing the ·Yl'ar in \\·hid1 this .. :\et is 

. 4 eriac-ted. the Seeretary shall assess eaeh marmt'ae-

5 turer an amount determined under subsec-tion (h). 

6 Such assessments shall be collected in a manner 

7 similar to the manner in which excise taxes are col-

8 lected under chapter 52 of the Internal Revenue 

9 Code of 1986. 

10 (3) AVERAGE STOCK MARKET CAPITALIZA-

11 TION.-For purposes of this subsection, the average 

12 stock market capitalization of a manufacturer for a 

13 year shall be determined by the Secretary ·of the 

14 Treasury based on data submitted by manufacturers 

15 and other appropriate data. Such determinations · 

16 shall be made regardless of whether the manufac-

17 turer issues stock. 

18 (b) .ANNuAL AsSESSMENTS.-The Secretary shall as-. 

19 sess each manufacturer (in accordance with .regulations, 

20 relating to the timing and method of payment· of assess-

21 ments, to be promulgated by the Secretary of the Treas-

22 ury) an amonnt in-accordance with the following: 

23 ( 1) SMALL . CIGARETTES.-With . respect to a 
. . 

24 · manufacturer of cigarettes weighing not more than· 

25 3 pOlmds per thousand~ the assessment shall equal-

\ 
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l 

2 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

S.L.t'. 

(A) fnr eig-arettes removed during· ealendar 

year 1999. $:2 ;) per thousand: 

(B) for eigarettes removed during calendar 

year :2000.· :1);)0 j';er thnnsan'd: and . 

(C) for <'ig-arettes removed during c-alendar 

year 2001. $7;) per thousand. 

(2) LARGE CIGARETTES.-

(A) IN GENERAL.-\Vith respect to a man-

ufacturer of cio·arettcs weiahino· more than 3 b b b 

pounds per thousand, · the assessment shall 

equal-

(i) for cigarettes removed during cal­

endar year 1999, $52.50 per thousand; 

(ii) for cigarettes removed .. during cal­

endar year 2000, $105 per thousand; and 

(iii) for cigarettes removed during cal-

endar year 2001, $157.50 per thousand. 

(B) ~XCEPTION.-On cigarettes more than 

19 61/2 inches in length, at the rate prescribed for 

20 cigarettes weighing not. more than 3 pounds per 

21 thousand, cou.nting each 23/4 inches, or fraction 

22 .thereof, of the length of each as one cigarette. 

23 (3) SMALL CIGARS.-. With respect to a manu-

24 facturer of cigars weighing not more than 3 pounds 

25 per thousand, the assessment shall equal-· 

February 12, 1998 
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2 

3 

4 

5 

6 

7 

8 

9 

10" 

11 

12 

13 

14 

15 

16 

17 

18. 

19 

:24 

(A) for e1gars remon•d during calend;1I" 

.'·ear 1999 ~ $:2 5 per thousand: · 

(B) for cie-ars remoYecl clm·ino· calendar . ~ c 

(C) for cigars removed during e:alt~nch1r 

year :200 L $7 5 per thousand·. 

( 4) LARGE CIG.ARS.-\Vith respect to a manu-

facturer of cigars weighing more than 3 pounds per 

thousand, the assessment sh?ll equal-

(A) for cigars removed during calendar 

year 1999, 25 percent· of the price for which 

such cigars are sold but not more than $500 

per thousand; 

(B) for cigars removed . during calendar 

year 2000, 50 percent of the price for which 

such cigars are sold but not more than $1,000 

per thousand; and 

(C) for cigars removed· during calendar 

year 2001, 75 percent of the price for which 
' . 

· 20 such cigars are sold but not more than $1,500 

21 per thousand. 

22 ( 5) SNUFF .-With. respect to a manufacturer of 

23.. snuff (as such term is defined for purposes of chap-

24 te.r 52 of the Internal Revenue Code of 1986) the. 

25 assessment shall equal-· .. 

L ... l-.. •• , ........ , 1'1 100Q 
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11 

12 

13 
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20 

21 

22 

23 

24 
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SLC 

(...\) for snuff rcinuYed during calendar .w·ar 

1999. $G.G7 per pound Umd a proportionate as-

sessment at tlw like rate on all fractional parts. 

of a pound):. 

(B) for snuff rern(;n~d during calendar .n~ar 

2000~ $13.3:3 per pound (and a proportionate 

assessment at the like r·ate on all fractional 

parts of a pound); ~md 

(C) for snuff renwYed durino- calendar Year b ~ 

2001, $20 per pound (and a proportionate as~ 

sessment at the like rate on. all fractional parts 

of a pound). 

(6) CHEWING TOBACCO.-· \Vith respect to a 

manufacturer of chewing tobacco (as such term IS 

defined for purposes of chapter 52 · of the Internal 

.Revenue Code of 1986) the assessment shall equal-· 

(A) for chewing tobacco removed during 

calendar ye~r 1999, $2.67 per pound (and a 

proportionate assessment at the like rate O!l all 

fractional parts of _a pound); 

(B) for chewing tobacco removed during 

calendar year 2000,. $5.33 per pound (and a 

proportionate assessrnent at the like rate on all 

fractional parts of a pound); and 

\ 
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2 <'<dendar year :2001, $8 per pound (and a pro-

3 purtionate assessment at the like rate on ;111 

4 fradinnal parts of a pound). 

5 ( 7) PIPE TOBACCO.-\Vith respeet to a manu-

. 6 faeturer of pipe tobacco (as such term is defined for 

7 purposes of chapter 52 of the Internal Revenue Code 

8 of 1986) the assessm.ent shall equal-· 

9 (A) for pipe tobacco removed dw·ing cal-

10 endar year 1999, $5.33 per pound (and a pro-

11 . portionate assessment at the like rate on all 

12 fractional parts of a pound); 

13 (B) for pipe tobacco removed during cal-

14 endar year 2000, $10.67 per pound (and a pro-

. 15 portionate assessment at the like rate on all 

16 fractional parts of a pound); and 

17 

18 

19 

20 

21 

22 

23 

24 

25 

Februarv 12. 1998 

(C) for pipe tobacco removed during cal­

endar year 2001, $16.00 per pound (and a pro­

portionate assessment at the like rate on all 

fractional parts of a pound). 

(8) RoLL-YOUR-OWN TOBACCO.-With respect 

to a manufacturer of roll-your-own tobacco the· as­

sessment. shall equal-. . 

(A) for roll-your-own tobacco removed dur- · 

ing calendar year 1999, $5.71 per pound (and 

\ 
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l a proportionate asse~smeilt at the like rate on 

2 all frac·tional parts of a pound): 

3 (Bl for roll-y()lll'-0\\"11 tobacco remo,·ed dur-

4 ing calendar .'·~·ar :!000. $11.--t-:3 per pound (and 

S a propoltionate assessment at, the like rate on 

6 all fractional parts of a pound): and 

7 (C) for roll-,·our-own tobacco removed dur-

8 ing cal~ndar year 2001, $17.14 per potmd (and 

9 a proportionate assessment at the like rate on 

10 . all fractional parts of a pound). 

11 (c) iNFLATION ADJUSTMENT.-ln the case of a cal-

12 endar year after 2001, the dollar amount described in sub-

.13 paragraph (C) of paragraphs (1), (2), (3), ( 4), (5), (6), 

14 (7), and (8), and the percentage in subparagraph (C) of 

15 paragraph ( 4),. applicable to the preceding calendar year 

16 shall be increased by an amount equal to--

17 (1) such dollar amount (or percentage), multi~ 

- 18 plied by 

19 (2) the greater of-

20 (A). the medical consumer price percentage 

21 increase for such calendar year as determined 

22 in the same manner as the adjustment is deter-

23. mined under section. l(f)(3) of. the Internal 

· 24 RBvenue Code of 1986 for such calendar year· 

25 by substituting "the second preceding calendar 



O:\BAI\BAI98.252 S.L.C. 

~8 

year" f()r '·c-alendar year 199~.. m subpara-

2 graph (B) thereof or 

3 (B) .;3 pereent. 

4 (d) .ASSESS:\lE~TS .A.PPLICABLE T() F'LOOR 

.s . S1;ocKs.-· 

6 . ( 1) I:-.: GEl\TERAL.-Tobacco products manufac-

7 tured in or imported into the Cnited States which 

8 are removed before any assessment date, and held 

9 on such date for sale by any person, shall be subject 

10 to ari assessment in· an amount equal 'to the excess 

11 of-

12 · (A) the assessment which would be · im"' 

13 posed under subsection (b) on the product if the 
.. 

14 product had beenremoved on such date, over 

15 (B) the prior assessment (if any) imposed 

16 . under such subsection on such product. 

17 (2) LIABILITY FOR ASSESSMENT AND METHOD 

18 . OF PAYMENT.-

19 (A) LIABILITY FOR ASSESSMENT .-A per-

20 son holding tobacco products on any assessment· 

21 date, to which any assessment imposed under 

22 .· paragraph ( 1) applies shall be· liable for such 

23 assessment .. 

24 (B) l.VlETHOD OF PAYMENT.-The assess-

25 ment imposed under paragraph ( 1) shall· be 

February 12, 1998 
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:?9 

paid in such manner . as the Secretary of the 

2 . Treasury shall prescribe by regulations: 

3 (C) TnrE FOR PAY1lE~T.-·The assessment 

4 imposed under paragraph ( 1) shall he paid on 

5 or before April 1 follo:ring any assessment elate. 

6 (3 ) .. A..RTICLES IN FOREIGN TRADE ZONES.-

7 Notv.rithstanding the Act of June .18, 1934 (48 Stat. 

8 998, 19 U.S.C. 81a) and any other provision of law, 

9 any product which is· located in a foreign trade zone 

10 on any assessment date, shall be subject to the as-

11 sessment imposed by paragraph (1) ·if-

12 (A) internal revenue taxes have been deter-

13 mined, or customs duties liquidated, with re-

14 spe~t to such product before such date; or 

15 (B) such article fs held on such date under 

16 the supervision of a customs officer .. 

17 

18 

( 4) AsSESSMENT DATE.-The term ''assess­

ment date" means January 1. 

19 (e) No TAX: BENEFIT.-· 

20 (1) IN GENERAL.-The initial payment de-. 

21 scribed in subsection (a)(1) shall not be considered 

22 to be an ordinary and necessary expense in carrying 

23 on a trade. or business for purposes of .the Internal 

24 Revenue Code. of 1986 and shall not be tax deduct-· 

25 ible. 

February 12, 1998 
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l (:2) LOOK-BACK PE:'\AL TIES.-Tht'. P<1.\111Cllt of 

2 . penalties nndei· title III shall not be. considered to lw 

3 an ordinar;: and neeessar:v e:~q)ensc in earr:ing on a 

4 trade nr business for purposes of th~' Intern<ll Ren·-

5 r1ue Code ()f 198G and shall not be deduc-tible. 

6 (f) EFFECT OF BANKRUPTCY.-Section ;)()7(a)(8) or 

7 title 11, United States Code, is amended- · 

8 (1) in subparagraph (F)(iii), by striking "or" at 

. 9 the end: 

10 (2) in subparagraph (G), by striking the period 

11 and inserting ''; or''; and 

12 (3) by adding at the end the following: 

13 "(H) a payment, an assessment, or a pen-

14 alty to be paid into the Health Enhancement 

15 . and Lowered Tobacco Hazards for Young Kids 

16 . · Trust Fund under section 102 (or any other 

17 section) of the Healthy Kids Act.". 

