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February 12, 1998

1057 CONGRESS

2D SESSION 'S.

IN THE SE.NAT}E OF THE UNITED STATES

Mr. CONRAD (for himself, Mr. DASCHLE, "Mr. KENNEDY, Mr. LAUTENBERG,

1_.

Mr. REED, Mr. LEaHY, Mr. DopD, Mr. BINGaMAN, Mr. DURBIN, Mr.
Baucus, Mr. DorGaN, Mr. ROCKEFELLER, Mr. KERREY, Mr. WYDEN,
Mr. WELLSTONE, Mr: TORRICELLI, Mrs. BOXER, Mr. KERRY, Mr.’‘BUMP-
ERS, Mr. MOYNTHAN, Mr. JOHNsON, Mr. BREAUX, Mr. KoHL, Ms.

LANDRIEU, Ms. MOSELEY-BRAUN, Mr. BRYAN, Mr. AKAKa,

| ) introduced the following bill; which was read twice
and referred to the Committee on :

-~ A BILL

help parents keep their children from startlng to use
tobacco produects, 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 ‘product's.by' children, to improve
the public health by reducing the overall use of tobacco
products, and for other purposes.

" Be it'enacted‘ by the Senate and House of Representa-

2 tives of the United States of America in Congress a_ssembled,'
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SECTION 1. SHORT TITLE; TABLE OF-'CONTElNTS'.

(a) SHORT TITLE.—This Act may be cited as the

“Healthy Kids Act”

T VI )

IS

g) g) g) g)

&

g FEEE

%

A

FEELY

(b) TABLE OF CO:\'TE.\’TS.'—Thc table of contents of

this Act ts as follows:

1. Short title; table of contents.
2. Findings. .
3. Purposes. ‘

4. Definitions.

TITLE I—HEALTHY KIDS TRUST FUND
Sul)title A—Genefai Prévisions . V

101. Establishment of Trust Fund.

102. Liability of tobacco product manufacturers.
103. Licensing of manufacturers.

104. Enforcement.

Subtitle B—Payments‘

_ ) CHAPI‘ER 1—To STaTES

111. Payments to Stat& |
CHAPTER 2—FEDERAL HEALTH PROGR.AMS

121; National Institutes of Health Trust Fund for Health Research.
CH.APTEB.' 3—INVESTMENTS FOR CHILDREN

131. Improving child care and early childhood development

132. Improving elementary education.

133. Increased enrollment of children with the medicaid and State chil-
dren’s health insurance programs. :

134. Medlcare cancer patient demonstrauon prOJeCt evaluatlon and report
- to Congress. -

TITLE II——FDA JURISDICTION OVER TOBACCO PRODUCTS

201. Reference.
202. Statement of general authority. ’
'903. Treatment of tobacco products as drugs and devices.
204. Safety and efficacy standard and recall authority. ‘
205, Genera: health and safety regulation of tobacco products.

SUBCHAP'I‘ER F—TOBACCO PRODUCI‘S

“Sec. 571. Promulgatxon of regulatnons

“Sec. 572. Scientific Advisory Commitiee.

“Sec. 573. Performance standards.

“Sec. 574. Disclosure and reporting of tobacco and nontobacco ingredients
and constituents.



0:\BAI\BAI98.252

o

ec. 206,
2207,

:'{_.

S.L.C

3
37D, Tobaceo product warnings. ldl)elmg and paukagng
576. Preservation of State and local autnority.
5377. Restrictions on vouth access to tobacco pnoducu
578 Public disclosure of health vesearch.
379, Citizen suits.
530. Agricultural producers.
581. Authority of Secretary.
Repeals.
Authority of Federal Trade Commussion.

TITLE HI—YOUTH SMOKING REDUCTION TARGETS ;\ND

301

303.
304.
305.
306.

302.

INCENTIVES TO REDUCE YOUTH SMOKING: RATES

Purpose.
Child tobacco use surveys. :
Reduetion in underage tobacco product usage.

‘Noncompliance.

Rulemaking procedures.
Miscellaneous prowisions.

TITLE IV—TOBACCO TRANSITION ASSISTANCE FUND

Sec. 401.

TITLE V—

Sec. 501.

Tobacco transition assistance fund.

STANDARDS TO REDUCE I\TVOLUNTARY EXPOSURE TO
TOBACCO SMOKE

Standards to reduce involuntary exposure to tobacco smoke.

TITLE VI—PUBLIC HEALTH AND OTHER PROGRAMS

601.
602.
603.

4

621.
622.
623.
624.
625.

%%?%%%

611.

626.

Subtitle A—Research Programs

Tobacco-related research.
Research relating to patterns of smokmg
Surveillance and evaluation.

Subtitle B-~Education and Prevention Programs

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

Subtitle C—Miscellaneous Programs

Counter-advertising programs.

National Tobacco Cessation Program.

Assistance for those suffering from tobacco- related 1llnesses
International tobacco control.

National Event Sponsorship Program.

Programs to reduce alcohol and illicit drug use by minors. -

TITLE VII-—LIABILITY PROTECTION; CONSENT DECREES

Sec.. 701.
Sec. 102

NATIONAL PROTOCOL
Subtitle A—Liability Protection and Attorney Fees

Dismissal of and limitations on civil actions.
Attorney’s fees and expenses.
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Subtitle B—Consent Decrees

1. Consent decrees.

Non-participating manufacturers,

rotocol

CHAPTER 1—ESTABLISHMENT

721. Natonal Tobacco Control Protocol.

CHAPTER 2—TERMS AND CONDITIONS

Application ot chapter.

Agreement to prohibit certain ad\mn\mu

Consensual restrictions.

Agreement on format and content xequlremems for labelmg and ad-
vertlsmg

. Agreement to ban on nontobacco items and services. contests: and

games of chance, and sponsorship of events.
CHAPTER 3—ENFORCEMENT

Federal enforcement of the protocol.
State enforcement of the protocol.
Private enforcement of protocol.

TITLE VIII—MISCELLANEOQUS PROVISIONS

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

Whistleblower protections.

Prohibitions relating to tobacco products and chlldren

Preservation of State and local authority.

Severability.

TITLE IX—PROVISIONS RELATING TO NATIVE AMERICANS

901.

Provisions relating to Native Americans.

SEC. 2. FINDINGS.

Congress makes the followmg fmdmgs

(1) Apprommately 3,000 children begm smok-

ing éach day. 1,000 of these children will die pre-

maturely from v.a tobacco-related illness or condition.

(2) The fobacco industry.has' targeted tobacco .

product marketing and promotional efforts toward
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children as a source of replacement smokers. The -

dustry has also targeted minorities.

(3) Approximately 90 percent of smokers start

by the time they are 18 vears old.-Half of all smok-

- ers start by age 14

(4) Although most children plan to quit smok-
ing after experimenting, the vast majority find that
they have become addicted and cannot quit. - -

(5) Seventy percent of adult smokers would like

~ to quit smoking, but the tobacco industry has ma-

nipulated the level of nicotine in tobacco products

and added ingredients to enhance the addictive ef-

. feets of nicotine to ensure that users of these prod- -

ucts remain addicted.
~ (6) Tobacco products cause cancer, heart dis-
ease, lung disease, and other fatal illnesses. More
than 400,000 Americans die ‘each year of these to-
bacco-related illnesses and conditions. |
(7) Tobaceo-related ilinesses, medical conditions
resulting from tobacco use, and lost wages and pro- |

ductivity cost the United States in excess of

- $100,000,000,000 annually.

(8) Federal and State ta.xpayei's spend tens of
billions of dollars annually paying for the fnedicare,' ‘

medicaid, and other Federal and State health pro-
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oram costs arising from tobaceo-related illnesses and

“conditions.

'(f.)) The tobacco industry has s.\'stelmt.icall}i in-
voked and abused rhe attorney-client privilef_?e to-
hide 1ts attemptS" to .mislea(l the Anwrica'n public
about the health risks. assomated with tobacco use,
its mampulatlon of nicotine 16\(,15 and 1ts effortb to
lure underage users and minorities to its products.

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

~place for tobacco produets is largely based on addic-

tion.

(11) Worldwide, smoking kills 3,000,000 people
each year If current smokmg patterns continue, to-
bacco use will k1ll 10 OOO 000 people a year by 2025.

(12) Enwrorlmental tobacco smoke is respon—
sible for 3,000 vlu’ng cancer deaths e,nnually in Amer-

jcan nonsmokers. Environmental tobacco smoke also

“harms children’s hea.lth

(13) In 1995, the tobacco lndustry spent close
to $4 900, 000 OOO to attract new users, retain. cur-
rent users lncrease current consumption, and gen-

erate- favorable long-term attitudes toward smoking

- and tobaceo use. . -
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(14) Tobacco product 'zld\'el'tisilig misleadingl}'.
portrays the use of tobacco as soeia,lhly acceptable

and- healthﬁd.
| (15) Tobacco product advertising is regularly

seen by persons under the age of 18. and persons

‘under the age of 18 are regularly exposed to tobacco

product pl.'omotio‘nal etforts.

(16) Through advertisements during -and spon—‘
sorship of sporting ejvents, tobaceo has become
strongly assoeiated with sports h'and has become por-

frayed as an integral part of spofts and the healthy

; lifestyle associated w1th ngorous sportmg activity.

(17) Chﬂdren are “exposed to substantial and

‘ uhavoxdable tobacco advertlsmg, that leads to favor-

able behefs about tobacco use, plays a role in leading
young people to overestlmate the prevalence of to-

bacco use, and mcreases the number of young people ‘

- who begin to use tobacco.

(18) Tobacco advertising increases t'hehsizelof
the~tebacco market by inereasing consumption of to-
baceo products including increasing tobacco sales to .
young people. o , |

~(19) Children are more .ix‘lﬂuenced. by tobacco
adve;‘tising than adults,' they smoke the most adver-’

tised brands, and children as young as 3 to 6 can
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recogﬁizé a,character ass_ociaite(l \Asfith,smoki‘ng at the
same rate that they recognize c-al.'toons';z_md- fast food
characters. | |

(20) Tobaceo company documents. indicate that

voung people are an important and often crucial seg-

ment of the tobacco market.

(21) Comprehensive advertising restrictions will

‘have a positive effect on the smoking rates of young

pebple,_ as ewvidenced by the experiénce in Norway,
Finland, and other counﬁriés. o

'(22) Restfictions_On advertising“z‘xre }necessary
fo prevent uhrestﬁéted tobaeco adveftising from un-
dermining legislation p}rohibiting access to ‘youAng

people and providing for education about tobacco

use.

(23) InternatiOnal experience shows that adver-
tisihg regulations that are stringent and comprehen-
sive have a greater impact on overall tobacco use

and young people’s use than weaker or less com-

‘prehensive ones. Text only requirements, while not

as stringent as a ban, will accomplish this purpose

while preserving the informational function of adver-

tising. - -

24 SEC.3. PURPOSES. ,

- 25

The purposes of this Act are—
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1 (1) to help American families dramatically re-
2 duce the number of éhiIern illegally using tobaéco
3 products by—
‘4 (A) inereasing the price’of‘cigamttes by at
5 least %1.50 per pac-k‘ in ovder to discourage
6 vouth purChasés;
7 (B) implementing pievention, education,
-8 Cessati611, andyeounter-advertising programs; -
9 (C) restrictingadvé;tismnents designed to
10 . éneourage kids_ to use tobacco products;
11 (D) ifnposing penalties on manufacturers
12' | ~for failing to feéch yout‘h smokjng_ rate- redué-
13 tion targets; a __
- 14 .(E) requiring retailers to éomply with laws
15 ) forblddmg sales to minors; and |
16 (F) g1v1ng the Food and Drug Administra-
17 tion and State and local governments the ‘au-
18 - thority and resources to keep tobacco products
19 oﬁt of the hahdé of minors; |
20 (2)'t0' compensate taxpayers for their costs at-
21 tributable to tobacco-related illnessés by reimbufsihg
22 the medicaid and medicare programs .and resolving
23 the legal claims of Federal, State and local govern-
24 ments for those costs that resulted from past mis-
25 conduct by the tobacco in(htétry; | |

February 12, 1998
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(3) to improve the public health by l'cduvcin.g thé |
number of adult users of tobacco products through
approved Cessatidn programs and limiting public ex-
posure to environmental tobacco s1i1<)l<e: |

(4) td provide assistance to tobacco tarmers. to-
bacco factory workers. and rural (:oxmnunitieé;

(D) to affirm the full authority of _fhe IFood and
Drug Administration to regulate the ﬁnamifaettue,
labeling, sale, distl'il)utibll, and zi'dvertising‘ of fo—
baceco products to ‘the fallest extent authorized by
the commerce clause of the United States Constitu- -
tion; | |

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

dustry documents regarding the health effects of to-

bacco products,- addjctidn, the agricultural produc-

~ tion of tobacco, the manufacture of tobacco prod- '

ucts, the distribution of tobacc‘o products, and the
marketing of tobacco products to youths; and
- (7) to enhance globall anti-tobacco efforts to

minimize the adverse health effects of tobacco prod-

uets.