18 · (g) LIMITATION.-A manufacturer inay not utilize 

19 any proceeds from liability insurance coverage to make 

20 payments or pay assessments under this section. 

21 (h) HEALTHY Krns STAMP.-The Secretary shall 

22 promulgate regulations to provide that a Healthy Kids 

23 Stamp be affi."'\:ed to each package of a tobacco proquct 

24 for which an assessment has been paid under this section. 

February 12. 1998 
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1 (i) :\'"ONAPPLIC\.TIO:\ TU C'ERLU:\ ~LL'\TFACTt-R-

2 ERS.-

·3 

4 

5 

6 

7 

8 

9 

to 

11 

12 

13 

14 

15 

16 

17 

18 

( 1) EXEMPTIO:'\.-

(..:\) I:\ GE.\.'ER.-\.L.--A manufacturer de-

scrib\cl in paragraph ( ~) shall be exempt fn)lll 

. the requirements of this section relating t~ 

(i) the pa_yment of an initial pa)1nent 

under subsection (a)(1); and 

(ii) the paymt:;.t of that portitjll of the 

annual assessments under this section that 

will be provided under paragraphs ( 1) 

through ( 4) of section 101(d) to States 

with which such manufacturer has settled 

tobacco-related civil actions as of the date 

of enactm~nt of this Act as dete~ned · by 

the Secretaryunder subparagraph (B). 

(B) DETERMINATION .-For purposes of 

subparag1:aph (A)(ii), the Secretary shall deter-

19 mine the amount of the assessments involved 

20 that will be provided under · paragraphs ( 1) 

21 through (4) of section 101(d) to States de-

22 scribed in such subparagraph based on the ratio 

23 · desc~bed in section 111(b)(2)(A) with respect 

24 to such States. Such amount shall be deducted· 

February 12, 1998 
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2 

3 

fr;)lll the aggregate assessment due friJill the 

llwnufa<:turer inYolwd. 

( :2) JL-\...'\l:F'.\C1TRER.-A manufac-turer de-

4 se:ribed in this section is a manufac-t1.m'r that lws n•-

5 s.:,h·ed tobae(·tJ-related ci,il ac-tions with more titan 

6 :2;) States pri(Jr tu ~January l. 1998 through judicial 

7- consent decrees. 

8 (3) Lil\IITATION.-The provisions of paragraph 

9 ( 1) shall apply only to assessments on cigarettes to 

10 the extent that such cigarettes constitute less than 

11 3 percent of all cigarettes manufactured and distrib-

12 uted for consumer use in any year. 

13 SEC. 103. LICENSING OF MANUFACTURERS. 

14 (a) IN GENERAL.-The Secretary, acting through the 

15 Food and Drug Administration, shall establish a tobacco 

· 16 manufacturer licensing program. 

17 (b) REQUIREMENT .-A manufacturer or importer 

18 shall have in effect a license issued under the program 

19 under subsection (a) in order-

20 ( 1) to be eligible to manufacture. and distribute 

21 tobacco products in the United States, or, in·. the 

22 ease of an importer, to ·be eligible to import tobacco 

23 . produc~s; and 

24 (2) to be eligible to receive theprotections pro-· 

25 vided under subtitle A of title VII. 

February 12, 1998 
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l (e) )."Q:\Pc\Y:\IE:\T OF .:-\.sSESS:\IE0."TS.-· . .:\ manufae-

2 turer or importer shall not be eligible to recei,·e a license 

3 under this sec-tion if such nwnufaeturer or importer has 

4 failed to pny the pa.\1ncnt of ;Jssessment required under 

5 seetion 10:2. 

6 (d) REVOCATIOI\ k'\'D SuSPENSION.-The Secretary 

7 shall promulgate regulations to provide for the enforce-

8 ment of the program establjshed under section (a). Such 

9 regulations shall prO\·icle for the re,·ocation or suspension . 

10 of a license for nonpa)ment of required assessments. 

11 SEC. 104. ENFORCEMENT. 

12 (a) IN GENERAL.-The Secretary of the Treasury, in 

13 consultation with the Secretary of Health and Human 

14 Services, shall enforce the provisions of section 102 with 

15 respect· to any manufacturer that fails to pay any amount 

16 assessed under section 102. 

17 (b) AMOUNT OF PENALTY.-The amount of the pen-

18 alty imposed by subsection (a) on any failure with respect 

19 to a manufacturer shall be established by the Secretary 

20 of the Treasury for each day during the noncompliance 

21 period, except that no such penalty shall be less than 

22 $25,000 plus interest. 

23 (c) NONCOMP~CE PERIOD.-. For purposes of this 

24 section, the term "noncompliaQce period" means, with re- · 

Februarv 12. 1998 



O:\BAl\BA198.252 :-:;.LC. 

34 

sped t(J an.'· failure to pa~· an assessment under· section 

2 102. the period-

3 (l) beginning on the clue date for sueh pay-

4 ment: and 

5 (~) ending on the elate on which such pa~·ment 

6 is paid in full. 

7 Subtitle B-Payments 
8 CHAPTER 1-TO STATES 

9 SEC. lll. PAYMENTS TO STATES. 

10 (a) AVAILABILITY OF FUNDS.-

11 ( 1) IN GENERAL.-. The amounts made available · 

12 for a fiscal year under section lOl(d)(l) shall be 

13 . made available to carry out subsections (b) and (d). 

14 (2) No OVERPAYMENT.-. With respect to the 

15 amount provided to a State underparagraph (1) for 

16 a fiscal year, the Secretary shall not treat such 

17 

18 

19 

amount as an overpayment under any joint Federal­

State health program. 

(3) FISCAL YEAR LIMITATION.-Amounts made 

20 available for a fiscal year under subsection (b) shall 

21 not exceed the amount available for. such fiscal year 

22 under section 101(d)(1). 

23 (b) REIMBURSEMENT.-. . 

24 (1) IN GENERAL.-The Secretary shall use· 

25 amounts · made available under subsection (a) ( 1) m 

February 12, 1998 
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:):) 

· l each fiscal year to prO\·ide ftinc!s to each State that 

2 is ·eligible under subsection (c) to reimburse such 

3 State for amounts e:-..l)Cilclecl by the State under the 

4 · State prognun under title XL'\: of t'he Social Security 

S. Act ( 4:2 U .S.C. 1:390 et seq.) or any other State 

6 heal,th program for the treatment of individuals with 

7 tobacco~related illnesses or conditions. 

8 (2) AMOUNT.-· 

9 (A) L'\' GE?\El{.:\L.-Except as pro\ided in 

10 subparagraph (B), the amount· for which a 

11 State is eligible under paragraph ( 1) shall be 

12 based on the ratio of the total Federal pay-

13 ments to the State under title X1X of the Social 

14 Security Act (42 U.S.C. 1396 et seq.) for the 

15 fiscal year involved to .the total Federal pay-

16 ments to all States under such title for such fis-

17 

18 

cal year. 

(B) SPECIAL PAYMENT RULE.-· In the case 

19 of a State that, as of the date of the enactment 

20 of this Act, has resolved tobacco-related civil ac-

.· 21 tions through. judicial consent decrees . with a 

22 manufacturer descnbed in section 102(i), the 

23. amount . deterrilined under s:ubparagraph (A) 

24 shall be reduced bjr 3:i1 amount equal to the· 

· 25 . amOtmt by which such manufacturer's payment 
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un<kr sec·tion 102(a)(2) IS reduced under sec-. 

2 tion 102(i) as a result of such settlement. 

3 (:1) .A.D.Tl'ST:\fE{\T.-_ \Vith respect tb a fisral 

4 ~·ear in ,,·hich the amount cleterm1ncd under· p~1n1-

5 gTaplls ( 1) and (2) of subse,t:tion (a) exceeds the lim-

6 ita.tion under subsection (a)(3), the Secretary shall 

7 make pro rata reductions in tl~e amounts provided to 

8 -States under this subsection. 

9 ( 4) REALLOTMENT.--The amount for which a· 

.1 0 . State is eligible . under this subsection that is not 

11 made available to the State as a. result of the failure 

12 of the State to meet the requirements of subsection 

13 (c) shall be made available to other States on a pro 

14 rata basis. 

15 (5) USE OF FUNDS.-Amounts provided to a 

16 State under this subs.ection shall be·used-

17 {A) to reimburse the State for expenses in-

18 

19 

20 

21 

22 

23 

24 

February 12, 1998 

· curred by the State under the State program 

under title XIX of the Social Security Act ( 42 

U.S.C. 1396 et ·seq.) relating to the treatment 
. I 

of tobacco-related illnesses or conditions; 

(B) to reimburse the State for other ex­

penses incurred ·by the State in providing di­

rectly, or reimbursing others for the provision 
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•)-

,) ' 
of. treatment for toh<H'('()-related illnesses or 

2 conditions: and 

3 (C) t? provide funds to local governmental 

4 ·entities as pro,ided for in ~ubsec-tion (d). 

5 (e) ELIGIBILITY.-To be c·ligible to receive ftinds 

6 under this section a State shall-

7 (1) agree to resolve in accordance with section 

8 701 any civil action that has been commenced by the 

9 State against a tobacco manufacturer, distributor, or 

10 retailer of a tobacco product seeking recovery for ex-

11 penditures attributable to the treatment of tobacco 

12 induced illnesses and conditions or other damages; 

13 (2) prepare and submit to the Secretary for ap-

. 14 proval a plan describing the manner in which the 

15 State will comply with the requirements of sub-

16 section. (d) and a certification that all actions de-

17 scribed in paragraph ( 1) h:we been resolyed; and 

18 (3) comply with the provisions of subsection (d) 

19 with respect to State and local governments. 

20 (d) . FUNDS FOR LOCAL . GOVERNMENTAL ENTI-

21 TIES.-To be eligible to receive funds under subsection 

· 22 (b), a State shall have adopted procedures to provide an 

. 23 equitable portion of such funds to loc:al governmental enti-

24 ties within the State that can demonstrate that such ·ent~-· 

25 ties incurred tobacco-related health costs through-

\ 
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1 ( 1) c-ontributions to the program under· title 

2 XIX of the Social Securit~· Act ( -!:.? C.S.C. l39G et 

3 seq.): 

-4 (:.?) the prO\ision of indigent (•;\n•: 

5 (3) the pn)\·ision of he<1ith c-are con·ragc to goY-

6 ernmental employees: or 

7 ( 4) the implementation of tobacco product en-

8 forcement or tobacco product regulatory reqwre-

9 mentS in aCCOrdance \Yi.th this ~\Ct. 

10 CHAPTER 2--,-FEDERAL HEALTH 

11 PROGRAMS 

12 SEC. 121. NATIONAL INSTITUTES OF HEALTH TRUST FUND 

13 FOR HEALTH RESEARCH. 

14 . (a) CREATiON OF TRUST FUND.-There IS estab-

15 lished in the Treasury of the United States a trust fund 

16 to be known as the "National Institutes of Health Trust 

17 Fund for Health Research" (hereafter referred to in this 

i8 section as the "Trust Fund"), consisting of such amounts 

19 as may be appropriated or transferred to the Trust Fund 

20 as provided in this section. 

21 (b) FUNDING.-There shall be transferred to the 

22 Tn1st Fund an amount equal to the amount made avail-

23 able for a fiscal year under s~ction 101(d)(6) to carry out 

24 this section in such fiscal year. 

25 (c) OBLIGATIONS FROM TRUST FU1'-rD.-· 

\ 
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( 1) I~ GE:\Ell.:\L.-. Suhjec·t to· the JH'O\isions of 

2 paragraph ( "*). \rith res,)ec-t to the amoui1ts made 

3 . m·ailable in the Trust F~ md in a fiscal :·car. the See-

4 retary shall distribute duri11g· <111_,. fiscal .'·ear-

5 (A) :.? per<:ent of suc-h <1mounts to 'the Of-

6 · fice of the Director of the :\'ationaJ· Institutes of 

7 Health to be allocated at the Director's discre-

8 tion-

9 (i) for carrying out the responsibilities 

10 of the Office of the Director, including the 

11 Office of Research on \Vomen's Health and· 

12 the Office of Research on Minority Health, 

13 the Office of Alternative Medicine, the Of-

14 fice of Rare Disease Research, the Office 

15 of Behavioral and Social Sciences Research 

16 (for use for efforts to reduce tobacco use), 

17 the Office of Dietary Supplements, and the 

18 Office for Disease Prevention; and 

19 (ii) for construction and acquisition of 

20 equipment for or facilities of or used by 

21 the National Institutes of Health; 

22 (B) 2 percent ofsuch amounts for transfer 

23 to the. National Center. for. Research Resources . 

24 to carry .out section 1502 of the National Insti- · 

25 tlites of Health Revitalization Act of 1993 con-
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c-ernmg Biomedical and Behmioral Research 

Facilities: 

(C) 7 05 percent of such amounts to be used 

f()r researeh into the prevention and eure (,f 

•' 0 

c:anc~er: 
0 

(D) 705 percent of such amounts to be 

used as provided for in section 601; 

(E) 1 percent of such amounts to be used 

for prevention research programs at the Centt:rs · 

for Disease Control and Prevention; 

(F) 1 percent of such amounts to be used 

for quality and health outcomes research at the 

Agency for Health Care Policy and Research; 

and 

(G) 0 the remainder of such amounts to 

member institutes and centers, . including the 

Office of AIDS Research, of the National Insti­

tutes of Health in the same proportion to such 

remainder, as the amount of annual appropria­

tions under appropriations Acts for each mem-

. ber institute and center for the fiscal year bears 

to the total amount of appropriations under ap­

propriations A~ts for all member institutes and 

centers of the National Institutes of Health for 

the fiscal year. 
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. (2) PLA _ _c"'S OF c\LLOC:\TIO~.-The amounts 

2 transferred under paragraph ( 1 )(G) shall Qe allo-

3 cated by the Director of the National Institutes of 

4- Health or the various directors ()f the institutes and 

5 centers~ as the case nw~· be .. pursuant to allocation 

. 6 plans developed by the various advisory councils to 

7 -SUCh directors, after COllStlltation with SUCh 

8 directors. 

9 (3) GRAl'.JTS A.t'JD CONTRACTS FULLY FUNDED 

10 IN FIRST YEAR.-vVith respect to any grant or con-

11 tract funded by amounts distributed unde~ para-

12 graph (1), the full amount of the total obligation of 

13 such grant or contract- shall be funded in the first 

14 year of such grant or contract, and shall remain 

15 available until expended. 

16 (4) TRiGGER AND RELEASE OF MONIES AND 

17 PHASE-IN.-

18 (A) TRIGGER AND RELEASE.-No expendi-

19 ture shall be made under paragraph ( 1) during 

20 any fiscal year in which the annual amount ap-

21 propriated for the National Institutes of Health 

22 is less than the amount so appropriated for fis-

23- cal year 1999. 
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(B) PI-L\SE-1:'\.-The Secretary shall phase 

2 111 the distributions required under paragraph 

3 (1) so that-

4 '(i) :2:) percent of the amount 111 the 

5 Tn1st Fund is distributed in the first fiscal 

6 year for "·hich funds are available: 

7 (ii) 50 percent of the amount m the 

8 Trust Fund is distributed in the second 

9 fiscal year for which funds are available; 

10 (iii) 75 percent of the amount in the 

11 Trust Fund is distributed in the thlrd .fis-

12 · cal year for whlch funds are available; and 

. 13 (iv) 100 percent of the amount in the 

14 Trust . Fund is distributed in the fourth 

15 · and each suc~eeding fiscal year for whlch 

16 ·funds are available. 

17 CHAPfER 3-INVESTMENTS FOR 

18 CHILDREN 

19 SEC. 131. IMPROVING CHILD CARE AND EARLY CHILDHOOD 

20 DEVELOPMENT. 

21 (a) L'J GENERAL.-The Secretary shall use amounts 

22 made available under section 101(d)(2) for· a fiscal year 

23 for the following purposes: 

24 ( 1) Improving the affordability of chlld care 

25 through increased appropriations for chlld care 

FEibruary 12, 1998 
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l under the Child Care and Development Block Grant 

2 Act of 1990 (42 lT.S.C. 9858 et seq.). 

3 (2) Enl1ancing the qualit~' of child care and 

4 early childhood development through the provision of 

5 grants to States under the Child Care and Develop-

. . . 

15 · U.S.C. 9858 et seq.)· for· the purpose of improving 

16 parent education and supportive services, strengtp-

17 ening the qu.' 1:ty of child. care, . improving health 

18 -·services,. and· improving services for children with 

19 disabilities. 

20 (b) SUPPLEMENT NOT SUPPLANT .-Amounts made 

21 available to a State under this ·section shall be used to 

22 · supplement and not supplant other Fed~ral, State and 

23 local funds provided for programs that serve· the health 

24 · and developmental needs of children. Amounts provided· 

25 to the State under any of the provisions of law referred 
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to in this section shall not be reduc·ed solely as a result 

2 of the availability of funds under this section. 

3 SEC. 132. IMPROVING ELEMENTARY EDUCATION. 

4 (a) GR--\~TS _.:\CTHORIZED.-The Secreta0· 1)f Edu-

5 cation shall tise amounts made a,·ailable under seetion 

6 10l(d)(3) for a fiscal year to award· grants to States and 

. 7 local educational agencies to train, recruit and hire ele-

8 mentary school teachers for the purpose of reducing the 

9 ;_~verage class size for students in grades 1 tlu·ough :3 tu 

10 not more than18 students per teacher. 

11 (b) REGULATIONS REQUIRED.-· The· Secretary of.· 

12 Education, not later than March 1, 1999, shall promulgate 

13 regulations as the Secretary determines necessary to assist 

14 States and school districts in providing smaller class sizes 

15 with qualified teachers in early grades. Such regulations 

16 may include provisions relating to-

17 

18 

( 1) the use of funds by the State, including the 

·. awarding of grants to local educational agencies; 

19 (2) teacher preparation and certification; and 

20 (3) accountability for improved student achieve-

21 ment.· 

22 (c) STATE PLAN.-

23 (1) IN GENERAL:-· Each State desiring a grant -

24 tmder this section shall submit to the Secretary of 

25 · Education a State plan at such time, in such man-

\ 
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ner. and accompanied by sneh information as the 

· 2 Secretar:v may require. 

3 (2) CONTENTS.-Each State plan shall dem-

4 onstrate to the satisfaction (,f the s~~eretm~· of Edu" 

5 cation that-

6 (A) the acti,ities assisted by the State \\ith 

7 funds made m·ailable w1der this section will be 

8 conducted in compliance with any regulations 

9 promulgated under subsection (a).; 

10 (B) the State will use the funds made 

11 available under tllis section to reduce class size. 

12 for students in grades 1 through ·3 in elemen-

13 tary schools throughout the State, focusing on 

14 using the funds to train, recruit, and hire 

15 teachers for elementary schools serving commu-

16 nities with the least available resou,rces for such 

17 

18 

. activities and the 'largest class sizes in those 

grades;· and 

19 (C) of the funds that are made available to 

20 the ·State under this section, the · State will 

21 make available to each local educational agency 

22 that serves children in grades 1 through 3 and 

· 23 . . in which at least 30 percent of the children are .. 

24 from families below the Federal poverty level, at 

25 least as great a percer:tage of such funds as the 

February 12, 1998 

\ 
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1 pereentage nf funds prmicled to that local edu-

2 cational· agency as compared to other local edu-
. . . 

. 3 cational agencies in the State under part A of 

4 title l of the Elemental~· and Secondar:· Edu-

5 eation ..:\et of 19G5. 

6 (:3) APPROVAL.-The Secretar,y shall approve a 
7 State plan submitted tmder paragraph· ( 1) if the 

8 State plan meets the requirements of this sub-

9 section. 

10 (d) SUPPLEMENT NOT SUPPLANT.-Amounts made 

. 11 available to a State under this section shall be used to 

12 supplell)ent and not supplant other Federal, State and 

13 local funds provided for programs that improve elementary 

14 education as provided for in this section. Amounts pro-

15 vided to the State under this section shall not be reduced 

16 solely as a result of the availability of funds under this 

17 section. 

18 SEC. 133. INCREASED ENROLLMENT OF CHILDREN WITH 

19 THE MEDICAID · AND STATE CHILDREN'S 

20 HEALTH INSURANCE PROGRAMS. 

21 (a) TRANSiTIONAL INCREASED FEDERAL MATCHING 

22 RATE FOR INCREASED ~lEDICA.ID ADMINISTRATIVE 

23 COSTS.-Section 1931 (h) .of the Social Security Act ( 42 

24 U.S.C. 1396u-l(h)) is amended-

February 12, 1998 · 

\ 
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l . (1) in paragraph (~). b~· striking ··attributable 
" 

2 to~· and all that follows and inserting "attributable 

3 to--. 

4 · "(A) administrative ensts of eligibility dc-

5 terminations that (but for the enactment of this 

6 · section) would not be incurred: and 

7 "(B) outreach activities to enroll urunsured 

8 children in a State plan approved under tllis 

9 title or title XXI."; and 

· 10 ( 2) by striking paragraphs ( 3) ·and ( 4) and in-

11 serting the following: 

12 "(3) LIMITATION.-· 

13 "(A) lN GENERAL.-Beginning with fiscal 

14 · year 1998, the total amount of additional Fed- . 

15 .·eral .funds that are expended as a result of the 

16 application of this subsection shall riot exceed . ., . 

17 $525,000.000. 

18 "(B) .AVAILABILITY OF AP!>ROPRIATION.-. . 

19 Any amount· appropriated in accordance with 

20 · · this paragraph shall remain available until ex-

21 pended·. 

22 "(C) EQUITABLE . DISTRIBUTION OF 

23 . FUNDS.-In applying. this ·paragraph, . the. Sec- . 

24 · retary shall ensure the equitable distribution of 

25 additional funds among 'the States.". 



0: \BAI\BAI98.252 

48 

1 (b) :\IEDIC.UD PRESUMPTIVE ELIGIBILITY FOR Lo\\·-

2 INCO:\IE CHILDREN.-

3. (1) I~ GENERAL.-SeCtion 1920A(b)(3) of the 

4 Social SecUt·it~· Act ( 42 U.S.C. 1396r-1 a(b )(:3)) is 

5 amended-

6 (A) in subparagraph (A)(i))-· 

7 · (i) by striking "or (II)" and inserting· 

8 '\ (II)"; and 

9 .(ii) by inserting ·', or (ill) is an ele-

10 mentary school or secondary school, as 

11 such terms are defined· in section 14101 of 

12 the Elementary and Secondary Education 

13 Act of '1965 (20 U.S.C. 8801), is a child 

14 care resource and referral agency, a child 

15 support enforcement agency, ·or is author:-

16 ized to determine the eligibility of a child 

17 for obtaining child health assistance under 

18 title XXI that is in the form of coverage \ 

19 that meets the requirements of section 

20 2103" before the semicolon; and 

21 (B) in subparagraph (C), by striking "lim-

22 iting the classes of" and inserting "imposing 

23 limitations on~'. 