- SEC.

4. DEFINITIONS.

_I.nA this Act:

(1) BRAND.—The term ‘“brand” means a vari-

ety of a tobacco product distinguished by the tobacco
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used, tar (:«mtcjnt. nicotine vcontent,l flavormg -used.
size, filtration. m'.: packaging.

(2) ‘CIGAR}—The tern Ceigar’ nieans any roll
of tobacco wrapped 1 leaf tobacco or in any snli-
stance contalning tobaccﬁ (other than any roll of to-
bz‘teco. which is a cigarette or cigarillo within the
meaning of paragraph (3).or (4)). |

'. (3) CIGARETTE.—The  term .“cigtz-»rétte”'

1110&113% | | | |

| (A) any roll df fobaeco wrapped in paper
or.in.any substaneé not containing tobacco; and

- (B) any roll of tobacco wr_appevd in any

- substance containing tobacco which, because 6f
1ts appearance, the type of tobacco used in the -
filler, or its packaging and labeiing, 1s likely to

be offered tb, or purchased by, consumers as é

‘ cigare_tte described 1n subparagraph (A). '

(4) CIGARILLOS.—The term “cigarillos” means

“any roll of tobacco wrapped in leaf tobacco, or. any
~ substance containing tobdeco (other than any.roll of

tobacéo which is a cigarette within the meaning of"

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

~not more than 3 pounds. ..

(5) CIGARETTE TOBACCO.—The term “éigarette‘

tobacco” means any product that consists of loose.
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tobacco and is intended for use by persons in a ¢iga-

rette. Unless othenwise stated. the requirements of
this ‘Act pertaining to cigarettes shall also apply to

© cigarette tobacco.

(6) DISTRIBUTOR.—The term  “distributor”
means any person who furthers the distribution of
tobacco products, whether domestic or imported, at

any point from the original place of manufacture to

“the person who sells or distributes the product to in-

dividuals for personal consumption. Such term shall .
not include common carriers. |

(7) LITTLE CIGAR.—The term “l'i:tt'le cigaf”
means any roll of tobacco wrapped in leaf tobacco or
any substance containing tobaccfo‘ (other than any
roll of tobacco which is a cigarette within the mean-.
ing‘-()f subsection (1)) énd as to which 1,000 units
weigh not more than 3 pounds. | |

(8) MANUFACTﬁRER.—The | t_\efml “‘manufac-
turer’”’ means any person, includjng aﬁy repacker or
relabeler; who manufactures; fabricates, assembles, .
processes, or labéls a tobacco pro‘duct.‘:

(9) PACKAGE.—The term “package” means a
pack, box, earton, or container of .any kind in which
tobacco products are 'offeAred' for sale, sold, ‘or other-’

wise distributed to consumers.
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(10) PERSON:—The term “person’’ means an
il{di\.idtm.l.. part‘nerslﬁp.‘ corporation. parent c-orporn—

tion. or any other business or legal entity or succes:

wor in interest of any such person.

(11) Pire '-FOBACC‘O.——’l‘helterm “pipe tobaceo™
means any loose tobaceo that. because of its appear-
ance, type, packaging, or labeling; is likely 4t.0 be of-
féred to, or ptlrcllased by, coris'u‘xr.lers}as a tobacco
product to be sfnoked in a p.ipe.

(12) POIN’f OF SALE.—-—The term “point of
sale” xrie_ané any location at Which an,individuai can -

purchase or otherwise obtain tobacco products for

personal consumption.

(13) RETAILER.—éThe term ‘‘retailer’” meéns
any person who sells tobacco products to individuals
for personal consumptidn, or who opefates a faclity . -
where vending machines or self-service dispiays are
pe’rmittéd under this Act.

(14) ROLL-YOUR-OWN- T0BACCO.—The term

~ “roll-your-own tobacco” means’ any tobacco which,

because of its appearance, type, packaging, or label-

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

or purchased by, consumers as tobaceo for making

cigarettes.
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1)) .e,\LI; -—Thel 'term ssale’” includes th‘e sell-

1
"‘2}" i11(> plondmo sampleb ot -or otllelwn;o makmcr to-
3 haceco pxoducts av allable tol pe1 sonal (Ollsumptl()n in }
: 4 any place: \\1thm the scopc ot thl\ \(t |
S ) (l())~ SECRET:@R,\ —E \cept as pxonded n tltle‘ |
6 A'TV. the .terml “Secretar\ means the Secxetzm of -
) 7 Health and Human Semce‘b | . |

8 (17) SMOKELESS TOBACCO ——'1 he term “‘smoke-
9 less tobacco”’ means any product that consists ot : o
10 ,cut ground powdered or leaf tobacco that is in- )
11 tended to be placed in the oral or nabal cav1tv ’.
12 (18) STATE ——The term “State 1nc1udes :the

13- "several States the Dlstrlct of Columbla ‘the Com- |

14 ‘T' monwealth of Puerto Rieo; Guam the Vlrgln Is- ;.-
15 lands, American Samoa the Northern Manana Is-"
16 | " lands and any other terntory or possesswn of the

17 Umted States Such term- 1ncludes any pohtlcal divi-
18‘_ ~ sion of any State | - "i: , R

~' 19 (19) TOBACCO. — The term ¢ ‘tobacco” means to-
20 ‘, bacco n its unmanufactured form | B

21 (20) TOBACCO PRODUCT -—The term ;tohacco,
22 product’ means any product made of or derived

‘ 23 from tooacco leaf for human consumptlon mcluchng |
24

but not hrmted to; cigarettes, clgarlllos cigarette to-'

February 12, 1998
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bacco. cigars. -littlé «3@11'3. pipe tobacco. and smoke-
less tbbacco, and roll-vour-own t_obacco.v

(21) TRUST FUND.—Except as provided m sec-

~tion 121 and title IV, the term “Trust Fund™ means

the Health Enhancement -and- Lowered Tobacco
Hazards for Young Kids Trust Fund -established

under section 101.

TITLE I—HEALTHY KIDS TRUST

FUND
Subtitle A—General Provisions

11 SEC. 101. ESTABLISHMENT OF TRUST FUND.

12
13
14
15
16
17
18
19

20
21
22

23

(a) CREATION.— -

(1) IN GENERAL—There is established in the
Treasury of the United States a trust fund to be
known as the “Health En:}vlancer'nvent{ and' Lowered
Tobacco Hazards for Young Kids Trust Fund” (re-
ferred to as the “HEALTHY Kids Trust Fund”),

consisting of such amounts as may be appropriated

. or credjt_ed to the Trust Fund.

(2) TRUSTEES.—The trustees of the Trust
Fund shall be the Secretary of the Treasury and the

Secretary of Health and Human Services.

- (b) TRANSFERS.—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) aniount_s received under{;the@mmml l\\(sx
ments made under section 10‘2:

(2) amounts paid. as fines or penalties. includ-
Ing interest th'er.eon,v under section 1_03; and |

(3) amounts repaid or recévered under t.it.le I
includirig interest thereon.

(¢) REPAYABLE ADVANCES.—

(1) AUTHORI'ZATION.———There are authorized to -
be approp.riated to the: Trust Fund, as repayable ad- |
vances, such sums as may from time to time be nec-
essary to make the expenditures described in sub-
Section (d).

(2) REPAYMENT WITH mTEREsT.;Repayable

- advances inade to the Trust Fund shall be repaid,

and interest on such advances shall be paid, to the
éeneral fuhd-_of the Treasury when the Secretary. of
the Treasury determines that moneys are available
in the Trust Fund for such purposes. | |

(3) RATE OF INTEREST.—Interest on advances |
made pursuaht to this subsection shall be at a rate

determined by the Secretary of the Treasury (as of

" the close of the calendar month preceding the month
in which ‘the advance is made) to be equal to the

‘current average market yield .on outstanding market-

able obligations of the United States with renaining
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l period to nmtm‘it_\'@ompamblé to the a‘x‘lti_(:-ipate_d- pe-

2 riod during w.hich the advance will be outstanding. .

3 (d) ExPENDITURES FFROM TRUST FUND.—Amounts

4 i the Trust Flvmd <hall_be nm.(.leva\v‘ailablé in each fiscal

S vear, without further appropriation as follows:

6 ‘ (1) 14.5 percent of such amounts shall be made

7 available for payments to States as -provided for

8 under section 111.

9 (2) 17 pei'cel)‘lt. of such amounts shall be made
10 available for grants to the States for child care and
411 early childhood development as provided for in sec-
12 tion 131.

‘13 | . (3) 6 percent lof éueh'.amounts shall be made

14 available for grantsv to States for education as pro-
15 vided for in section 132, o
16 - (4) 4 percént of such amounts shall be made
'17 . | available to carry out the outreach and increased en—v
18 rollment provisions under the amendments made by
19  section 133 to the medicaid program under title XIX

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

21 ~and the childre‘n’s'vhealth insurance program under
2 title XXT of such Act (42 U.S.C. 1397aa et seq.).
23 (B) _:15..5 percent of such amounts shall be made.
24 available for public health programs, of ‘which—

February 12, 1998
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() $3()0.00Q.OOO_ shall be made available

(v 8]

to the Secrétary to carry out chapter IX of the

~Food Dfug and Cosmetic Act (a's mtl(‘lod by sec-

tion 204): | | |

(B) $200.000.000 shall be made zi\':.lilﬂblé

to the Indian Health Service to be used as pro-
vided for in‘ titlelIX; and - |

-(’C)Wthe remainder shall be made available

for p'ubvlic‘ health programs-as provided for‘i_n_. )

title VL. |

(6) 21‘ per(;.ent'Aof_ such amounts shall be made

available té the '.Nat.ional Institutes of Health Trust

Fund for Health Research for the conduct of health
reséarch as provided for in section 121.

(7) For agricul}tural programs as provided fdr
in tile V—

(A) '12 pei‘cent 6f Such .a..-mounts_ 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‘pércent of such amounts shall be

: fnéd_e available to the Tobacco Community Re-. . .

vitalizat_ion Trust Fund for each of the 11th"'lz
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through 15th fiscal vears after the (laté of en-
actment of thls Act: and |

(). 2 pereent ‘of such amounts bhd” he
]

‘made available to the Tobaceo Community Re-

~ vitalization Trust Fund for each of the 16th

through 25th fiscal vears after the date of ‘en-
actiment of this Aet.
(8) For the Hospital Insurance Trust Fund—

(A) 4 percent ofr such amounts shall ‘be

" made avail,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
years);

(B) 8 percent of such amounts shall be

‘made 'available to such Trust Fund for each of

the 11tl through 15th fiscal yearé after the

date of enactment of this Act;
(C) 9 percent of such amounts shall be
made available to such Trust Fund for each of

the 16th tMough-25th fiscal years- after the .

* date of enactment of this Act; and -

(D) 10.percent .of such 'arhounts' shall be.