24 (2) RETROACTIVITY.-The amendments made 

25 by paragraph (1) take effect as if included in the en-

February 12, 1998 
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l actment of section 4912 of .the Balanced Budget Act 

2 of 1997 (Public Law 105-:33: 111 Stat. 571) ... 

3 (c) 1\-IEDICAID EXPENDITURES COUNTED AGAI~ST 

4 STATE ALLOTMENTS UNDER TITLE XXI.-

. 5 (1) L"J GENERAL.-Section 2104(d) of the So-

6 cial Security Act (42 U.S.C. 1397dd(d)) is amended 

7 to read as follows: 

8 "(d) CERTAIN MEDICAID EXPE~'DITURES COUNTED 

9 AGAINST ll'<'DIVIDUAL STATE ALLOT:\IENTS.-'l'he amount 

· 10 of the allotment otherwise provided to a State under sub-

11 section (b) or (c) for a fiscal year shall be reduced by the 

12 amount (if any) of the payments made to that State under 

13 section 1903(a) for expenditures claimed by the State dur-

14 ing such fiscal year that is attributable to the provision 

15 of medical assistance· to· a child· for which payment is made 

16 under section 1903(a)(l)· on the basis· of· an enhanced 

17 FMAP under the fourth sentence of section 1905(b).". 

18 (2) RETROACTIVITY.-The amendment made by 

19 paragraph ( 1) takes effect as if included in the en-

20 actment of section 4901 of the Balanced Budget Act 

21 of 1997 (Public Law 105-33; Ill Stat. 552). 

22 (d) MEDICAID AND STATECHILDREN'S HEALTH lN-

. 23 SURANCE PROGRAM ELIGIBILITY FOR .LKGAL lMMIGRA.."''T 

24 CHILDREN WHO ENTERED THE UNITED STATES AFTER 

25 AUGUST 1996.-

February 12. 1998 
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l (1) EXEMPTION FROM 5-YEAR BAJ'\T.-Section 

2 403 of the Personal Responsibility and \Vork Oppor-

3 . tunity Reconciliation Act of 1996 (8 U.S.C. 1613), 

4 as amended. by. sections 5302(c)(l)(B) and 5303(c) 

5 of the Balanced Budget Act of 1997 (Public Law 

6 105-33; 111 Stat. 599, 600), is amended by adding 

7 at the end the following: 

8 "(e) lVIEDICAID Al'\TD SCHIP BENEFITS FOR CERTAIN 

9 CHILDREN.-Notwithstanding any other provision of law, 

10 the limitations under section 401(a) and subsection (a) . 

11 shall not apply to an individual who is under 19 years of 

12 age and who lawfully entered the United States after Au-

13 gust 22, 1996, but only with respect to the eligibility of 

14 that individual for-

15 "(1) child healthassistance under title XXI of 

16 the Social Security Act (42 U.S.C. 1397aa et seq.); 

17 and . 

18 "(2) medical assistance under title XIX of such 

19 Act ( 42 U.S.C. 1396 et seq.), .if the i.ndividual is an 

20 optional targeted low-income child described in sec-

21 tion 1905(u)(2)(B) of such Act (42 U.S.C. 

22 1396d(u)(2)(B) ).'~. 

23 (2) NONAPPLICATION OF STATE AUTHORITY TO 

24 DETERMINE ELIGIBILITY FOR MEDICAID.-Section 

25 402(b)(2) of the Personal Responsibility and \Vork 

~<>hro o:>rv 1? 1 QQR 
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1 Opportunity Reconciliation Act of 1996 (8 U.S.C. 
. . 

2 1612(b)(2)), as amended by sections 53Q3(b) and 

3 5305(b) of the Balanced Budget Act of 1997 (Public 

4 Law 105-33; 111 Stat. 600, 601), is amended-·· 

· 5 (A) in the matter preceding subparagraph 

6 (A), by striking "Qualified" and inserting "Ex-. 

7 cept as provided in subparagTaphs (A), (E), 

8 (F), and (G), qualified"; and 

9 (B) by a?ding at the end the follovving: 

·10 "(G) MEDICAID EXCEPTION FOR CERTAIN 

11 CHILDREN.-"Vith respect to eligibility for bene-

12 fits for the program described in section 
.. 

13 403(e)(2), paragraph (1) shall not apply to any 

14 individual described in that section.". 

15 (3) RETROACTIVITY.-The amendments made 

16 . . by paragraphs (1) and (2) take effect as if included 

17 in th~ enactment of the Balanced Budget Act of 

18 1997 (Public Law 105-33; 111 Stat: 251). 

19 (e) ANNuAL PERFORMANCE BONUS FOR REDUCTION . 

20 IN MEDICAID ELIGIBLE BUT UNENROLLED .CHILDREN .. -

21 Section 1903 of the Social Security Act ( 42 U.S.C. 1396b) 

22 is ·amended by adding at the enq the following: 

23 "(x) PERFORMAJ.~CE BONUS FOR REDUCTION IN ELI-

24 GIBLE BUT UNENROLLED CHILDREN.-

Februa,.Y 12, 1998 · 
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1 "(1) PERFORi\B.1'l"CE BONUS.-Begiiming with 

2 fiscal' year 1999, in addition to the amounts paid to 

3 a State under subsection (aL the Secretary shall pay 

4 to. each State that has an approved plan under this 

5 title an amount equal to the :performance bonus de-

6 termined under paragraph ( 2). 

7 "(2) PERFORMANCE BONUS.-

8 "(A) FORNIULA.-The performance bonus 

9 for a State for · a fi::;cal year is equal to · the 

10 . product of-

11 "(i) the excess baseline enrollment for 

12 · the State for the fiscal year; 

. 13 "(ii) the average per child expendi-

14 tures by the State under this title for the. 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

· fiscal year; . and 

'' (iii) the difference between the en­

hanced FMAP and the Federal medical as­

sistance percentage (as defined in 'the first 

sentence of section 1905(b)) of the State · 

for the·. fiscal . year described in section 

2105(b). 

"(B) DETERMINATION OF THE EXCESS 

BASELINE ENROLLMENT.-

"(i) IN GENERAL.-For purposes of 

subparagraph (A)(i), the excess baseline 

\ 
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· enrollment for a State for a fiscal year is 

the difference between (I) the actual num­

ber of full year eqtlivalent children enroned 

under the State plan and (II) the baseline 

number of full year equivalent children 

that would be enrolled under the State 

plan in the absence of. the performance 

bonus outreach efforts of the State: 

"(ii) DETERMINATION OF THE BASE­

LINE NUMBER OF .FULL YEAR EQUIVALENT 

CHILDREN.-. For purposes of clause (i)(II), 

the baseline number of full year equivalent 

children that would be enrolled under the 

State plan in the absence of the perform­

ance bonus . outreach efforts of the State 

IS-

"(I) in the case of fiscal year 

1999, the actual number of full year 

equivalent children enrolled under the 

State plan in fiscal year 1998, in­

creased by the national percentage in­

crease for fiscal year 1999 in the 

number of full year equivalent chil­

clren enrolled in all State plans under 

this title, aS projected by the CongTes-
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sional Budget Office in January 1998; 

and 

. "(II) in the case of any succeed­

ing fiscal year, the baseline number of 

full year equivalent children that 

would be enrolled under the State 

plap. in the absence of the . perform­

ance bonus outreach efforts of the 

State .deterinined for ·the preceding 

fiscal year, increased by the national 

percentage increase for that succeed­

ing fiscal year in the number of full 

year equivalent children enrolled in all 

State plans under this title, as pro­

jected by the Congressional Budget 

Office in January 1998 . 

. "(C) DETERMINATION OF AVERAGE PER 

CHILD EXPENDITURES~-· For purposes of sub­

paragraph (A)(ii), the average per child expend­

itures by a State under this title for a fiscal 

year IS-

"(i) the total amount paid to the 

State under subsection (a)(1) that is at­

tributable to medical assistance provided to 

children under the State plan; divided by 

\ 
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1 "(ii) the actual number of full year 

2 · equivalent · children enrolled under the 

3 State plan in that fiscal year. 

4 "(3) DAT~~ REQUIREMENTS.-· Each State shall 

5 submit to the Secretary such data, at such time and 

6 in such manner, as the Secretary determines is nec-

7 essary to make the payments required under this 

8 subsection. The Secretary shall e~sure that data is 

9 provided under this subsection in a manner that is 

10 consistent with other data reporting requirements 

11 for information required to be. submitted by a State 

12 under this title and title XXI, and that avoids dupli-

13 cation of reporting requirements. 

14 . "(4) STATES WITH SIGNIFICANTLY HIGHER IN-

15 CREASED ACTUAL ENROLLMENT THAN THE EX-

16 PECTED NATIONAL INCREASE.-For. any fiscal year, 

17 if a State's ·actual full year equivalent children en-

18 rollment percentage increase over the preceding fis-

19 cal year is at least twice the estimated national per-

20 . centage increase in such enrollment for that fiscal 

21 year, as projected by the Congressional Budget Of~ 

22 fice in January 1998, the State shall submit such 

23 additional information · as the Secretary determines 

24 is necessary to verify that the increase is the result 

25 of the State reducing the number of unenrolled chil-
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1 dren who are eligible for medical assistance under 

2 this title in the State. 

3 "(5) TIMING OF PERFORl\L..\.1\TCE BONUS PAY-

4 MENTS; RECONCILB.TION.-· The Secretary shall pay 

5 the performance bonuses required under this sub-

6 section for a fiscal year not later than September 30 

. 7 of the succeeding fiscal year based on reporting data 

8 that reflects each State's actual number of full year 

9 equivalent children enrolled under the State phin 

10 and average per child expenditures. A State shall 

11 . provide the Secretary with. access to any records or 

12 information relevant to the payment of a perform-

13 ance bonus under this subsection for the: purposes of 

14 review or audit . 
. · 

15 "(6) vVAIVERS.-. The prOVISIOnS of this sub-

16 section apply to a State providing medical assistance 

17 under this title under· waiver authority in the same 
\ 

18 manner as they appiy to a State' with an approved 

19 plan under this title .. 

20 "(7) LIMITATION.-Amounts paid to States for 

21 ·. a fiscal year under this subsection shall not exceed 

22 the amount made available under section 101 (d)( 4) 

23 of the Healthy Kids Act for such fiscal year (less 

24 amounts paid to States under the amendments made 
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1 by subsections (a) through (d) of section 133 of such 

2 Act).". 

3 SEC. 134. MEDICARE CANCER .PATIENT DEMONSTRATION 

4 PROJECT; EVALUATION AND REPORT TO 

5 . CONGRESS. 

6 (a) ESTABLISHMENT.-The Secretary shall establish 

7 a 3-year demonstration project which provides ·for pay-

8 ment under the medicare program under title XVIII of 

9 the Social Security Act ( 42 U.S.C. 1395 et seq.) of routine 

10 . patient care costs- · 

11 ( 1) which are provided . to an individual diag-

12 nosed with cancer and enrolled in the medicare pro-

13 gram under such title as part of the individual's par-: 

14 ticipation in an approved clinical trial program; and 

15 ·(2) which are not otherwise eligible for payment 

16 under such title for individuals who are entitled to 

benefits under such title. 17 

18 (b) APPLICATION.-The beneficiary cost sharing pro-

19 visions under the medicare program, such as deductibles, 

20 coinsurance, and copayment amounts, shall apply to any 

21 individual participating in a demonstration project con-

22 ducted under this section. ·. 