- made available to such Trust Fun’dv forA each

subsequent fiscal year.
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(9) FOI‘ carrving Qut §e(‘:ti<)_n 134. $250.()O0,000
shall be made available i;l each of the 3 fiscal vears
deseribed n _s‘uc;h section:

(10) For reducing the debt—

(A) 6 pereeﬁt of suc-.vh amounts shall be
made available for sucﬁ reduction in each of the
first 10 fiscal years aft,éx‘ the date of enactment -
of this Act;

(B) 10 percent ot such amounts shall be
made available for such reduction in each of the
11th tMugh 15th fiscal vears after the date of

_enactment of tl_ﬁs Act; | -

(C) 11 percent of such amounts shall be
made availabie for such reduction in each of the
‘16th t}ﬁ*ougﬁ 25th fiscal years after the date of
enaétment of this Act; and ' |

(D) 12 percent of such amounts shall be
made available for sﬁch reduction in each sub;

~ sequent fiscal year. |
(e) BUDGETARY TREATMENT AND-‘DEI;‘II\‘IITION.——

(1) TREATMENT.Q—AmOunts | made available
under paragraphs (8) and (10) of subsection (d) B
shall not be included— o o

(A) by the (})uvffice of Management and

Budget in the e_stimate_s and reporté required by




O:\BAI\BAI98.252

p—

(= p—
e (e}

O© o ~ O s W N

e W [\ Pt o \O [0 SN | AN W - (O8] [\

SEC.

21

sdtu)na 2 (I)) and 254 of the Balan( ed- Budg-
et and Emergency Deficit Control Act of 1985:
and | |

(B) by the Committee on the Budget or"
the House of _Repi'esentatiives and the (‘:;Ollllllit-
tee on the Budeet of the Senate Afor purposés of
congressional enforcement under section 302(f) -
and 311(2)(B) of the Congressional Budget Act
of 1974 and section 202 of House Cbﬁcﬁrrent ‘
RESOluthIl 67 (104th Congress). )
(2) DEFINITION —In subsection (d)109) the

term ‘‘debt” means any obligation of the Federal

Government included in the debt subject.to limit.

102. LIABILITY OF TOBACCO PRODUCT MANUFACTUR-
ERS.
(a) PAYMENTS.—

(1) INITIAL, PAYME_NT ~-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

average stock market éapitalization of the tobacco

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

_ the average stock market .capitalization of all to-

bacco ‘manufacturers f0r4 1996.
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(2) ANNUAL ASSESSMENTS AND COLLECTION. —

For each ea,lenda,r'yea,r beginning: with the first full
calendar vear following the vear in which this Aect is
criacted. the Sem'etmﬁ"s}mll assess each manufac-
tuf_er lam.amm,uﬁ. determined'under subsection (b).
Such assessments shall be cellected in a4 manner
blllllldl to the manner in whlch excise ta\eb ;lle col-
lected under chapter 52 of the Intexnal Revenue
&»ode_of 1936, |

(3) AVERAGE STOCK MARKET CAPITALIZA-

TION.—For purposes of this subsection, the average

stock market capitalizatibn of a manufacturer for a
year shall be determined by the Secretary ‘of the

Treasury based on data submitted by manufacturers

‘and other appropriate data. Such detemlin'atibhs-_ '

shall be made regardless of whether the manufac-

turer issues stock.

(b) ANNUAL ASSESSMENTS.—The Secretary shall as-

19 sess each manufacturer (in accordance with regulations,

20 relatlng to the timing and method of payment of assess-

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

22 ury) an amonnt in ‘aceordance w1_th- the followmg:

23
24
25

- (1) SMALL CIGARETTES.—With respect to.a .
~ manufacturer of ‘cigaret’tes weighing not more than

3 pounds per thousand, the assessment shall equal—'
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(A) for cigarettes removed duriﬁ‘g‘ calendar
vear 1999, 825 per thousand:

(B) for cigarettes removed (_lu_l'ihg calendar
vear 2000, $50 per thousand: and |

() for cigarettes removed during calendar
vear 2001, $75 per thousand.
(2) LARGE CIGARETTES.—

(A) IN GENERAL.;\Viph respéét to a mah-
ufacturer of cigarettes weighing more thanﬁb3
pounds per thbusa-nd, . the assessment shall
equal—

(i)} for cigarettes removed during cal-
endar year 1999, $52.50 per thoﬁsand;
© (i) for cigarettes removed during cal-
endar year 2000, $105 pef thousand; and
(iii) for cigarettes removed during cal-
endar year 2001, $157.50 per thousand.

(B) EXCEPTION.—Oh éigarettes more than
6Y2 inches in length, at the rate prescribed: for

~ cigarettes Weighing not.mor_e thaﬁ 3 pounds per

‘ thbuéand, cou'ﬁting each 2% inehes, or fraction
‘_the‘reof,. of the leng“ch of each as one cigarette.

(3) SMALL CIGARS.—With respect to a manu-
facturer bf cigars wéighing not more than 3 pounds

per thousand, the assessment shall equal—
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(A) for cigars removed during calendar -
| vear 1999, $25 per thousand: = -
(B) for cigars 1‘91116\'0(1 .dm'ing calendar
vear 2000, $30 per thousand: and
() for cigars removed (hﬁ'ii@ calendar
i vear 2001, $75 per thousaria:

(4) LARGE CIGARS.—With respect to a manu--

facturer of cigars weighing more than 3 pounds per

- thousand, the assessment shall equal—

_(A) for cigars removed during calendar
ryear 1999, 25 percent of the price for which
such cigars are ‘séld but not more than $500
per thousand; |

- (B) for éigars re:moved.‘i during calendar
year 2000, 50 percent of the price_‘forv" which
such cigars are sold but not more than $1,000 -
-per thogsand;‘ and |

(C) for cigars removed: dufing calendaf
“year 2001, 75 percent of the price for which

- such cigars are sold b;it not more than $1,5OQ
per thousaﬁd. o |

(5) SNUFF.—With respect to a manufacturér of

snuff (»a's‘ such term is defined- for»purpgses of chap- BRI

ter 52 of thé Internal Revenue Code of 1986) the

assessment shall equal—.
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(A) for snuft rcin(-,_we(,l 1'1111"ing calendar year
1999;.1356.67 per pound (and a proportioAnaté as-
sessment at the like rate-on all fractional parts
of a le_m(l)_:" |
(B) for snuft removed during calendar yvear
2000, $13.33 per pound (and a proportionate

assessment at the like rate on all fractional

parts of a pound); and

(C) for snutf removed dm-ihg calendar year
2001, $20 per pound (and a proportionate as-
sessment at the like rate on.all fractional parts

of a pound).

' (6) CHEWING TOBACCO.—With respect to a
manufacturer of chewing tobacco (as such term 1s
defined for purposes of chapter 52 of the Internal
_Revenue Code of 1986)4 the assessment .‘sha.llv eqﬁal— '

(A) for .chewing‘ tobaceco removed during
calendar yeér 1999, $2.67 pér pound (and a
proportionate assessment at the like rate on all
fractional parts of a porund); |

- (B) for éhewing tobacco rel_m,oved' during
calendar year 2000,“ $5.33 per pound (and a
proportionate assessment, ,at_t_hé hike réte' on all -_ ,

fractional parts of a pound); and
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C () for chewing tobaceo. rcmgved dﬁring
calendar .\'e;fu‘ ‘2001, $8 per poﬁnd.(a:nd a pro-
p‘;)rtionate assessment at the.like rate on all
fractional ﬁm'ts of a pound). |

(7) PIpE ToBACCO.—With respect to a manu-

- facturer of pipe tobacco (as such term is defined for

urposes of chapter 52 of the Internal Revenue Code
! :

" of 1986) the assessment shall equal—

(A) for pipe tobacco removed during cal-
endar year 1999, $5.33 per pound (and a pro-
,portionate‘ assessment at the‘liké rate on all
fractional paf'ts of a .pound); | |
(B) for pipe tobacco removed during cal-
endar year 2000, $10.67 per pound (and a pro- -
porti'onat,e | aésessi'nent at the like rate on all
fractional parts of a pound); anci
(C) for pipe tobacco. removed dui'ing cal-
endar year 2001, $16.00 peI: pound (and a pro-
portionate assessment at the like raté on all
fractional parts of a pound). |

(8) ROLL-YOUROWN TOBACCO.——With respect

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

~ sessment shall equal— =

(A) for roll-vour-own tobacco removed dur-

ing calendar year 1999, $5.71 per pound (and
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a proportionate assessment at the like rate on

all fractional parts of a pound):
(B) for roll-vonr-own tobacco removed dur-
ing calendar vear 2000, $11.43 per pound (and

a proportionate assessment at, the like rate on

all fractional parts of a pound): and

(C) for roll-vour-own tobacco removed dur-
ing calendar year 2001, $17.14 per pound (and
a proportionate assessment at the like rate on

all fractional parts of a pound).

" (¢) INFLATION ADJUSTMENT.—In the case of a cal-

12 endar year after 9001, the dollar amount described in sub-

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

14 (7), and (8), and the percenta;ge in subparagraph (C) of

15 paragraph (4), applicable to the p'reeedjngvcalendar year

16 shall be increased by an amount equal to—

17

19
20
2A1
22

23

24
25

(1) such dollar amount (or percentage), multi- "

plied by

(2) the greater of—
(A) the medical consumer price percentage
increase for such calendar year as determined

in the same manner as the adjustment is deter-

‘mined under section . 1(£)(3) of the Internal .

Revenue Code of 1986 for such calendar year

by substituting “‘the second preceding calendar
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| - vear” for ""ca‘lendar vear 19927 in subpara-
2' graphA_(B‘) thereof: or |
3 (B)3 percent_.‘ |
4 () ASSESSMENTS  APPLICABLE  TO  FLOOR
5 STOCKS.— | |
6 . | (1) Ix GEL\TERAL.%—TOb&CCO products manufac-
7 tured in or imported vi.ntvo the United States which
- 8 are remo{fed before any assessment date, abnd ﬁe]d
9 on “@m date for sale 5y any person, shall be subject
10 to an assessmerit in’an amount equal to the excess
11 of— o
12 ' | (A) the assessment which would be im-
13~ posed under subsection (b) on the product ifl the
14 produef 'hed 'beene.rem'oved on such date; over
15 (B) the priof assessment af eny) imposed
16 ~ under s_uéh subsection on such product.
7 - (2) LIABILITY FOR ASSESSMENT. AND METHOD
18 OF PAYMENT;—Q | | |
19 - (A) LIABILITY FOR ASSESSMENT.—A per-
_ 20 son holding tobaceco products on' any assessment
21 - date, to which any assessment imposed under
22 - ' ) "‘paragraplh (1) applies shall be liable for such
23 ~ . assessment. - o
, 24l - (B) ME'_I‘HOD OF PAYMENT.—The assess-’

25 ment 1mposed under paragraph (1) shall' be

February 12, 1998
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paid in such manner as the Seel;etm'y of the
Treasury .shalvl prescribe by regulations.
(C) TIME. FOR PAYMENT.—The assessment
imposed under paragraph (1) shall be paid'o:n
or before April 1 following any assessment (late

(3). ARTICLFs IN FOREIGN TRADE ZO\ES—

Notwithstanding' the Act of June 13, 1934 (48 Stat.

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

any product which is located in a foreign trade zone

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

sessment imposed by paragraph (1) if—
| (A) internal revenue taxes have been deter-
mined, or -customs duties liquidated,' :with re-
‘speet to such prodilct before such date; or
(B) such artlcle is held on such date under
the supemswn of a eustoms officer.
(4) ASSESSMENT DATE.—The term “assess-
ment date’’ means J anuafy 1 o
(e) No Tax BENEFI'T.—'—V
(1) IN GENERAL—The initial payment de-
seribed in subsection (a)( 1). shall not be considered

to be an ordinary and necessary expense in carrying

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

Revenue Code of 1986 and shall not be tax deduct-_
ible.
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(2) LQ(I)K-BACK PENALTIES.—The "payment of

.‘ penaltiés under title III shall not be r:onsidcréd to be

an ordinary zmd ﬁecessal'y expense in ca'njw'.ng on a

" trade or business for purposes of the Internal Reve-
ate Code of 1986 and shall not.be deductible.