23 (c) APPROVED CLINICAL TRIAL PROGRAl-\1.-.. 

\ 
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1 (1) IN GENERAL.-For purposes of this section, 

2 the term "approved clinical trial program" means a 

3 clinical trial program which is approved by-

4 ·(A) the National Institutes of Health; 

5 (B) a National Institutes of Health cooper-

6 ative group or a National Institutes of Health 

7 center; and 

8 (C) the National Cancer Institute, with re-

9 spect. to programs that oversee ·and coordinate 

10 extramural clinical cancer research, trials spon-

11 sored by such Institute and conducted at des-

12 ignated cancer centers, clinical trials, and Insti-

13 tute grants that support clinical investigators. 

14 (2) lVlODIFICATIONS IN APPROVED TRAILS.-

15 

16 

17 

18· 

19 

20 

Beginning 1 year after the date of enactment of this 

Act, the Secretary, in consultation with the Cancer 

Policy Board of the Institute of lVIedicine, may mod­

ify or add to the requirements of paragraph ( 1) with 

respect to an a I? proved clinical tr1al. program. 

(d) ROUTINE PATIENT CARE COSTS.-

21 ( 1) IN GENERAL.-For purposes of this section, 

22 "routine patient care costs". shall include the costs 

23 associated with . the provisi.on of items and services 

24 that-

\ 
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1 (A) would otherwise be covered under the 

2 medicare progTam if such items and services 

. 3 were not provided in connection with an ap-

4 , proved clinical trial· progTam; and 

5 (B) are furnished according to the design 

6 of an approved clinical trial program. 

7 (2) EXCLUSION.-For purposes of this· section, 

· 8 "routine patient. care costs" shall not include the 

9 costs associated with the provision of-. 

10 (A) an investigational drug or device, un-

11 less the Secretary has authorized the manufac-

12 turer of such drug .or device to charge for such 

13 . 

14 

15 

16 

17 

drug or device; or 

(B) any item or servtce supplied without 

charge by the .. sponsor of the approved clinical 

trial program. 

(e) STUDY.-. The Secretary shall study the impact on 

18 the medicare program under title XVTII of the Social Se-

19 curityAct of covering ~outine patient care costs for indi-

20 viduals with a diagnosis of cancer and other diagnoses, 

21 wh9 are entitled to benefits under such title and who are 

22 enrolled in an approved clinical trial program. 

23 (f) REPORT To CONGRESS.-Not later than 30 

24 months after the elate of. enactment of this Act, the Sec-

25 retary shall submit a report to Congress that contains a 

\ 
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1 detailed description of the results of the study conducted 

2 under subsection (e) including recommendations regarding 

3 the extension and ex:pansion of the demonstration. project 

4 conducted under this section. 

5 (g) FuNDING.-The Secreta,ry. shall use amounts 

6 made available under section 101( d)(9)(A) for a· fiscal 

7 year to carry out this section. 

\ 
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1 · TITLE II-FDA JURISDICTION 
2 OVER. TOBACCO PRODUCTS 
3 SEC. 201. REFERENCE. 

4 \Vhenever in this title an ·i.tmendment or repeal is ex-

5 pressed in terms of an amendment to, or repeal of, a sec-

6 tion or other provision, the reference shap be considered 

7 to b~ made to a section o'r other provision of the Federal · 

8 Food, Drug, and Cosmetic Act (21 U.S.C. 301 et seq.). 

9 SEC. 202. STATEMENT OF GENERAL AUTHORITY. , 

10 The regulations promulgated by the Secretary in the 

11 rule dated August 28, 1996 (Vol. 61, No. 168 C.F.R.), 

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

13 shall be deemed to have been promulgated under the Food, 

14 Drug and Cosm~tic Act as amended by this title. 

15 SEC. 203. TREATMENT OF TOBACCO PRODUCTS AS DRUGS 

16 

17 

18 

19 

AND DEVICES. 

(a) DEFINITIONS.-

(1) DRUG.-Section 201(g)(1) . (21 U.S.C. 

321(g)(1)) is amended by striking "; and (D)" and 

20 inserting "; (D) nicotine in tobacco products; and 

21 (E)". 

· 22 (2) DEVICES.-Section 201(h) (21 U.S.C. 

23 321(h)). is amended-

24 (A) in paragTaph (2), by striking "or" at 

25 the end; 

r--'--··--· .._, 1nno 

\ 
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1 (B) in paragraph (3), by striking ''and" .at 

2 the end and inserting "or"; and 

3 (C) by inserting after paragraph (3). the. 

· 4 following: 

5 "( 4) a delivery component of a tobacco product; 

6 and". 

7 (3) OTHER DEFINITIONS.-Section 201 (21 

8 U.S.C. 321) is amended by adding at the end the . 

9 following: 

10 "(kk) The term 'tobacco product' means any product 

11 made or derived from tobacco leaf made for. human con-

12 sumption including, . but not limited to, cigarettes, 

13 cigarillos, cigarette tobacco, cigars, little cigars, pipe to-

14 bacco, and smokeless tobacco, and roll-your-own tobacco. 

15 (b) REGULATORY AUTHORITY.-Section 503(g) (21 

16 U.S.C. 353(g)) is amended by adding ~t the end the fol-

17 lowing: 

18 " ( 5) The Secretary may regulate any tobacco product 

19 as a drug, device, or both, and may designate the office 

20 of the Administration that shall be responsible for regulat-

21 ing such products.". 

22 (c) DEVICES.-Section 520(e)(l) (21 U.S.C. 

23 360j(e)(1)) is amended by striking "or use-'' and insert-

24 ing "or use, including restrictions on the access to, and 

25 the advertising and promotion of, tobacco products-". 

\ 
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1 (cl) NlrSBRru~DING.-Section 502 (21 U.S.G. 360) is 

2 amended by adding at the end the following: 

3 " ( u)_ In the case of a tobacco product, it is sold, dis-

4 tributed, advertised, or labeled in violation of this Act or 

5 the regulations promulgated under this Act. 

6 "(v) The regulations promulgated in accordance with 

7 subchapter E shall, at a minimum, require that a tobacco 

8 product be deemed to be misbranded if the labeling of the 

9 package of the product, or. any claim of the manufactmer 

10 in connection with the product, states or implies (as deter-

11 mined by the Secretary) that the product presents a re-

12 duced health risk unless it is demonstrated to the satisfac-

13 tion of the Secretary that the product will achieve the best 

14 public health result, taking into account all relevant fac-

15 tors including, but not limited to, the probability of the 

16 increased number of new users of topacco products and 

17 the ,reduced probability that existing users of tobacco 

· 18 products will quit.' ... 

19 (e) ENFORCEMENT.-Section 301 (42 U.S.C. 331) is 

· 20 amended by adding at the end the following: 

21 . "(aa)· The failure to c.omply with the requirements of 

22 section 581. 

23 "(bb) The failure or refusal to comply with any of 

24 the requirements of subsections (a), (b). or (e) of se(;tion 

25 578.". 

\ 
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1 (f) STATE ~~"l"D LOCAL REQUIREMENTS.·-Section 

· 2 521 (21 U.S.C. 360k) is amended-.· 

3 (1) in subsection· (aL by striking "subsection 

4 (b)"and inserting "subsections (b) and (c)"; and 

5 (2) by adding at the end the following: 

6 "(c) This section shall not apply to devices that are 

7 tobacco products.''. 

8 SEC. 204. SAFETY AND EFFICACY STANDARD AND RECALL 

9 .. AUTHORITY; 

10 (a) SAFETY AND EFFICACY STANDARD.-· Section 

11 513(a) (21 U.S.C. 360c(a)) is amended-
. . 

12 (1) in paragraph (1)(B), by inserting after the· 

13 first sentence the following: "For a device which is 

14 a tobacco product, the assurance in the previous sen-

15 tence need not be found if the Secretary finds that 

16 special controls achieve the best public health re-

17 

18 

19 

20 

21 

22 

23 

24 

sult."; and 

(2) in paragraph (2)-

(A) by redesignating subparagraphs (A), .. 

(B) and (C) as clauses (i), (ii) and (iii), respec-

tively; : 

(B) by striking "(2) · For" and inserting 

"(2)(A) For"; a~d 

(C) by adding at the end the follo\Ving: 

\ 
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1 "(B) For purposes of paragraph (1)(B), subsections 

2 (c)(2)(C), (cl)(2)(B), (e)(2)(A), (f)(3)(B)(i), and 

3 (f)(:3)(C)(i), and sections 514, 519(a), 520(e), and 520(f), 

4 the safety and. effectiveness o"f a device that is a tobacco 

5 product need not be found if the Secretary finds that the 

6 action to be taken under any such provision would achieve 

7 the best public health result .. The finding· as to whether 

8 the best public health result has been achieved shall be 

9 determined with respect to the r~sks and benefits to the 

10 population as. a whole, including users and non-users of 

11 the tobacco product, and taking into account-

12 "(i) the increased or decreased likelihood that 

13 existing consumers of tobacco products will stop· 

14 using such products; and 

15 · "(ii) the increased or decreased likelihood that 

16 those who do· not use tobacco products will start 

17 using such products.". 

18 (b). RECALL AUTHORITY.-Section 518(e)(1) (21 
. . . 

19 U.S.C. 360h(e)(1)) is amended by inserting after "adverse 

20 health consequences or death," the following: "and for to-

21 bacco products that the best public health result would· 

22 be achieved,''. 
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1 SEC. 205. GENERAL HEALTH AND SAFETY REGULATION OF 

2 . TOBACCO PRODUCTS . . 

3 Chapter V (21 U.S.C. 351 et seq.). is ·amended by 

4 adding at the end the following: 

5 SUBCHAPTER F-TOBACCO PRODUCTS 

6 "SEC. 571. PROMULGATION OF REGULATIONS. 

7 "Any regulations necessary to implement this sub-

8 chapter shall be promulgated not later than 12 months 

9 after the date of enactment of this subchapter using notice 

10 and comment rulemaking (in accordance with chapter 5 

11· of title 5, United States Code). Such regulations may be 

12 revised. thereafter as determined necessary by the Sec-

13 retary. 

14 "SEC. 572. SCIENTIFIC ADVISORY COMMITTEE. 

15 "(a) ESTABLISHMENT.-Not later than 1 year after 

16 the· date of enactment of this subchapter, the Secretary . 

17 shall establish an advisory committee, to be known as the· 

· 18 'Scientific Advisory Committee', to assist the Secretary. 

19 ''(b) MEMBERSHIP.-

20 "(1) IN GENERAL.-The Secretary shall appoint 

21 as members of the Scientific Advisory Committee 

22 any individuals with expertise in the medical, sci-

23 entific, or other . technological data involving the 
-

24 manufacture and use of tobacco products, and of ap-

25 propriately diversified professional backgrounds. 

\ 
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1 "(2) · LIMITATIONS.-Notwithstanding· section 

2 5(o) of the Federal Ach~sory Committee Act (5 

3 U.S.C. App. 3), the Secretary may not appoint to 

4 the Committee anv individual \vho-:- · 
. u 

5 "(A) is in the regular full-time employ of 

6 the Federal Government; 

7 ."(B) is, or is in the employ of, a mamifac-

8 turer, distributor, or retailer of a tobacco prod-

9 uct, or organization substantially. funded by 

10 manufacturers,· distributors,. or retailers of to-

11 bacco products; 

12 "(C) is, or is in the employ of, an attorney 

13 representing an entity described in sribpara-

14 . graph (B); or 

15 "(D) is, or is in the employ of, a consult-

16 ant employed by or under retainer to ari entity 

17 described in subparagraph (B). 

18 "(3) CHAIRPERSON.-The Secretary shall des-

19 ignate 1 of the members of the advisory committee 

20 to serve as chairperson of the Committee. 

21 · "(c) COMPENSATION ru'ID EXPENSES.-· :Members of 

22 the Scientific AdVisory Committee shall be entitled to the 

23 same compensation and expenses as the compensation and 

24 expenses provided to members.of the advisory committees 

25 established under section 514(b )( 5) (B). 

\ 
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1 "(d) DUTIES.-The Scientific Advisory Committee 

2 shall-

3 "(1) provide assistance to the Secretary; 

4 "(2) examine the effects of the alteration of the 

5 nicotine yield levels in tobacco products; 

6 '' ( 3) examine whether there is a threshold level' 

7 below which nicotine .Y~elds do not produce depend-

S ence on the tobacco product involved, and, if so, 

9 what that level is; and 

10 "(4) review other safety, dependence or health 

11 issues relating to tobacco products as determined ap-

12 propriate by the Secretary. 

13 "SEC. 573. PERFORMANCE STAADARDS. 

14 "(a) GENERAL RULE.-The Secretary may adopt a 

15 performance. standard under section 514(a)(2) for a to-

16 bacco product regardless of whether the product has been 

17 classified under section 513. Such standards may in-

18 clude--

19 

20 

"(1) the reduction or elimination of nicotine 

yields of the product; 

21 "(2) the reduction or elimination of other con-

22 · stituents or harmful components of the product; or 

23 "(3) standards· relating to any other require-

24 ment pursuant to section 512(a)(2). 

\ 
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1 "(b) TOBACCO CONSTITUENTS.-The Secretary may 

2 require that a manufacturer test, report and disclose to-

3 bacco and tobacco smoke constituents, including labeling 

4 and advertising disclosures relating to such constituents, 

5 including, but not limited to, tar and nicotine. 

6 "SEC. 574. DISCLOSURE AND REPORTING OF TOBACCO AND 

7 . NONTOBACCO INGREDIENTS AND CONSTITU- . 

. 8 · ENTS. 

9 "(a) DISCLOSURE OF ALL lNGREDIENTS.-

10 "(1). IMMEDIATE Al'ffi ANNUAL DISCLOSURE.-

11 Not later than 30 days after the date of enactment 

12 of this subchapter, and annually thereafter, each 

13 manufacturer of a tobacco product shall· submit to 

14 the Secretary an ingredient list for each brand of to-

15 bacco product it manufactures that contains the in-

16 formation described in paragraph (2). 

17 

18 

19 

20 

21 

22 

23 

24 

25 

"(2) REQ.UIREMENTS.-The list described 1n 

paragraph (1) shall, with respect to each brand or 

variety of tobacco product of a manufacturer, in­

clude-

"(A) a list of all ingredients, constituents,. 

substances, and compounds that are found in or 

added to the tobacco or tobacco product (in­

eluding the paper, filter, or packaging of the 

product if applic·~ble) in the manufacture of the 

- \ 
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1 tobacco product, for each brand or variety of to-

2 bacco product so manufactui·ed, including, if 

3 determined necessary by the Secretary, any ma-

4 terial added to the tobacco used .in the product 

5 prior to harvesting; 

6 "(B) the quantity of the ingredients, con-

7 stituents, substances, and compounds that are 

8 listed under subparagraph (A) in each brand or 

9 variety of tobacco product; 

10 '' (C) the nicotine content of the product, 

11 · measured in milligrams of· nicotine; 

12 ''(D) for each brand or · variety of Ciga-

13 rettes-

14 . "(i) the filter. ventilation .percentage 

15 (the level of air dilution in the cigarette as 

16 provided by the ventilation holes in the fil-

17 

18 

19 

20 

21 

22 

23 

24 

ter, described as a percentage); 

'' ( ii) the pH level of the smoke of the 

cigarette; and 

"(iii) the tar, nicotine, and carbon 

monoxide delivery level under Federal 

Trade . Commission parameters and any 

other smoking conditions established by 

·the. Secretary, reported m milligrams of 
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9 

10 

11 

12 

13 

14 

15 

16 

17 
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tar, nicotine, and carbon monoxide per cig-

arette; 

"(E) for each brand or variety of smoke-

less tobacco products-

· "(i) the pH level of the tobacco; 

"(ii) the moisture content of the to­

bacco expressed ·as a percentage of the 

weight of the tobacco; and 

"(iii) the nicotine content-

"(I) for each gram of the prod-

uct, measured in milligrams of nico-

tine; 

· · ''(II) expressed as a percentage 

of the dry weight of the tobacco; and 

"(III) with respect to unionized 

(free) nicotine, expressed as a percent­

age per gram of t~e tobacco and ex-

18 pressed in milligrams per gram ()f the 

19 tobacco; and 

20 . "(F) any other information determined ap-

21 propriate by the SeGretary. 

22 "(3) METHODS.-The Secretary shall have the 

23 authority to promulgate regulations to establish the 

24 methods to be used bv manufacturers in making the . ., . 

25 dt:termin~tions required under paragTaph (2). · 

\ 
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1 . "(b) SAFETY ASSESSi\IENTS.-

2 "(1) ... t.\PPLIC • .\.TION :1'0 NEW INGREDIENTS.-

3 "(A) IN GENERAL.-Not later than 1 year 

4 after the elate of enactment of this subchapter, 

5 and annually thereafter, each manufacturer 

6 shall submit to the Secretary a safety assess-

7 ment for each new ingredient, constituent, sub-

8 stance, or compound that such manufacturer 

9 desires to make a part of a tobacco . product. 

10 Such new ingredient, constituent, substance, or 

. 11 compound shall not be included in a tobacco 

12 product . prior. to approval by the Secretary of 

13 such a safety assessment. 

14 "(B) METHOD OF FILING.-A safety as-

15 sessment submitted under subparagraph (A) 

16 . shall be signed by an officer of the manufac-

17 

18 

19 

20 

21 

22 

23 

24 

25 

turer who is acting on behalf of the manufac­

turer and who has the authority to· bind the 

manufacturer, and contain a statement that en­

sures that the information contained in the as­

sessment is true, complete and accurate. 

"(C) DEFINITION OF NEW INGREDIENT.­

For purposes of subparagTaph (A),· the term 

'new ingTedient, constituent, substance, or 

compound' means an ingredient, . constituent 

\ 
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10 

11 

12 

13 

14 
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substance, or compomid listed under subsection 

(a)(1) that was not used in the brand or variety 

of tobacco product involved prior to January 1, 

1998. 

"(2) APPLICATION TO OTHER INGREDIENTS.­

\Vith respect to the application of this section to in-

gredients, constituents substances, or compounds 

listed tmder subsection (a) to which paragraph (1) 

does not apply, ali such ingredients, constituents, 

substances, or compounds shall be reviewed through 

the safety assessment. process within the. 5-year pe-

. riod beginning on the date of enactment of this sub­

chapter. The Secretary shall develop a procedure for 

the submission of safety assessments of such ingre-

clients, constituents, substances, or compounds that 

staggers such safety assessments within the 5-year 

period. 

"(3) BASIS OF 'ASSESSMENT .-The safety as-

sessment of an ingredient, . constituents, substance, 

or · compound described in paragraphs ( 1) and ( 2) 

shall-

"(A) be based on the best scientific evr­

. dence available at the time of the submission of 

the assessment· and 
' 



O:\BAI\BAI98.251 S.L.C. 

14 

1 "(B) demonstrate that there· is a reason-

2 able certainty among experts qualified by sci-

3 entific training ancl experience who are con-

4 suited, that the ingTedient, cOI1stituents, sub-

S stance, or compound will not present any risk 

6 to consumers or the public in the quantities 

7 used under the intended conditions of use. 

8 "(c) PROBIBITION.-

9 · "(1) REGULATIONS.-Not later than 12 ·months 

10 after the date of enactment of this subchapter, the 

11 Secretary shall promulgate regulations to prohibit 

12 the use of any ingredient, constituent, substance, or 

13 compound m the tobacco product of a manufac-

14 turer-

15 "(A) if no safety assessment has been sub-

16 

17 

18 

19 

20 

21 

22 

23 

24 

mitted by the manufacturer for the ingredient, 

constituent, substance, or compound as other­

wise required under this section; or 

"(B) if the Secretary finds that the manu­

facturer has failed to demonstrate the safety of 

the ingredient, constituent, substance, or 

er.mpound that was the subject of the assess­

ment under paragraph (2). 

"(2) REVIEW OF ASSESSi.VIENTS.-

\ 
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"(A) GENERAL REVTEW.-Not later than 

180 clays after the receipt of a safety assess­

merit tinder subse:otion (b), the Secretary shall 

review the findings contained in such assess-

ment and approve or disapprove of the safety of 

the ingredient, constituents, substance, or 

7 compound that was the subject of the assess-

8 ment. The Secretary may, for good cause, ex-

9 tend .. the period for such review. The Secretary 

10 · shall provide notice to the manufacturer of an 

11 action under this subparagraph. 

12 "(B) INACTION BY SECRETARY.-If the 

13 Secretary fails to act with respect to an assess-

14 ment of an existing ingredient, constituent, sub-

15 stance, or additive during the period referred to 

16 in subparagraph (A), the manufacturer of the 

17 · tobacco oroduct involved may continue . to use 

18 the ingredient, constituents, substance, or · 

19 compound involved until such time as the Se(3-
. . 

20 retary makes a . determination with respect to 

21 the assessment. 

22 ':(d) RIGHT TO KNOW; FULL DISCLOSURE OF lNGRE-

23 DIENTS TO THE PUBLIC.-

24 "(1) IN GENERAL.-Except as provided in para-

25 graph ( 3), a package of a tobacco product shall dis-

February 12, 1998 
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1 close all ingredients, constituents, substances, or 

'2 compounds contained in the product in accordance 

3 with regulations promulgated under section 701 (a) 

4 by the Secretary. 

5 "(2) DISCLOSURE OF PERCENTAGE OF DOMES-

6 TIC Al"\l'D FOREIGN TOBACCO.-The regulations re-

7 ferred to in paragraph ( 1) shall require that the 

8 package of a tobacco product. disclose, with respect 

9 to the tobacco contained in the product- . 

10 "(A) the percentage that is domestic· to~ 

11 bacco; and 

12 "(B)· the percentage that IS foreign to-

13 bacco. 

14 

15 

16 

17 

18 

"(3) HEALTH DISCLOSURE.-N otwithstanding 

section 301(j), the Secretary may require the public 

disclosure of any ingredient, constituent, substance, . 

or compound contained in a tobacco product that re­

·lates to a trade secret or other matter referred to in 

19 section 1905 of title 18, United States Code, if the 

20 Secretary determines that such disclosure will pro-

21 mote the public health. 

22 "SEC. 575. TOBACCO PRODUCT WARNINGS, LABELING AND 

23 · PACKAGING. 

24 "(a) CIGARETTE vVARNINGS.-

25 "(1) lN OENERAL.-

\ 
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1 "(A) PACKAGING.-lt shall be unlawful for 

2 any person to manufacture, package, or import 

3 . for sale or distribution any cigarettes the pack-

4 age of which fails to bear, in accordance with 

5 the requirements of this subsection, one of the 

6 following labels: 

7 "vV ARNING: Cigarettes Are Addictive. 

8 "vVARNING: Tobacco Smoke Can Harm 

9 Your Children. 

10 "vVARNING: Cigarettes Cause Fatal Lung 

11 Disease. 

12 "WARNING: Cigarettes Cause Cancer. 