(f) EFFECT OF BANKRUPTCY.—Section 507(a)(8) of

" title 11, United States Code, is amended—

(1) 1n subparagraph (F)(i), by striking “or” af
the end; | |
(2) in subparagraph (G), by striking the period

b

and inserting ‘‘; or’’; and
(3) by adding at the end the following:
“(H) a payment, an assessment, or a pen-
alty to be paid into the Health Enhancement.
" and Lowered Tobaceo Hazards for Young Kids
-Trust Fuhd undei; section 102 (or any other
section) of the Healthy Kids Act.”.
(2) LIMITATION.—A manufacturer may not utilizve,

any proceeds from liability insurance coverage to make

| payments or pay assessments under this section.

(h) HEALTHY‘ Kips Stamp.—The Secretary shall
promulgate regulations to provide that a Healthy Kids
Stamp be affixed to cach_’-packa-ge"of a tobacco product

for which an assessment has been paid under this section. -
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(1) NONAPPLICATION TO CERTAIN MANUFACTUR-

(1) EKEMP'L‘_IQN.—

(\) I\ GENERAL.—A  manufacturer de-
seribed in paragraph (2) shall be exempt from
-the reqdifements of this section relating to— |

(i) the payment of an ini"tial. payment .
under subsection (a)(1); and

| (i1) the paynicit of that portion of the

annual éésessments. under this section that‘

will be provided under paragraphs (1)

through (4) of section 101(d) to Sta‘tes.

with which such manufac_turex" has settled
tobacco-relaﬁed civil aétions as. of the date
of enactment of this Act as determined by

_the Secfetary'under subparagraph (B).

' (Bl) DETERMINATION.—For purposes of -
subparagraph (A)(il), the Secretafy shéll deter-
mine.the amount of the aséessments involved

- that will be p‘roxlfid'ed under | paragraphs (1)
through (4) of section 101V(d)v to States de-kl
_scribed. in such subparagraph based on the ratio
“described m sectibn 111(b)(2)(A) With respect

to such States. Such amount shall be deducted-
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from the (ggregate assessment due trom the

manufacturer involved.

(2) \Lx_\'.UFxC'l“L’RER —A lllallufactux'el‘ de-
seribed in this section 1s a m.muh(rluo that has re-
solved tobacco-related civil actions with more than
25 States prior to January 1 1998 through judicial
consent decre'cs. |

" (3) LivrraTioN.—The provision.s of paragraph
(1) shall appl;\" only' to assessnients on cigarettes to

the extent that such cigarettes constitute less than

'3 percent of all cigarettes manufactured and distrib-
uted for consumer use in any year.

SEC. 103. LICENSING OF MANUFACTURERS.

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

Food and Drug Administration, shall establish a tobacco

manufacturer licensing program.

(b) REQUIREMENT.—A manufacturer or importer

shall have in effect a license issued under the program

under subsection ( a) 1n order—

(1) to be eligible to manufactu’re and distribute '

‘tobaceco products in the Umted States or, in the
'ease of an importer, to be ehg1b1e to xmport tobacco

N _producbs and

(2) to be ehglble to receive the’ protectlons pro-

vided under subtltle A.of title VII.
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(¢) A\vOA\;P;\\,'.\[E.\"I‘ Ol-‘ ;\SSESSMEN_TS.’—A manufac-
turcx.' or ixfnporter shall m').r_ he elig'ible to. receive a license
under this section. if' such ma.nut’a.(;turef or importer has
tailed to pn.\"t;he payment of assessment required under
section 102,

(d) REVOCATION AND SUSPENSION.—The Secretary

shall promulgate regulations to prow'de for the enforce-

me;xt of the program established undef section (a). Such
regulations shall provide tor the revocation or 'suspension ,
of a license for nonpay‘merit of required assessments. |
SEC. 104, ENFORCEMENT. |

(a) IN GENERAL.—The Secretary of the Treasury, in
consultation with the Secretary of Health and Human
Services, shall enforce the provisions of section 102 with.
respect to any manufactur_er‘ that fails to pay any amount
assessed under section 102. |

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

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

to a manufacturer shall be established by the Secretary
of the Treasury for each day during the noncompliance |

period, except that no such penalty shall be less than

© $25,000 plus interest.

_ (:c_), NONCOMPLIANCE PERIOD.—For purposes of this

section, the term ‘“noncompliance period” means, with re-’
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SEC.

the period—

(1) beginhing on the due date for such pay-
ment: and |

(2) ending on the date on which svucli payn.leﬁt
15 paid in tull. .

Subtitle B—Payments
CHAPTER 1—TO STATES

111. PAY}IE&TS TO STATES.
(a) AVAILABILITY OF FUND.S..— |

(1) In GENERAL.— The a‘mounts. made available -

for a fiscal year under section 101(d)(1) shall be

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

(2) NO OVERPAYMENT.—With respect to the

amount provided to a State under paragraph (1) for

| _a fiscal year, the Secretary shall not treat such

amount as an overpayment under any joint Federal-

 State health progi‘am.

(3) FISCAL YEAR LIMITATION.—Amounts "made
available for a Afisca.l‘ year under subsection (b) shall ‘
not exceéd the amourit a_vailable for.suc_h fiscal year
under section 101‘(d)(1).“ |
(b) REIMBURSEMENT.— . _ | |
| _(1) In GE'NE.‘RAL.——The‘ Sécrétziry_ shall USé‘

amounts-made available under subsection (a)(1) in
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each fiscal year to provide funds to each State that

is eligible under subsection (¢) to reimburse such

State tor amounts expended by the State under the -
State program.under title XIN of the Social Security

Act (42 U.S.C. 1396 et seq.) or any other State

“health program' for the treatment of individuals with

tobacco-related illnésses or Acdndivtion:s.
(2) AMOUNT.— |
- (A) Iv GENERAL.—Rixcept as"provi.ded in
subparagfaph (B), the amount for which a
Staﬁe 1S éligible under paragraph (1) shall be
based 'on‘ th(_e ratio of the total Federal pay-
rﬁenté to the State under title XIX of the Soci,al
| Security Act (42 USC 1396 et seq.) for the
fiscal yéar involved to 't'he total Fédéral pay-
ments to all States under such"title_for' such ﬁs ‘
cal year. |
| (B) SPECIAL PAYI\[ENT RULE.—In the case. '
of a State that, as of the date of the enactment
of this Act? haé resolved‘tobaccoéfelated civil ac-
tions through.judjcié,l consent fd‘ecre‘es ,‘with a
_ manufacturer described in section 102(i), the:
~ amount ,'d_etern'u_'néd uh_der subparagraph (A)
shall ‘beAvreduced by a.'n‘ amoﬁnt equal to the

“amount by which such manufacturer’s péyment
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under section 102(a)(2) is reduced under sec- .

—

2 tion 10:5_(i) as a resu»lt\of such settlement.

3 (3) AD.IUSTMENT.fWith respect to a fiscal
4 vear in which the ﬁmount 'determ‘inéd under “para-
S graphs .(:1) and (2) of subéegtioh'(é) exceeds the liﬁ_l-
6 itation gnder subsection (a)(3), the Seeretmy shall
7 make p‘ro rata red"uvctions in the a‘moﬁ‘nts provided to
8 -States under this subsectlon

| 9 (4) REALLOTMENT —The amount t01 which a- |

10 State is eligible ,und‘er”thjs subsection that is not |

11 made available to the Staie as a résult of the faﬂﬁre

12 ~of the State to meet the requlrements of subseetlon
13 ( ) shall be made ava_llablo to other States on a pro
14 rata b331s

15 | (5) Use OF FUNDS ——Amounts provided to -a
16 State under this subsectlon shall be-used—

17 (A) to reimburse the State for expensesv in-

| 1>8 curred by the State under the 'State program

19 under title XIX of the Social Security Act (42

20 U.S.C. 1396 ‘et-séeq.) relating to the treatment

21 of tobacco-related illnesses or conditions;

22 (B) to reimburse the Staté for other ex-

23 vpenses incurred -by- the State in providing di-

24 'rectly, or relmbursmg others- for the prov151on

February 12, 1998
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1 - of. treatment for tobacco-related illnesses or
eo.nditions; and |
.‘(C) tp provide -funds to local gov‘efnmehtal
‘entities as provided for in subseetiqn (d).

(¢) ErLiGIBILITY.—To be cligible to receive funds

(1) agree to resolve in aecoxdance with section

2

3

4

5

6 under thls seetlon a State shall—
7

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 | penditu_res attrkibutable to the treatment of tobaceo
12 induced illnesses and conditions or ofher 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 sectlon (d) and a certlﬁcatlon that all actions de-
17 seribed in paragraph (1) have been resolved; and

| 18 . (3) comply with the provisions of subsection (d) .-
19  with respect to State and local governments. |

20 (d) 'FUNDS FOR LOCAL ,GOVE.DRNMIVENTALY ENTI-

21 TIES.—To be eligible to receive funds 'under subsection
=22 '(b), a State shall have adopted procedures to provide an
N 23 equitable p'ortioﬁ of sueh funds to local governmental enti- .
24 ties within the State that lean demonstrate that such enti-

25 ties incurred tobacco-related health costs through—
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(1) <:-<:>1V1‘tribut'ious to thé programn under  title
XIX of the Social Security Act (42 s 1396 et
seq.): . | o |
_(‘2) the pmﬁsion- of indigent cive:
.(3~) the provisioﬁ of health care coverage to gov-
ernmental employees; or |
| (}4) the vimplemeutati'on of tobaceo prodﬁct‘ en-
forcement or ‘tobacco. produ‘ct’ re'gl.llatoxy require-'
ments in accordance with this Act. |
CHAPTER 2—FEDERAL HEALTH
| PROGRAMS |
SEC. lél. NATIONAL lNSTITUTES'OF HEALTH TRUST FUND
- | .FOR HEALTH RESI;IARCH. | ‘
A'(a)“CREAT'IoN OoF TRuUST FUND.—There is estab-
lished in the Treasury of the United Sta’peé a trust fund
to be known as the ‘_‘Nationa.l Institutes of Health Trust
Fund for Health Research” (hereafter referred to in this
section as the “Trjus;c Fund’’), consisting of such_amount‘s '4

as may be appropriated or transferred to the Trust Fund

as provided in this section.

(b) FUNDING.—There shall be transferred to the

‘Trust Fund an amount equal to the amount made avail-

able for a fiscal year under section 101(d)(6) to carry out. .
this section in such fiscal year. - o |

(¢) OBLIGATIONS FROM TRUST FUND.—
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(1) IN GENERAL.—Subject to the provisions of

paragraph (4). with respect to the amounts made

“available in the Trust Fund in a fiscal yvear, the See-

~retary shall distribute during any fiscal year—

(:\) 2 percent of Suvch amounts to the Of-
*fice of the Director of the National Institutes of
Health to be allocated at the Director’s disere-
tion— |
| (i) for carrying out the responsibilities
of the Office of the.Director, including the
Office of Research' on Women’s Health and "
the Office of Research on.Minority Health,
the Office of Alternative Medicine, the Of-
fice of Rare Disease Research; the Office
of Behavioré.l and Social Sciences Research
(for ﬁse for efforfs fo reduce tobacco use),
the Office of Dietary Supplements, aﬁd the
Office for Diséase Prevention; and
| (i) for construction and acquisition of
equipment'vfor or faciiitiés of or used by -
the National Institutes of Health;

(B) 2 percent of such amounts for transfer

to the. NationaJ‘C.enter,for Research Resources. - .

to carry out section 1502 of the National Insti-

tutes of Health Revitalization Act of 1993 con-
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c-erningv‘, Biomedical and Behavioral Research
Facilities:

‘(C) 75 p'ertcent of such amounts to be used
tor research into the prevention and cure of
cancer:

(D), 75 percent of such amounts to be
used as prov;ided for in'secti01'1-601_;

C(E) 1 percent of such amounts to be used
for prevention research prdgra.ms at the Centel'b“'
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 Poliey and Research;
and |

((‘}).‘t‘he remainder of such amounts to
member institutes and centers, ,vincluding the -