13 "WARNING: Cigarettes Cause Strokes 

·14 And Heart Disease. 

15 "WARNING: Smoking During Pregnancy 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

February 12, 1998 

Can Harm Your Baby. 

"WARNING: Smoking Can !pll You. 

"WARNING: Tobacco Smoke Causes 

Fatal Lung Disease In Nonsmokers. 

"WARNING: Quitting Smoking Now 

Greatly Reduces· Serious Risks To Your 

Health. 

''(B) ADVERTISING.-It shall be unlawful 

for any manufacturer, importer, distributor or 

retailer of cigarettes to advertise or cause to be 

\ 
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advertised any cigarette t1nless the advertising 

bears~ in accordance with the requirements of 

this subsection~ one of the following labels: 

"\YARNING: Cigarettes ... '-ile Addictive. 

"\YARNING: Tobacco Smoke Can Harm 

Your Children. 

"\V ARNING: Cigarettes Cause Fatal Lung 

Disease. 

"\V ARNING: Cigarettes Cause Cancer. 

"WARNING: Cigarettes Cause Strokes 

And Heart Disease. 

''WARNING: Smoking During Pregnancy · 

Can Harm Your Baby. 

"\V ARNING: Smoking Can Kill You. 

"WARNING: . Tobacco Smoke Causes 

16 Fatal Lung Disease In Nonsmokers. 

17 · "WARNING: Quitting Smoking Now 

18 Greatly. Reduces Serious Risks To Your 

19 Health. 

20 " (C) ADDITIONAL W ARNINGS.-Beginiling 

21 on the date that is 18 months after the date of 

22: enactment. of this subchapter, the Secretary 

23 rnay substitute for, or require warnings in addi-

24 tion to~ those othenvise required under subpara-

25. graphs (A) and (B) if the Secretary determines 

February 12, 1998 



O:\BAI\BAI98.251 S.L.C. 

19 

1 that such warnings would be .more effective m 

2 deterring the use of cigarettes. 

3 "(2) REQUIREl\IEN'TS FOR LABELING.-

4 "(A) LOCATION.-Each label statement re-

5 quired by subparagraph (A) of paragraph ( 1) 

6 shall be located on the upper portion of the 

7 front and rear panels of the cigarette package 

8 (or carton) directly on the package underneath 

. 9 the cellophane or other clear wrapping and oe-

10 cupy not .less than 25 percent of such panels. 

11 "(B) TYPE AND COLOR.-With respect to 

12 each label statement required by subparagraph 

13 . (A) of paragraph (1), the phrase 'WARNING' 

14 shall appear in capital · letters and . the label 

15 statement shall be printed in 17 point type with 

16 adjustments as determined , appropriate by the 

17 

18 

Secretary to reflect the length of the required 

statement. All the letters in the label shall ap- . 

19 pear in conspicuous and legible type, in contrast 

20 · by typography, layout, or .color with all other 

21 · printed material on the package, and be printed 

22 in an alternating black-on-white and white-on-

23 black format as determined appropriate by the 

24 Secretary. 

. I 

\ 
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"(C) EXCEPTION.-vVith respect to c1ga-

rettes manufactured and clistribt1ted prior to 

January L 2000, the provisions· of subpara-

graph (A) shall not apply with respect to the 

front panel in the case of a flip-top cigarette · 

package (offered for sale on· June 1, 1997) · 

where the front portion of the flip-top does not 

comprise at least 25 percent of the front panel. 

In the case of such a package, the label state­

ment required by subparagraph (A) of para­

graph ( 1) shall occupy the entire front portion 

of the flip-top. 

"(3) REQUIREMENTS FOR ADVERTISING.-
.. 

"(A) LOCATION.-Each ·label statement re-

quired by subparagraph (B) of paragraph (1) 

shall appear in a conspicuous and prominent 

format and location at the top of each adver- · 

tisement within the trim area and shall occupy· 

not less than 20 percent of the area of the ad-

vertisement involved. 

"(B) TYPE, COLOR A1\TD FORMAT.-

"(i) TYPE.-vVith respect to . each 

label statement. required by subparagraph 

(B) of paragraph (1), the phrase 'vVARN-

· ING' shall appear in capital letters and the 

\ 
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label statement shall be printed in the fol­

lowing types: 

·"(I) \Vith respect to whole page 

advertisements on broadsheet news-

paper-45 point type. 

"(II) \Vith respect to half page 

advertisements on · broadsheet news-

paper-39 point type. 

"(III) vVith respect to whole page 

advertisements on tabloid ·news­

paper-39 point type. 

. ''(IV)~ With respect to . half page 

advertisements . on tabloid news-

paper-27 point type. 

"(V) With respect to DPS maga­

zine a'dvertisements-31.5 point type. 

"(VI) With respect to whole page 

magazine advertisements-31. 5 point 

type. 

·"(VII) vVith respect to 28cm X 3 

column advertisements-22.5 point 

type. 

"(VIII) vVith respect to 20cm X 2 

column advertisements-15 point 

type .. 

\ 
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vVithin the 20 per~ent requirement de-

scribed in subparagraph (A), the Secretary 

may revise the required type sizes if the 

Secretary determines that such revisions 

will enhance public health protections. 

"(ii) COLOR.-All the· letters in the 

label under this subparagraph shall appear 

in conspicuous and legible type, in contrast 

by (ypography, layout, or color with all 

other printed material on the package, and 

be printed in an ·alternating black-on-white 

and white-on-black format as determined · 

appropriate by the Secretary. 

"(iii) FORMAT.-The label statements 

under subparagraph (B) of paragraph ( 1) 

shall be black when the background 1s 

white and white when the background 1s 

· black, and shall be in the point size re­

quired under this subparagraph. The label 

statements shall be enclosed by a rectangu­

lar border that is the same color as the let­

ters of the statements and that is the 

width of the first down stroke of the cap­

ital 'vV' of the word 'vV ARNIN G' in the · 

label statements. 

\ 
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"(C) LA.t'IGUAGE REQUIREMENT.-The 

label statements required under paragraph 

(l)(B) shall be inEnglish, except that-

"(i) in the case of an advertis~ment. 

that appears in a newspaper, magazine, pe­

rioclicaJ or other publication that is not in 

English, such statements shall appear in 

the predominant language of the publica­

tion; or 

''(ii) m ·the. case of any other adver­

tisement that is not in English, such state­

ments ·shall appear in the same language . 

as that principally used in the advertise­

ment. 

"(4)" ROTATION OF LABEL STATEMENTS.-

''(A) LABELING.-The label statements 

specifif~l in subparagraph (A) of paragraph (1). 

shall be randomly. displayed. in each i2 month 

period, in as equal a ·number of times as is pos­

sible on each brand of the product and be ran­

domly distributed in all areas of the United 

States in which such product is marketed in ac­

cordance with a plan submitted by the manu­

facturer, importer, distributor or retailer and 

approved by the Secretary. 

\ 
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"(B) ADv'ERTISING.-The label statements 

specified in . subparagraph (B) of paragraph ( 1) 

shall be rotated quarterly in alternating se­

quence in advertisements for ea~h su~h brand 

of cigarettes in accordance with a plan submit­

ted by the manufacturer, importer, distributor 

or retailer and approved by the Secretary. 

"(C) APPROVAL OF PLAJ.'l'S.-The Sec­

retary shall Teview each plan submitted by a 

manufacturer, importer, distributor or retailer 

of cigarettes under this paragraph and approve 

such plan if the plan will provide for the equal 

distribution and display on packaging and the 

rotation required in advertisingunder this para­

graph and if such plan assures . that all of the 

labels required under subparagraphs (A) and 

(B) will be displayed by the manufacturer, im­

porter, distributor or retailer at the same time. 

''(b) SMOKELESS TOBACCO PRODUCTS.­

"(1) L'l' GENERAL.-

"(A) PACKAGING.-lt shall be unla\vful for 

any person to manufacture, package, or import 

for sale or distribution any smokeless tobacco 

product the package ·of· which fails to bear, in 

\ 
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accordance with the requirements of this sub-

section, one of the following labels: 

"\YARNING: This Product Can Cause 

lVIouth Cancer. 

''\YARNiNG: This Product Can Kill You. 

"\V ARNING: This Product · Can Cause 

Gum Disease And Tooth Loss. 

"WARNING: This Product Is Not A Safe 

Alternative To Cigarettes. 

"WARNING: This Product Contains Can­

cer-Causing Chemicals. · 

"WARNING: Smokeless Tobacco Is Ad­

. dictive. 

"(B) .ADVERTISING.-It shall be unlawful 

for any manufacturer, importer; distributor ·Or 

retailer of smokeless tobacco products to adver­

tise or cause to be advertised any smokeless to­

bacco product unless the advertising bears, in 

accordance with the requirements of this sub­

section, one of the following labels: 

"\V ARNING: This Product Can Cause 

:Mouth Cancer. 

"WARNING: This Product Can Kill You. 

"\YARNING: This Product Can Cati.s~ 

Gum Disease _.._:Wcl Tooth Loss. 

\ 
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"\YARNING: This Product Is Not A Safe 

Alternative To Cigarettes. 

"\Y AR.NING: This Product Contains Can­

cer-Causing Chemicals. 

"\YARNING: Smokeless Tobacco Is Ad­

dictive. 

"(C) ADDITIONAL .WARNINGS.-Beginning 

on the date that is 18 months after the elate of 

enactment of this subchapter, the Secretary 

may substitute for, or require warnings in addi­

tion to, those otherwise required under subpara­

graphs (A) and (B) , if the Secretary determines 

that such warnings would be more effective in. 

deterring the use of smokeless tobacco products. 

"(2) REQUIREMENTS FOR LABELING.-

"(A) LOCATION.-·· Each label statement re­

quired by subparagraph (A) of paragraph ( 1) 

shall be located on the 2 most prominent ·dis­

play panels of the product and occupy not less 

than 2 5 percent of such panels. 

"(B) TYPE Al'ID COLOR.-\Yith respect to 

each label statement required by subparagraph 

(A) of paragraph (1), the phrase .'\YARNING' 

shall appear in capital letters and the label 

statement shall be printed in 17 point type with 
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1 adjustments as determined appropriate by the 

2 Secretary to reflect the length of the required 

3. statement ariel tl1c- size of the package . .t\Jl the 

4 letters in the label shall appear ·in conspicuous 

5 ari~l l~gibl~· type in contrast by typography, lay-

6 ·.out, or color vvith all other printed material on 

.7 the package and be printed in an· alternating 

8 black-on-white and white-on~black format as de-

9 termined appropria.te by the Secretary. 

10 "(3) ADVERTISING AND ROTATION.-The provi-

11 sions of paragraph (3) and ( 4) of subsection (a) 

12 shall apply to advertisements for smokeless tobacco 

13 products and the rotation of the label statements re-

14 quired under paragraph (l)(A) on such products. 

15 "(c). OTHER TOBACCO PRODUCTS.-The Secretary 

16 may prescribe such regulations as may be· necessary to es-

17 tablish warning labels for other tobacco product packag-

18 ing, labeling and advertising. 

19 "(d) CONSTRUCTION.-

20 "(1) lN GE:NERAL.-Noting in this section shall 

21 be construed to limit the ability of the Secretary to 
·' 

22 change the text or layout of any of the warning 

23 statements, or any of the labeling provisions, under. 

24 subsections (a) and (b) and_ other provisions of this 

25 Act, if determined necessary by the . Secretary in 
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l order to make such statements <)!' lctbeb larger. ntun) 

2 prominent. more conspicuous. or ntore effecti\·e. 