Office of AiDS Research, of the National Insti-

- tutes of Health in the same proportlon to such

remamder as the amount of annual appropria-

tlons under approprlatlons Acts for each mem-

‘ber institute and center for the ﬁscal year bears

to the total amount of appropriations under ap-
propriations Acts for all member institutes and.
centers of the National Institutes of Health for

the fiscal year.
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| >' (‘2) 'PLA\TS OF ;\LLOC.»\TIO‘N.—The .amolt'mtslﬂ
£ranéferred under 'paragra.[‘)‘h. (ING) shall he allo-
cated by the Difector of the National Institutesr of
Health or the various directors of the institutes and
centers, as t.hé case may he. ;‘).urspant to alloéétioﬁ

plans ‘developed by the various advisory councils to

‘such directors, after consultation with such

directors.
(3) GRANTS AND CONTRACTS FULLY. FUNDED
IN FIRST YEAR.—With respect to any grant or con-

tract funded by amounts distributed under para-

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

such_ grant or éontract-shall be funded in the first
year of such grant“' or contract:, ahd shall remain
available _untﬂ éxpended. |
(4) TRIGGER AND RELEASE OF MONIES AND
PHASE-IN.—
(A) TRIGGER AND RELEASE.——NO expendi-
ture shall be made under paragraph (1) during B
any fiscal year in which the annual amount z;p;‘
propriated for the Nétional Ins_titutes‘ of Health
is less than the émount SO appropriated fof fis-

cal year 1999.
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1 (B) PPL&SE-II.\'.—The.Secretar"y shall phése'
2 in the distributions required under paragraph
3 (1) so that— |
| 4 | (1) 25 percent of the}ami)unt illl the
5 ~Trust Fund is distributed in the fifst fiscal
6 vear for which funds are a?ailable: ‘
7 (ii) 50 percent of the amount in the
8 Trust Fund is distributed in the second
9 {iscal vear for which fuﬂds are available;
ld | (i) 75 percent of the amount in the
11 Trust Fund is distributed in the third fis-
12 cal year for which funds are ,avaiiable; and
13 (iv) 100 percen£ of the amount in the
14 Trust . Fund is distributed in the fourth
15"; and each succéedjng fiscal year.for which |
16 ‘funds _are- available. |
17 CHAPTER 3—INVESTMENTS FOR
18 CHILDREN |
19‘ SEC 131. IMPROVING CHILD CARE AND EARLY CH.ILDHOO.D
20 DEVELOPMENT. v
21 (a) IN G_ENER‘AL.—,The Secretary shall use amounts
22 made available under section 101(d)(2) for a fiscal year
2‘% for the -folldwing purposes: - |
24 | (1) Imprbvihg the affordability of child care
25 through incré'ased ‘approprivations for child care

February 12, 1998
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under the Child Care and Development Block Grant

Act of 1990 (42 U.S.C. ‘)bjb et seq.).
. “(2) Enhancmg the quality of child cmve and
ml\ chlldhood dev elopment thmuoh the pmn%mn ot
ants to States under the Uuld Care and De\elop-
ment Block Grant Act of 1990 (42 US.C. 9858 et |
seq.). ' |
(3) E:&'pandjng the availability and quality of

- school-age care through the prowsmn of grants to

States under the Child Care and Development Block |

Grant Act of 1990 (42 US.C. 9858 et seq.)

(4) Ass1st1ng young chﬂdren by prowdlng '_
granfs to loca.l{ collaboratives under the Child Care |
and Development ‘Block' Grant .Act " of 1990 (42
U.S.C. 9858 et seq.) foxf'.the purpose of improving
parent education and suppoftive serviees, strengt',h-

ening the qtazt‘fty of child . care, ‘improving health

“'services,. and - improving services for children with

dlsabﬂltles

'( b) SUPPLEMENT NOT SUPPLANT —Amounts made
avallable to a State under thlS sectlon shall be used to
- supplement and not supplant other Federal, State and
“local funds _.p_rovided for programs. that-._serve-the hea.l_th.- B
'v,and developmental Aneeds'of childreh. Amounts provided

to the Stéte under any of the provisions of law referred
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t6 in this section shall not be reduced solely as a result

of the avaibbility of funds under'this section.
SEC. 132. IlMPROVIN(i ELEMENTARY" EDUCATION..‘

(a) GRA\;TS AUTHORIZED. —The Secretary of E(hi-
eatxon shall dse amounts nmde av allable under section
101(d)(3) for a fiscal year to aw ard grants to States and
local educational agencies to train, recruit and hire ele-
mentary school teachers for the purpese of reducixlg the
;;veraQe class size for students in'grades 1 .t}u'ough 3 to
ﬁot more than 18 students per teacher.‘ _

‘(b) REGULATIONS REQUIRED.—The Secretary..o'f i
Education, not later than March 1, 1999 shall promulgate
regulations as the Secretary determines necessary to assist
States and school districts in prov1dmg smaller class sizes
with qualified teachers in early grades. Such regulations
may mclude prov1s1ons relatlng to— -

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

‘ awardmg of grants to local educatlonal agencies;
(2) teacher preparation and certlfleatlon; and
(3) accountability for improved student aehieve-
‘ment.

| (¢) STATE PLAN.—

under this section shall submit to the Secretary of

'Education a State plan at such time, in such man-

- (1) IN.GENERAL;-F—Eaeh~ Stabevdesiringiagrant e
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ner, and accompanied by such information as the
Secretary may require.

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

onstrate to the satisfaction of the Seeretary of Edu-
cation that— |

(A) the a;etin'ties assisted'b)" the State with
fun(is made available under this section will be

" conducted in compliance with any regulations
promulgated under subsection (a);

(B) the ‘State will use the funds made
available under this section to reduce .class size
for students in grades 1 through 3 in elemen-
tary schools throughout the State, focusing on
using the funds ‘to train, recruit, and hire
teachers for elementary schools serving commu-
nities with the least available resources for such
‘activities and the .largest class sizes in those
grades; and |

(C) of }thefundsr that are made available to
‘the State under this section, the -State will
make available to each local edueationa.l agency
that serves children in grades 1 through 3 and

_in which at least 30 percent of the children are. .
from farmlxes below the Federal poverty level at

v least as great a percer tage of sueh funds as the
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percentage of'fuxkls»pm\ided to that local edu-

cational agency as éonlpm-ed .to other l‘ocal' edu-

cational agencies in the State under part A of

title T of the Elementary and Séconda,r_v Edu-

cation Act of 19(35. |

(3) AppROVAL.—The Secretary shall ap‘prove} a
vState plan ‘submitted under paragraph (1) if the
State plan meets thé reQuirements of this sub-
section. | |
(d) SUPPLEMENT NOT SUPPLANT.—_AJnounts made

available to a State under this section shall be used to

{supplement‘ and not supplant other Federal, State and

local funds provided for programs that improve elementary

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

‘vided tb the State under this section shall not be reduced

solely as a result of the availability of funds under this
section. - " | | |
SEC. 133. INCREASED ENROLLMENT OF CHILDREN WITH |
THE MEDICAID - AND STATE CHILDRENS
'HEALTH INSURANCE PROGRAMS.
(a) TRANSITIONAL INCREASED FEDERAL MATCHING

RATE FOR INCREASED MEDICAID ADMINISTRATIVE

CoSTS.—Section 1931(h) of the Social Security Act (42

U.8.C. 1396u-1(h)) is amended—
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L (1) in paragraph (2). by striking “attributable
2 to” and all that follows and ineeﬂingj.“attributable

3 , 'to—_—,

.‘4' “(A) admimstrative costs of_eligibility de-

5 terminations that (but for the enactment of this

6 ' section) would not be incun-ed; and

7 “(B) outreach activit_ies to enroll ufﬂ_risured

8 children in a State plan apprcved uﬁder this

9 title or title XX1.”; and | o

10 ~ (2) by strikingparagraphs .(3)’ar'1d,-(l4) and. in-
11 serting the following: -

12 | “(3) LIMITATION;:‘—— .

13 © “(A) IN GENERAL—Beginning with fiscal
: 14 : 'yeaf 1998, the total amount of additional Fed-
.154 -eral funds that are expended as a. result of the
16 application of this subsectlon shall not . exceed
17 $525,009.000. |

18 | | “(B) AVAILABILITY OF APPROPRIATION —
19 Any amount approprlated in accordance with -
20 - , thls paragraph shall remam available until ex-
21' pended. |

22 , ‘ “(C) | EQUITABLE f DISTRIBUTION  OF
23 .~ FUNDS.—In applying. this paragraph, -t.he'.vSec— o
24 ~ retary shalll ensure the equitable distribution of
25 ~ additional funds among "'the'Statee.”.
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~(b) MEDICAID PRESLTMPTIVE ELIGIBILITY FOR Low-
INCOME CHILDREN.— | " |

(1) IN'GENERAL.—Se‘ctioﬁ 1920A(b)(3) of the
Social Security Act (42 U.S.C. 1396r—1a(h)(3)) is

amended— .

() in subparagraph (A)(i))—
(1) by striking “‘or (II)”’ and inserting

‘44,. (H)”, and

(i1) by inserting *‘, or (II1) 1s an elc-
mentary school or secondary school, as

such terms are defined in section 14101 of

" the Elementary and Secondary Education
Act of 1965 (20 U.S.C. 8801), is a child

~ care resource and referral .agency,_ a child

support enforcement agency, or is author:

~ized to determine the eligibility of a child

for obtaining child health assistance under
title. XXI that is in the form of coverage

that meets the requirements of section

2103” before the semicolon; and

(B) in subparagraph (C), by striking “lim-

iting the classes of”’ and inserting ‘“‘imposing
- limitations.on”. .
) RETROACTIVITY.—The amendments made

by par’agraph (1) take effect as if included in the en-
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“actment of section 4912 of the Bala‘nced B'ud'gét Act
of 1997 (Public Law 105-33; 111 Stat. 571)..
(¢) MEDICAID bEKPENDAITUl‘%ES COUNTED AGAINST
STATE ALLOTMENTS UNDER TITLE NXT.—

(1) IN GENERAL.—Section 2104(d) of the So-
cial Security Act (42 U.S.C. 1397dd(d)) is amended
to read as follows: | |
“(d) CERTAiN MEDICAiD .EXPENDIT.URES CO_UNTED

AGAI'NST'INDIVIDUAL STATE ALLOTLIE_NTS.%’I‘lle amount
of the allotment otherwise provided tb a State under sub- -
section (b) or'(é) fo;' a ﬁscal year shall be reduced by the -
amount (if any) of the payments made to that State under
sectioﬁ_ 1903(a)v for éxpenditures‘ claimed by the State dur-
ing such fiscal year that is attributfable to the provision
.of medical assistance to a chﬂd »for which payment is méde
under section 1903(a)(1) .on thé basis of ‘an énhanc_ed _
'FMAP under the fourth sentence of section 1905(b).”.

(2) RETROACTIVITY.—The amend_merit made by
» paragréph (1) takes‘ effeet as if included in the en-
actment of section 4901 of the Balanced Budget Act
of 1997 (Public Law 105-33; 111 Stat. 552).
(d) MEDICAID AND STATE CHILDREN'S HEALTH In-

SURANCE .P_ROGRAM ELIGIBILITY FOR LEGAL IMMIGRANT
CHILDREN WHO ENTERED THE UNITED "STATES AFTER

"AUGUST 1996.—
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(1) ExEMPTION FROM 5-YEAR BaN.—Section

403 of the Personal Responsibility and Work Oppor- .

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

as amended .by sections 5302(c)(1)(B) and 5303(c)

of the Balanced Budget Act of 1997 (Public Law
105-33; 111 Stat. 599, 600), is amended by adding
at the end the following: ‘ |

“(e) VIEDICAID AND SCHIP BENEFITS FOR CERTAIN

CHILDREN —\Totmthstanding any other provision of law,
the limitations under section 401(&) and subsection (a)
shall not apply to an individual who is under 19 years of
age and who .lawfull.ylentered the United States after Au-
gust 22, 1996, but only with respect to the eligibility of
that individual for— -

“(1) chld health“ assisténée under title XXI of
the Social Security Act (42 U.S.C. 1397aa et seq.);
and . o | B | » |

“(2) medical assistance ‘u"nder. title XIX of stich
Act (42 U.S.C. 1396 et seq.), if the individual is an

optional targeted low-income child described in sec-

tion . 1905(u)(2)(B) of such Act (42 US.C.

1396d(u)(2)(B)).”.
(2) NONAPPLICATION OF STATE AUTHORITY TO
DETERMINE ELIGIBILITY FOR MEDICAII).—Seetion

402( )(2) of the Personal Responsibility and Work
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Opportunity ReCOncilizitién Act of 1996 (8 U.S.C.
1612(b)(2)), as amended by seetions 5303(b) and
5305(5) of the B_alaneed Budget Act of 1997 (Public
Law 1(-),,5—33; 111 Stat. 600, 601), is amended—

(A) 1n the matter preceding subparagraph
(A), by striking “Qualified” and inserting “Ex-

cept as provided in subparagraphs (A), (E),

~(F), and (G), qualified”; and

(B) by adding at the end the following:

" “(G) MEDICAID EXCEPTION FOR CERTAIN

* CHILDREN.—With respeet to eligibility for bene-

fits for the program described in section

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

individual de‘seribed in that section.”.

- (3) .RETROACTIVITY.———The émendmen_ts made

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

in the enactment of the Balanced Budget Act of
1997 (Public Law. 105 33; 111 Stat. 251). |

~ (e) ANNUAL PERFORMANCE BONUS FOR REDUCTION_
IN MEDICAID ELIGIBLE BUT UNENROLLED CHILDREN..—

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

22 is amended by adding at the end the followving-

23'

“(x) PERFORMANCE BONUS FOR REDUCTION IN ELI—

24 GIBLE BuTt UNENROLLED CHILDREN —_

February 12, 1998 -
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“(1) PERFORMANCE BONUS.—Beg'innihg with
fiscal year 1999, in addition to the amounts paid to
a State under subsection (a), the Secretary sﬁall pay
te,eaeh State that has én,approVed plan under this
title an amount equal to the performance bonus de-
termined Linder pajragraph (2). |
(2) PERFORMANCE BONUS.—

“Y(A) FOR;VIUI%A..,—The performance bonus -
for a State for:a fiscal year is equal to - the
product of— | :

‘(1) the excess baselipe enrol]ment for
the State for .the fiscal year; |

“(i1) fhe average per child expendi-
tures by the State under this title for the

 fiscal 'year;_and | N

“(iii) thez difference between the en-
hanced FMAP and the Federal medical as-
sistance, ‘percen‘t'age (as defined in the first
vsentence. of section 1905(b)). of the State
for the- fiscal year de'_serib'e(i in section

2105(b). o |

“(B) 'DETERMINATION OF THE EXCESS -
'BASELINE ENROLLMENT.— | | |

“(1) IN GENERAL.—For »plirposes vef

subparagraph (A)(i), the excess baseline
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“enrollment for a State for a fiscal year is

the clifférence between (I) the actual num-

- ber of full year equivalenf children enrolledv |

under the State plan and (II) the baseline

"~ number of full year équﬁvalent children

that would be enrolled under the State
plan} 1n the absence of the performance
b_ohus outreach efforts of the Stafe.

“(ii) DETERMINATION OF THE BASE-
LINE NUMBAER OF‘.FULL YEAR EQUIVALENT

CHILDREN.—For purposes of clause (1)(1I),

~ the baseline number of full yeé,r equivalent

children that would be enrolled under the

State plé,n in the absence of the perform-

 ance bonus outreach efforts of the State

is—
“(I) .in the case of fiscal year

1999; the_acfual number of full year .
equivalentl children enrolled under the
State plan in fiscal year 1998, in-
cr_éaséd by the national péreentage in-
crease 'for fiscal }yearl 1999 in .the
number of full year equivalent chil-
dren‘enrblled vin all State plans under

this title, as projected by the Congres-
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sional Budget Office in January 1998;
and
.“(II) in the case of any éucceed—
ing fiscal year, the baseline number of
full year .equivalent children .that
would .be enrolled under the S.tat'e
plan in the absence of the,perforrﬁ-
ancfe bonus outreach efforts of the
State determined for the preceding
fi\scalAyear, 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 tiﬂe, as pro-

jected by the Congressional Budget

- Office in January 1998.

HH(C) 'DETERMINATION OF AVERAGE PER
CHILD EXPENDITURES’.}—FOI‘ purposes of sub-

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

itures by a State under this title for a fiscal

“(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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‘;(ii), the actual number of full‘y-ear‘

equivalent - children enrolled under the
State plan in that fiscal year.

“(3) DATA REQUIREMENTS.—'Each State shall

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

in such manner, as the Secretary determines is nee-
essary to make the payments required under this

subsection. The Secretary shall ensure that data is

‘provided under this subsection in a manner that is

consistent with other data r'eporting requirements

for information required to be submitted by a State

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

cation of 'reporting requiréments. ' |

‘“(4) STATES WITH SIGNIFICANTLY HIGHER IN-
CREASED ACTUAL 'ENROLLMENT THAN THE EX-
PECTED NATIONAL INCREASE.—For any fiscal 'year,
if a State’s actual full year equivalent children en-

rollment percentage increase over the preceding fis-

cal year is at least twice the estimated national per-

centage increase in such enrollm‘ept for that fiscal

. year, as projected by the Congressional Budget Of—{

fice in January 1998, the State shall submit such
additional information-as the Secretary determines
is necessary to verify that the increase is the result

of the State reducing the numberlof unenrolled chil-
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dren who are eligible for medical assistance under
this title in the State.
“(5)- TIMING OF PERFORMANCE BONUS PAY-
MENTS; RECONCILIATION.—-The Secretary shall pay
the performance bonuses required under this sub-

section for a fiscal year not later than September 30

of the succeeding fiscal year based on repomng data

that reflects each State s actual number of full year

equivalent children enrolled under the State plan’.

and average per :child expenditures. A State . shall
~provide the Secretary with. access o any records or
‘information relevant to the payment of a perform-

ance bonus under this subsection for .t.he.’pu.rposes of

review or audit.
.“(6) VVAIVERS.fThe provisions of this sub-

section apply to a State providing medical assistance

~ under this title under- waiver authority in the same

manner as théy apply tvo‘ a State with an approvéd
plan under thié title. . |

“U(7) LIMITATION.—Amounts ’:paid to States for

) ﬁscal year under this subsection shall not exceed

the amount made available under section 101(d)( )
of the Healthy Kids Act for such flseal year (less

amounts pald to States under the amendments made
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~ by subsections (é) through (d) of section 133 0f such
Act).”. | |
SEC. 134. MEDICARE CANCER PATIENT DEMONSTRATION
| PROJECT; EVALUATION AND IiEVPORT TO
‘CONGRESS. |
(a) ESTAB_LISHME'NT.—Thé Secretary shall establish
a 3-year demonstration project which provides for pay-
ment under the medicare programv under title XVIIT of
the Social Security Act (42 U S.C. 1395 et seq.) of routine
patlent care costs— )
(1) which are provided to an individual diag-
nosed with cancer and enrolléd in the medicare pro-
grém under such title as part of the indivi_dﬁal’s par-
ticipation in an approved clinical trial program; and
.'(2) v;zhich, are not otherwise eligible for payment
under such title for individuals who are entitled to
~ benefits under such title. |

(b) APPLICATION ——Thé beneficiary cost sharing pro-
visions under the medlcare program such as deductlbles
coinsurance, and copayment amounts, shall apply to any
1nd1v1dual participating in a demonstration project con-
ducted under this section. N

(¢) APPROVED CLINICAL TRIAL PROGRAM.—
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| (1) IN GENERAL_{.——For purposes of this section,
‘2, the term “approved élinieal trial program’ means a

3 clinical trial progrztm which is approved by—

4 '(A) the National Institutes of Health;

5 (B) a National Institutes of Health cooper-

6 ative group or a Na.tional Institutes of Health

7 center; and |

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

9 spect . to p'rogfams that oversee and coordinate
10 extramurél clinical cancer research, trials spon-
T sored by such Institute and conducted at des-
12 ignated cancer centers, cliniéal trials, and Tnsti-
13 tute grants that support clinical investigators.
14 | (2) MODIFICATIONS IN APPROVED TRAILS.—
15 = Beginning 1 year a.ftér the date of enactment of this
16 Act, the Secretary, in consultation with the Cancer
17 Policy Board of the ‘Institute of Medicine, may mod-
18 _ify or add to the requirements of paragraph (1) vtrith ‘
19 respect to an approved clinical tria.l,program.
20 . (d) ROUTINE PATIENT CARE COSTS.—
21 (1) In GENERAL.—For purposes of this section, o
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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(A) would otherwise be covered under the

medicare program if such items and services

were not provided in connection with an ap-

~proved clinical trial program; and

(B) are furnished according to the design

- of an approved clinical trial program.

(2) ExcLusiON.—For purposes of this section,

“routine patient care costs’’ shall not include the

costs associated with the provision of—

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

less the Secretary has authorized the manufac-

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

drug or device; or

(B) ériy item or service supplied without

" charge by the .sponsor of the approved clinical
. trial program. - |
(e) STUDY.—The Secretary shall study the impact on

18 the medicare progréim under title XVIII of the Social Se-

19 curity Act of covering routine patient care costs for indi-

20. viduals with a diagnosis of cancer and other diagnoses,

21 who are entitled to benefits under such title_ and who are

22 enrolled in an approved clinical trial program.

23

() ReporT To CONGRESS.—Not later than 30

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

25 retary shall submit a report to Congress that contains a

— o 4 o~
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detailed deseription of the results of the study conducted

under subsection (e) including recommendations regarding

the extension and expansion of thé demonstration project
condueted under this section. - |

(2) FUNDING.—The,.Seeret'ary."shall use amounts
made available under section 101(d)(9)(A) for a fiscal

year to carry out this section.
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TITLE II—FDA JURISDICTION
OVER TOBACCO PRODUCTS
SEC. 201. REFERENCE. " ' ' :
Whéng?ér’ in this title aﬁ'i;tmenclment' or repeal is ex-

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

tion or other provision, the reference shall be considered

to be m@de to a section or other provision of the Federal -
Food,-Drug, and Cosmetic Aect (21 U.S.C. 301 et seq.).
SEC. 202. STATEMENT OF. GENERAL AUTHORITY.‘ o
. The regillat;ions profnulgated by the Secretary 1n the
rule dated August 28, 1996 (Vol. 61, No. 168 C.F.R.),
adding part 897 to title 21, Code of Federal Regulations,
shall be deemed to have been.. promulgated ﬁndérv the Food,
Drug and Cosm@_efic Act as amended by this title.
SEC. 203. TREATMENT OF TOBACCO PRODUCTS AS DRUGS
AND DEVICES. | |
(a) DEFINITIONS.—
(1) DRUG.—Section 201(g)(1) . (21 U.S.C.
| 321(g)(1.)) is amended by stri_kir_lg “; and (D)” and
inserting “; (D) nicotine‘ in tobacco products; and
(E)”. |
(2) DEvICES—Section 201(h) (21 U.S.C.
321(h)).is amended— v
| (A) in .paragra‘ph (2), by striking “or” at

the end;
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(B) in paragfaph (3), By striking “and”’ at
the end and inserting “or.”;‘ and
(C) by inserting after para-g;raph' (3), the
following:
- “(4) a delivery component of a tobacco product;
and”. .
(3) OTHER DEFINITIONS.—Section 201 (21
U.S.C. 321) is amended by adding at the end the
following:

“(kk) The term ‘tobaceo product’ means any product

~made or derived from tobacco leaf made for human con-

sumpti0n~ ‘including, but not liﬁﬁted to, cigarettes,
cigarillos, cigarette tobacco, cigars, little cigztrs, pipe to-
baceo, and smokelcss toba_cco, and roll-your-own tobaccO;

(b) REGULATORY AUTHORITY.—Section 503(g) (21
U.S.C. 353(g)) is a,meﬁdcd by adding at the end the fol-
lowing: .4 | ) | - |

“(5) The Secretary may regulate any tobacco product
as a drug, device, or both, and mziy designate the office
of the.Administraticn that shall be responsible for regulat-
ing such 'products‘.”. | A |

(¢) DEVICES—Section 520(e)(1) (21 USC.
360j(e)(1)) is amended by striking “or use—"" and inscrt— \
ing “or use, including restrictions on the access to, and

the advertising and promotion of, tobacco products—"".
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() MISBRANDING.—Section 502 (21 U.S.C. 360) is

amended by addmg at the end the followmg

““(n). In the case of a tobacco product, it is sold dis-

tributed, advertis_ed, or labeled in violation of this Act or
the regulations promulgated under this Aect.