3 "(:2) C~'FAIR ACTS.-Nothing: in this.· secti<Hl 
' '· 

4 (<)ther tlwn the requirements of suhst·etinns (;1). (h) 

5 and (e)) sh;1ll be construed to limit ,,r restrict the 

6 · authority of the Federal Trade Commission with re-

7 spect to unfair or deceptive ads or practices in the 

8 advertisir1g of cigarettes or smokeless tobacco prod- · 

9 ucts. 

10 "(e) LBIITED PREEMPTION.-

11 "(1) STATE AND LOCAL ACTION.-No warning 

· 12 label with respect to cigarettes or smokeless tobacco 

13 products, or any other tJbacco product for which 

14 warning labels have been required under this section, 

15 other than the warning labels required under this 

16 Act, shall be required by any. State or local statute 

17 or regulation to be included on any package of ciga- · 
\ 

18 . rettes or a smokeless tobacco product. 

19 "(2) EFFECT ON LIABILITY LAw.-Nothing in 

20 t}Jis section shall relieve any person from liability at 

21 common law or under State statutory law to any 

22 other person . 

. 23 "(f) ELECTRONIC lVIEDIUM ADVERl'ISING.-. lt shall ... 

24 be unlawful to advertise tobacco products on any medium 
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l of electronic- c·ommtllli<·<tti<HlS subje<.:-t to the jurisdic-tion of 

2 the Federal Commu1uc-ations Commission. 

3 "SEC. 576. PRESERVATION OF STATE AND LOCAL AUTHOR· 

4 ITY. 

5 "Except as <)then,·isc riruvided for in section 575(e). 

6 nothing in this subchapter shall be construed as prohibit-
.. 

7 ing a State <)!" locality f1·om imposing requirements, prohi-

8 bitions, penalties or other measures to further the pur-

9 poses of this subchapter that are in addition to the re-

10 quirements, prohibitions, or penalties required under this 

11 subchapter. State and local governments may impose addi-

12 tional tobacco product control measures to further restrict 

13 or limit the use of such products. 

14 "SEC. 577. RESTRICTIONS ON YOUTH ACCESS TO TOBACCO 

15 PRODUCTS. 

16 "(a) IN GENERAL.-, The·Secretary shall restrict the 

17 access of minors to tobacco products. 

18 "(b) STATE LICENSING.-

19 "(1) L'l" GENERAL.-. Except as provided in para-

20 graph (2), in order to receive any amounts under 

21 · section 111. of the Healthy Kids Act, a State shall 

22 have in place· a program that meets or exceeds (as 

23 determined by the . Secretary) ~e requirements of ·. 

24 the model State program described in paragraph (3} 

25 ·· 11nder which a retailer w(,uld be required to obtain 

\ 
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1 ;t Stctte or local license to Sl'li 1W other\\ise distribute 

2 tobacco products directly to consunH~rs in such 

3 Stelte. 

4 '"(:2) START-UP PERIOD.-· 

5 "(..:-\J I~ GE:-..:ER.:\.L.-'l'he St•tretary may 

6 waive the requirement of' paragrap~1 ( 1) for 

7 such time as the Secretary determines is nec-

8 essary, after promulgation of the . model pro-

9 gram described in paragraph (3), to permit the 

10 legislature· of a State to meet and enact laws to 

11· comply with paragraph (1) and to permit the 

12 State to implement the program described m 

13 paragraph ( 1). 

14 "(B) ELIGIBILITY.-To be eligible for a 

15 \vaiver under subparagraph (A), the Governor 

16 of the State involved shall ·certify to the Sec-

17 

18 

19 

20 

21 

22 

23 

24 

retary in writing that the State intends to im­

plement a· program that meets the requirements 

of this section at the earliest possible oppor­

tunity. If, subsequent to such notification, the 

Secretary determines that the State has failed 

to implement such a program, the Secretary 

may recover any funds distributed to the State. 

under section 111 of the Healthy Kids Act. 

\ 
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· .. (;J) ~IODEL PW)(~l\A~I.-:\ot later tha11 1:2 · 

months after the date of enactment of this sub-

chapter. the Secretary shall promulgate a model 

State program. Sueh !lt,Jdt•l State program shall at 

a mmmmm-

"(A) provide for the collection of licensing 

fees bv the State or localitv to defrav the costs ':"" . .., . .; 

of administering the program; 

"(B) prohibit retailers from selling or oth-

erwise distributing tobacco products directly to 

consumers in a State unless such retailers have· 

in effect tobacco licenses issued or renewed in 

accordance with State or local laws; 

"(C) provide for the notification of every 

person in the State who is engaged in the dis­

tribution at retail of tobacco products. of the li­

cense requirement and of the date by which · 

such pf· r'"'')n shall have obtained a license m 

order to continue to distribute such products; 

"(D) prohibit licensed retailers from selling 

or otherwise distributing tobacco products to 

nunors; 

"{E) provide for penalties ofup to $50,000 

for . each violation of the requirements under 

such program relating to the sale or clistribu-

\ 
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'3•) . -
.. 

I . tion of tobacco products "ithout a lic-ense and 

2 for appropriate penalties for other yj()lations of 

3 la\\'s relating to youth access to tohaceo prod-

4 ttets: 

5 ''(F) reqmre retailers to comply "ith the 

6 applicable requirements of this section and any 

7 regulations relating to; this section; and 

8 "(G) pro,~de for the suspension or revoca-

9 tion of a license in the case of a retailer that 

. 10 repeatedly sells or distributes tobacco products · 

11 to individuals in violation of subsection (a) or 

12 ·State or local law. 

13 "(c) PENALTIES.-The Secretary shall promUlgate 

14 regulations providing for the application of penalties for 

15 the sale or distribution of tobacco products to minors in 

16 violation of the reqUirements of subsection (a) . that are 

17 consistent with the following: , 

18 "(1) EMPLOYEES OF RETAILERS.-ln the case 

19 of an employee of a retailer who distributes a to-

20 bacco product to a minor in violation of subsection 

21 (a); the regulations shall provide for the application 

22 of a civil money penalty of-

23 . "(A) $25 for the 1st violation; 

24 "(B) $50 for the 2nd violation; and 

Februarv 12. 1998 
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''((') $150 for the :)rd and subsequent 'io-

2 lations. 

3 ,, (2) MI:'\ORS.-In the ease of a minor \\·ho pur-

4 chases or attempts to purc-hase a tobacco prodtict in 

5 violation of subsection (a) (other than a minor en-

6 gaged in an authorized sting or a law enforcement 

7 operation), the regulations may provide for civil 

8 money penalties, loss of driving privileges, or· other 

9. penal ties . 

. 10 "(3) RETAILERS.-In the case of a retailer who· 

11 distributes a tobacco product to a niinor in violation 

12 of subsection (a), the regulations shall provide for 

13 the application of a civil money penalty of at least-

14 "(A) $250 for the 1st violation; 

15 ."(B) $500 for the 2nd violation; 

16 "(C) $1,500 for the 3rd violation; 

17 

18 

"(D) $5,000 for the 4th violation; and 

"(E) $10,000 f01 the 5th and subsequent 

19 violations. 

20 "(d) ENFORCEMENT.-

21 "(1) IN GENERAL.-The Secretary may enter 

22 into agreements with, and provide grants to, States 

23 to enforce ·this section. Any State that elects to en'" 

24 force the pr~:nisions of this seCtion within the State· 

25 shall conduct sting operations· and other compliance 

., 
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1 checks and enfcircc .· State 1<1\\·s under thi~ settion 

2 through the use of pen~lities deseriht·d in snbst•etion 

3 (e) ~o as to ensure that minors arc suc-cessful in pur-

4 ehasing- tobac-co products less than ;) pr~r<'f•nt .-~r the 

5 time.· 

6 '"(2) REQUIRE~IENTS.-The Secretan· IW1\. bv . . . . .. . .. 

7 regulation implement such requirements as the Sec-

8 retary determines necessary to ensure that any com-

9 pliance checks performed by the State under para-

10 graph (1) are accurate. 

11 "(3) VIOLATIONS.-If the Secretary determines . . . 

12 that the provisions of subsection (a) are being vio-

13 lated within a State, the Secretary·shall have the au-

14 thority to enforce such provisions in the State. 

15 "(e) STATE COMPLIANCE.-Beginning with. the 3rd 

16 full calendar year following the date of enactment of this 

17 subchapter, if, with respect to a State, the Secretary deter-

18 mines that minors are successful in purchasing tobacco 

19 products more than 5 percent of the time, the Secretary 

20 shall notify the State and reduce payments to the State 

21 under section 111 of the Healthy Kids Act by 1 percent 

22 for each percentage point by which the State is not in com-

. 23 . pliance with this subsection. 

24 "(f) PREEMPTION.-The prmlSlOriS of this section· 

25 shall· not preempt an:y provision of State or local law that 

\ 
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1 prO\ ides· gTeater restriditlllS tlwfi th!~se reqllired 111 this 

2 section. 

3 .. (g-) FEDER..\L LICE~SI~G OF E~TITIES.-

4 "(l) I~ GE~EI:L\L.-The ~etrctary. in eonsnlta-

5 tion with the Secretar~- \if· Defense~ Secretary nf 

6 State~ and other appropriate Federal officials~ shall 

7 establish. awl implement a F ecleral tobacco licensir1g 

8 program to be applied to entities that sell or distrib-

9 · ute tobacco products-

! 0 "(A) on any military installation (as de-

ll fined in section 2801(c)(2) of title X, United 

·12 States Code); 

13 ''(B) in any United States embassy; 

14 "(C) in any facility owned and operated by 

15 the Federal Government either in the United 

16 States or in a foreign country; 

17 "(D) in any duty-free shop located within 

18 the United States; or 

19 "(E) through any other Federal entity or 

20 on any other Federal property as determined 

21 appropriate by the Secretary. 

~2 "(2) REQUIREMENTS.-The program· estab-: 

23 lished under paragraph (1) shall apply requirements . 

24 .(inclqding those for penalties~ suspensions, and rev..: 

February 12, 1998 
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c)t;ltic,tlS) similar tn those l't'([tiired t.•l he intpie-

2 mc·nted b.\· States under this section. 

3 ''( :3) 1:--.:DL\..~ TRIBES A .. '\'D TRIBAl .. LA~DS.-For 

4 · purpc'lSCS Clf appl~ing and enforcing the prn\·isinns of 

5 this section to entities that sell or othen,·ise distrib-

6 11 tc tobacco products on Indian resetTations (as de-

7 fined in section 403(9) of the Indian Child Protec-

8 tion and Family Violence Prevention Act (25 U .S.C. 

9 3202(9))L an Indian tribe or tribal organization (as 

10 such terms are defmed in section . 4 of the Indian 

11 Self Determination and Education Assistance Act 

12 (25 U.S.C. 450b)) shall be treated as a State. 

13 "SEC. 578. PUBLIC DISCLOSURE OF HEALTH RESEARCH. 

14 "'(a) SUB!vliSSION BY MANuFACTURERS.-Not later 

15 than 3 months after the date of the enactment of this sub-

16 chapter and thereafter as required by. the Secretary, each 

17 manufacturer of a tobacco product shall submit to the Sec-

. 18 retary a copy of each document in the manufacturer's pos-

19 sesswn-

20 

21 

22• 

23 

24 

"(1) relating, referring, or pertaining to-

"(A) any health effects in humans or ani­

mals, including addiction: caused by the use of 

t.:;bacco~ products . or components . of tobacco 

products; 