"“( v) The regulations promulgated in accordance with
subchapter E shall, at a mmlmum reqmre that a tobaceo
product be deemed to be rmsbranded if the labeling of the
package of the product or. any claim of the manufacturer
in connectlon with the product states or 1mp11es (as deter-
mined by the Secretary) that the product presents a re-

duced health risk unless it is demonstrated to the satisfac-

tion of the Secretary that the product will achieve the best

public health result, taking into account all relevant fac-

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

increased number of new users of tobacco products and

the reduced probablhty that emstmg users of tobacco
products will quit.”’ | , |

| -(e) ENFORCEMENT.-—Section A301 (42 U.S.'C. 331) is
alm.ended}by adding at the end the followingv:

““(aa) The failure to comply with the requirements of

section 581.

“(bb). The failure or refusal to comply with any of
the requirements of subsections (a), (b). or (e) of section

578.7.
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1 (f) STATE AND LOCAL ‘REQUIREMENTS.Q—SectiOH
2 521 (21 U.S.C. 360k) is amended— - |
3 (1) iIn subseetion’ (a), | by strikin‘g “subsection‘
4 . (b)" and msertlng bubseetlonb (b) and (c)”; and
5 (2) by adding at the end the following:
6 ; “te) 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" Ef‘FICACY | STANDARD."—Sec_tion

11 513(a) (21 U.S.C. 3600( ) is amended——

12 (1) in paragraph (1)(B ) by msertmg after the’ |

13 first sentence the followiag: “For a device which 1s |

14 a tobacco product, the assurance in the previous sen-
15 tence need not be found 1f the Secretary finds that

16 special controls achleve the best public health re-
17 sult.”; and |

18 ,(2) n paragraph (2)— ‘

19 (A) by redes1gnat1ng subparagraphs (A),
'. 20 . (B) and (C) as clauses (i), (i1) and (iii), respec- |
21 tivelys | | |

2 (B) by striking “(2). For” and inserting

3 “(2)(A) For”; and |

24 (C) by adding at the end the folloWing:
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“(B) _For pﬁrposes of paragraph (1)(B), subsections
(©)(2)(C), (D(2)(B), (©)(2)(1), (HB3)(B)(i), and
(f)(23)(C)() and sections 314 519(a), 520(e), and 520(f),
the safety and. effectiv ‘eness of a device that is a tobacco
product need not be found if the Secretary fmds that the
action to be takeni‘mder any such vpro‘vision wouid achieve
the best public health result.- The finding as to whether
the best public health resuit has been achieved shall be

determined with respect to the risks and benefits to the

_population as a whole, including users and non-users of

the tobacco product, and taking into account—

“(i) the increased or decreased likelihood that
exisfing’ consumers ofv tobacco pro‘ducts. will stop-
using such products and | L

“(i1) the increased or decreased hkehhood that
these who do' not use tobacco products will start
using such products.”. _ | |
(b) . REC_ALL‘ AUﬁ‘HORITY.—Seetion | 518(e)(1) (21;

U.S.C. 360h(e)(1)) -i‘s'aniended by ‘inserting’after “adverse
health consequences or death,” the following: “and for to-
baceo produetsvthat'the best public health result would

be achieved,”.



O:\BAI\BAI®8251 | - S.L.C.

J—

[ T e - T e S
00 ~ O\ W Hh W NN = O

19
20

21

2
23
24
25

O 00 N N L B W N

, 6
SEC. 205. GENERAL HEALTH AND SAFETY RE'GULATION OF

: TOBACCO PRODUCT;S'.' - |
Chapter V (21 U.S.C. 351 et seq) 1s amended by |
addlno at the énd the following:
SUBCHAPTER F-—TOBACCO PRODUCTS
“SEC., 571, PROMULGATION OF REGULATIONS.
“Any regulations nec;assary to implement this sub-
chapter shall be promulgated not latef than 12 months
after the date of enactment of this subchapter using notice

and -comment rulemaking (in accordance with chapter 5

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

revised thereaf.ter‘ as determined necessary by the Sec-
retary. | | .. o -
*SEC. 572, SCIENTIFIC ADVISORY COMMITTEE.

“(a)‘ ESTABLISHMENT.—Not later than 1 year after
the’ date of enactment of this subchapter, the Secretafy,
shall establish an advisory committee, to be knowﬁ as the
‘Scientific Advisory Committee’, to assist the Secretary.

“(b) MEMBERSHIP.—

“1) In GENERAL.—The Secretary shall appoint
as members of the Scientific Advisory Committee
vany individuals with expertise in thevme-dical, séi;
entific, or other technological data involving the -
manufacture and use of 'tobae(.zo products, and of ap-

propriately diversified professional backgroundsy.'
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| “(2) LIMITATIONS. —\otw1thstand1ng section

- 5(b) of the Federal Adwsorv Comnuttee Act (5

U.S.C. App 3), the Qecretary may not Vappomt to

. the Comnuttee any 1nchv1dual who—

“(A) 1s In the 1egular full time emplov of
the Federal Government, |
“(B) 1s, or is in the emplby of, a manufac-
turer, distributor, or retailer of a tobacco prod-
uct, or organjzation substantially funded by
manufacturers, distributors, or retailers of to-
baceo products; | |
| “(C) is, or 1s In ‘tvhe employ of, an attofney
repreéenting ‘an entity deseribed in subpara-
graph (B); or
. “(D) is, or is in the employ of, a conéult-_
ant employed by or under retainer to an entity
_ descﬁbed_ in subparagraph (B).' |
“(3) CHAIRPERSON.——The Secretary shall des-l B
ignate 1 of the members of the advisory coimm'ttee
to serve as chairperson of the Commlttee

“(¢) COMPENSATION AND EXPENSES —Members of

the Scientific Advisory Committee shall be entitled to the
same compensatibn and expenses as the compensation and
expenses provided to members of the adv1s0ry committees

established under beCtIOIl 014( )(5)(B).
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“(d) DuTies.—The Scientific Advisory Committee
shall— |
“(1) provide assistance to the Secretary;
“(2) exanﬁﬁe the effects of the alteration of the
nicotine yield levels in tobacéo products;
“(3) examine whether there is a threshold level'
~ below which nicotine yields do not produce depend-
ence .on _the. tobaceo product involvéd, and, if S0,
what.that‘level 18; and | |
| “(4) review other safety, dependence or health
issues relating to tobacco produects vas determined ap-
propriate by the Secretary.
“SEC. 573. PERFORMANC;E STANDARDS.

“(a) GENERAL RULE.—The Secretary may adopt a
performance_standai'd_uﬁder section 514('5_)(2). for a to-
bacco product regardless of whether the product has been
classified under _section“513. Such standards may in--
clude— | |

“(1) the reduction or elimination of nicotine
yields of the produét; | |
“(2) the redﬁction or elimination of other con-
-stituents or hannful components of the produet; or
“(3) stvan’cvlardS' relating to any other require'-

ment pursuant to.section 512(a)(2).
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“(b) TOBACCO CONS:TITUENT_'S.—The Secretary may
require that a manufacturer test, report and disclose to-
bacco and tobacco smoke constituents, including labeling
and adve'ftising disclosures relating to such constituents,
including, but not limited to, tar and nicotine.

“SEC. 574. DISCLOSURE AND REPORTING OF 'i‘OBACCO AND
‘ NONTOBACCO INGREDIENTS AND CONSTITU‘-‘ E
- ENTS.

“(a) DISCLOSURE OF ALL'INghEDIENTS.—

“(1) IMMEDIATE AND ANNUAL ‘DISCL‘OS.URE.—
Not later than 30 days after the date of enactment
of this' subchapter, and annually thereaft‘evr, each
manufacturer of a tobacco prdduét shall. submit to
the Secretéxy an ingredient list for each brand of to-
bacco product it manufactures that contains the in-
fomngtion deseribed in para.grdph (2).

“(2) REQUIREMENTS.—The list described in
paragraph (1) shall, with respect to each brand or
varietyv of tobacco product of a manufaeture'r,. in-
clude— | N |

“(A) a list of all ingredienté, constituents, .
substances, and compounds that are found vin or
édded td the tobéccq or tobacco product (in-
cluding the pépér, filter, or packaging of the

product if applicable) in the manufacture of the
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tobacco product, for each brand or variety of to-
Bécco- \produ.et so manufactured, including, if
determined necessary by the Secretary, any ma-

terial added to the tobacco used -in the product

prior to harvesting;

“(B) the quzintity of the ingredients, con-
stituents, subs.tances, an‘.d‘ compounds that are
listed under subparagraph '(A)‘ in each brand or
variety of tobacco product;

“(C) the nicotine content of the product,

measured in milligrams of nicotine; .

“(D) for éach brand or variety of ciga-

rettes—

) vthe filter ventilfati(')nl percentage
(the level of air diiﬁti'on in the cigarette as.
providéd by the ventilation h'olés in the fil-
ter, described as a percéntage’)_; |

“(ii) the pH level of the sﬁoke of the
cigarette; and o |
| “(ii1) the tar, nicotine, and carbon
monoxide déliyery level under Federal
Trade Commission parameters and any
other smokihg conditions established - by

-the'. Secretary, repdrted in milligrams of
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tar, nicotine, _encl carbon rnonoxicle per cig--
arette;
“(E) for each brand or V;{Lt‘iety of smoke-
less tobaceo produets— |

(1) the pH level .of the tobaeee;

“(11) the moisture content ef the to-
bacco e»xpr’esse‘d;_ as a percentage of the
weiéht of the tobaceo; and

| “(i11) the meotlne content—

“(I) for each gram of the prod-
uct, measured in rmlhgrams of nico-
tine; |

| “(II) expressed as a percentage
of the dry weight of the tobacco; and
CS(ID) with respeet to unionized

(free) nicotine, expressed as a pereent-

age per gram of t}re ‘tobacco and ex-

pressed in milligrams per gram of the ,

tobecco; and l

R _.‘}‘(F) ariy other information determined ap-
proprlate by the Secretary
“(3) \/[ETHODS —The Secretary shall have the
authorlty to promulgate regulatlons to establish the
methods to be. used by manufaeturers in making the

determinations required under paragraph (2).
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“(b) SAFETY ASSESSMENTS.—

“1) APPLICATIO\I TO NEW INGREDIENTS.—
( ) IN GENERAL.—Not later than 1 year
éfter the date of enactment of this Sleellapter,
'andv 'annually thereafter,‘ each manufacturer

shall submit to the Secretary a safety assess- |

ment for each new ingredient, constituent, sub-

stance, or éompound that such manufacturer
desires to make a part of a tobécco ‘product.
Such new ingredient, constituent, substance, or
compound shali not b-e. included in a tobacco
product prior to approval by the Secretary of
such a safety assessment. |

“(B)‘ METHOb OF FILING.—A safety as-
sessment submitted- undve‘r subparagraph (A)
shall be sighed by an officer of the manufac-
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 1s true, complete and accurate.

“(0) DEFINITION OF NEW INGREDIENT.;—
For purposes of subparag'raph (A), the term

‘new ingredient, constituent, substance, or

~ compound’ means an ingredient,  constituent
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substance, or eompbuiid listed under subsection
| (a)(1) that-\'vas no.t used in the brand or variety
of tobaeeb'produet involved prior to Januéry 1,
1998. |

“(2) APPLICATiON TO OTHER INGREDIENTS.—

With réspeet to the applieation of this section to in-

gredients, constituents substances, or compounds

) does not apply, all 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 de‘velop a procedure for
the submission of safety assessments of such ing"re-.
dients, constituents, substances, or ebmpbunds that
staggers such safety ‘assessments withih thve b-year
period. | |
“(3). BasSIS OF 'ASSESSL[Ei\IT.%Thé safety as-
sessment of an ingredient, constituents, substance,
or compound described in péragraphs (1) and (2)
shall— ' B |
-“(.A)_ be based on_‘the best scientific evi-
" dence available at the time of the submission of

the assessment; and
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“(B) demonstrate that there'is a reason-
able certainty among experts qualified by sci-
entific training and experience who are con-
sulted, that the ingreclieht eenstituents sub-
stance, or compound will not present any risk
to consumers or the pubhe in the quantltles
used under the intended conditions of use.
“(¢) PROHIBITION.—
| “(1) REGULATIONS.—Not later than 12 'months
after the date of enaetment ef this subchapter, the

Secretary shall promulgate regulatlons to prohibit,

~ the use of any ingredient, eonstltuent substance, or
~compound in the tobacco product of a manufac-

. turer—

“(A) if no safety assessment has been sub-
rmtted by the manufaeturer for the ingredient,
eonstltuent, substanee, or eompound as other- i
wise required under this section; or

‘“(B) if the Secretary finds that the ntanu-
facturer has failed to demonstrate the safety of
the ingredient, constituent, substance, 'er.

~ compound that was the subject of the assess-
ment under paragraph (2).

“(2) REVIEW OF ASSESSMENTS.—
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“(A) GENERAL REVIEW.—Not later ‘thani
180 days afte'r'the receipt of a safety assess-
ment under subsef-tion (b), the Secretary shall

review the finchngs contamed in such assess-

ment and approve or disapprowe of the safety of

the 1ngrechent, constituents substance or

compound that was the subject of t_he aSSess-

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

tend the period for such review. The Secretary
shall provide notice to the manufacturer of an |
actionunder thjs subparagraph.

“(B) INACTION BY SECRETARY.—If the
Secretai'y fails tovact with respect to an assess-
ment of an existing ingredient, constituent, sub-
stance, or additive ‘during the period referred to
in subparagraph (A), the manufacturer of the
tobacco product involved may ontinue to use
the ingredient, constituents, substance, or‘-
compound involved until such time as the Sec-
retary makes a 'determjnation with respect to

the assessment

“(d) RIGHT TO KNOW; FULL DISCLOSURE OF INGRE-

" DIENTS TO THE PUBLIC.———

“(1) IN GENERAL.—Except as provided 1n para-

graph (3), a package of a tobaceo product shall dis-
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close all ingredients, constituents, substances, or

compounds contained in the product in accordance

with regulations promulgated under section 701(a)

| by the Secretary.

“(2) DISCLOSURE OF PERCENTAGE. OF DOMES-
TIC AND FOREIGN TOBACCO.—The regulations re-

ferred to in paragraph (1) shall require that the

package of a tobacco product disclose, with respect

to the tobaccé contained in the product— . _
“(A) the >percentage that is domestic to-
__ bacco; and
“B)- the percentage that is foreign to-
bacco.

- “(3) HEALTH DISCLOSURE.—Notwithstanding

'~ section 301(]'), 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

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

Secretary determine‘s_ that such disclosure will pro-

- mote the public health.

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

23 .
"
25

PACKAGING.
“(a) CIGARETTE WARNINGS.—

“(1) IN GENERAL.—
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“(A) PACKAGING.—It shall be unlawful for

‘any person to manufacture, package, or import

- for sale or distribution any cigarettes the pack-
age of which fails to bear, in accordance with
the requirements of this subsection, oine of the
following labels: |

“WARN ING: Cigarettes Are Addictive.

“WARNING: Tobacco Smoke Can Harm :
Your Children. |

“WARNING: Cigarettes Cause Fatal Lung
Disease.

“WARNING: Cigarettes Cause Cancer.

| “WARNING:l Cigarettes\ Cause Strokes

And Heart Disease
“WARNING Smoking During Pregnancy '
Can Harm Your Baby.

| “WARNING Smoking Can Ki]l You

“WARNING: "I‘obacco Smoke Causes -
Fatal Lung Disease In \Ionsmokers
“WARNING Quitting Smoking Now

Greatly Reduces Serious Risks To Your

- Health

“(B) ADVERTISI\IG —It shall be unlawful ‘

for any manufacturer, importer, distributor or

 retailer of cigarettes to advertise or cause to be



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

18
b advertised any cigarette unless the advertising
2 | _Ib'e>ars, in accordance with the requirements of
-3 | this subsection, one of the following labels:
4 | “WARN ING: Cigarettes Are A.d-dictive. .
| | 5 “WARNING: Tobacco Smoke. Can Harmk
6 Your Children. | | | A
7 “WARNING: Cigarettes Cause Fatal Lung
8 Disease. | |
9 “WARNING: Cigarettes Cause Cancer. |
10 “WARNING: Cigarettes Cause Strokes
11 And Heart Disease. |
12 “WARNING: Smoking During Pregnancy
13 Can Harm Your Baby. | '
14 “WARNING: Smoking Can Kill You.
15 “WARNING: _ Tobacco Smoke Causes
16 | Fataj Lung Disease In Nonsmokers. |
17 “WARNING: Quitting Smoking Now
18 Gi‘eatly ‘Reduces Serious Risks To Your
19 ‘Health. | -
20 “(C) ADDITIONAL \VARNINGS.—'Beginjﬁng
21 | on the date that is 18 months after.the date of
22 em.ictment, of lthjs subchapter, the Secretary
23 may substitute for,lor réquire warnings ih addi-
24 tion to, those otherwise required under subp.éra-
25 graphs (A) and A(B) if the Secretary det'ermjneé

~ February 12, 1998
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that such warnings would vbe more effective in
deterring the use of cigarettes.
“(2) REQUIREMENTS FOR LABELING.—
“(A) LQC‘ATION.%EaCh label statement re-
qui'redv_by subparagraph (A) of paragraph (1)

shall be located on the upper portion of the

front and rear panels of the cigarette package

(or carton) directly on the package underne'ath
the cellbphane or other clear wrapping and oc-
cupy not less than 25 percent of such panels.

“(B) TYPE AND_COLOR.—With respect to

each label statement réqujred byl subparagraph

(A) of paragraph (1), the phrase ‘WARNING’
- shall appear in cap‘it'al.'letters and the label

statement shall be printed in 17 point type with -
adjustments as determined-appropriate by the

Secretary to reflect the length of the reqniréd

' étatement. All the letters in the label shall ap- -

pear in conspicuous and legible type, in contrast
by typography, layout or color with all other
printed material on the package, and be prlnted
in an alternating black-on-white and white-on-
black fnr'mat as determined appropriate by the.'

Secretary.
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“(C) EXCEPTION.—With respect to ciga-
rettes manufactured and distributed pr'idr‘ to
January 1, 2000, the provisions - of subpara-
graph (A) shall not apply with Hr'espect 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-
| gfaph (1) shall occupy the entire front portiori .
of the flip-top.

“(3) REQUIREMENTS FOR ADVERTISING.—

“(A) LOCATION.—.—Each'léL‘bel 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 oceupy .
not less than 20 percent of the aréavof the ad-
vertisement involved. |

“(B) TYPE, COLOR AND FORMAT.—

“(1) TyYPE.—With respect to . each
label s;tatement» required by subparagraph

(B) of paragraph (1), the phrase ‘WARN-

- ING’ shall appear in capital letters and the




O\BAI\BAI98.251 o o | SLC .

i
| label statement shall bé printed in the fol-
2 lowing tybesf N |
3 () With respect to whole page
4 ;' advérﬁsernents on broadsheet news-
5 | paper§—45 point type.
6 “(IT) With respect to h_alf- page
7 " advertisements on - broadsheet news-
8 .paper—439 point type.
9> | “(‘III)‘ With respect to whole page
10 ’ advei'tiséfnents ~on tabloid news-
11 | . paper——39 point type.
12 “(IV). With respect to half page
13 advertisements . on tabloid news-
14 paper——27'pohn;ﬁype.
15 . “(V) With respect to DPS maga-
16 zine adveftisements—431.5 point type.
17 “(VT) With respéct to whole page
18 magazine advertisement_s——314.5' point -
19 type.
20 “(VIT) With respect to 28cm x 3
21 column Aadvertilsementsv—22.5 point
22 Qmei' o |
23  “(VIIT) With respect to 20cr x 2
| column advertisgmeﬁts—l5 ~ point

[\
B

25 type. |
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‘Within the 20 percent requirement de-

seribed in subparagraph (A), the Seeretaiy

may revise the required type sizes if the

Secretary determines that such revisions

will enhance public hlealth'proteetions. '
“(ii) COLOR—AIl the letters in the

label under this subparagraph shall appéér |

n chspicuoﬁs and legibie type, in contrast

by typography, laydut, 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 subparégraph (B) of paragraph (1)
shall be biack when the background is

white and white when the background is

‘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-

L

ters of the statements and that is the
width of the first down stroke of the cap-
ital ‘W’ of the word ‘WARNING’ in the -

label statements.
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1 R(®) LmGﬁAGE- 'REQUIREMENT.;The
2 label statements required under paragraph
3 (1)(B) shall be in English, except that—
4 (1) in thé éase of ah,adVertisement_
S that apbears In a newspéper, magdzine, pe-
6 _ riodical or other publication that is not in
7. English, such statements éhall. appear'in
8 the predbﬁﬁhant ‘lang.uage of the publica-
9 tion; or | | |
10 - “(11) 1In the case of ahy other adver-
1 tisement'that 1S not. in English, éuéh-state—_
12 | me-ntsvsha]l appear in the same language
13 - as that principéﬂy used in the ‘advertise-
14 ment. . |
15 ‘ ““(4) ROTATION OF LABEL STATEMENTS.— |
16 | “(A) LaBRLING—The label statements
17 specified in subparagraph (A) of paragraph (1)
18 ~ shall be randoml‘y.displayed' in each 12 month
\1,9 ' period, in as equal a number of times as is ‘vpos- |
20 | sible on each brand of the product and be ran-
21 domly distributed in all areas of the United
22 | - States in which such product is marketed in ac-
23 | cordance with a plan .Slemitted'by the manu-
24 facturer, importer, distributor or retailer and

25 approved by the Séeretary.
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“(B) ADVERTiSING.—The label statements

specified in subparagraph (B) of paragraph (1)

- shall be rotated quarterly in alternating se-

quence in advertisements for each such 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 PLANS.—The Seec-
retai'y shéll review each plan}'subvmitted by a
manufactﬁrer, importer, distributor or retailer
of cigarettes under this paragraph and approv.e

such plan if the plan will provide for the equal

- distribution and display on packaging and the

B rotation r_equi_red in advertising under this para-

graph and if such plan assures that all of the

labels _required under subparagraphs (A) aﬁd
(B) will be displayed by the manufacturer, im-

porter, distributor or retailer at the same time.

“(b) SMOKELESS TOBACCO PRODUCTS.—

“(1) IN GENERAL.—

“(A) PACKAGING.—It shall be unlawful 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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| aeeorda.nee with the Arequirements of this sub-
2 section, one of the following labels: |
3 “WARNING: K'This Product Can Cause
4 Mouth Cancer. | o |
5 ~ “WARNING: This Product Can Kill You.
6 “WARNING: This Product Can Cause
7 . Gum Disease And Tooth Loss. |
8 “WARNING: This Product Is Not A Safe
9 Alternative To Cigarettes. - 'A |
10 “WARNING: This Produet Contains Can-
11 cer-Calising Chemicals. -
12 | .“WARNING: Smokeless Tobacco Ts Ad-
13 dietive. | |
14 | “(B) ADVERTISING.—It shall be unlawful
15 for any manuféctufer, importer; A_distributor or
16 retailer of smokeless tobacco products to adver-
17 'tisé or caﬁse to be advertised any smokeless to-
18 bacco product unless the advertising bears, in
19 accordance with the requirements of this sub-
20 section, one of the follbwing labels:
- 21 “WARNING: This Product Can Cause
22 Nlouth Cancer. | |
23 “WARNING: This Product Can Kill You.
24 “WARNING: This Product Can Case

[\
()}

Gum Disease And Tooth Loss.
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“WARNING: This Product Is Not A Safe

Alternative To Cigarettes. v.
“WARNING: Thistro'duet Contains Can-

, e'er—Causing Chemicals.

“WARNING: ‘Smokelelss Tobacco Is Ad-
dictive. | |
“(C) ADDITIONAL WARNINGS.—Beginning
on the date that is 18 months after the date 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 25 percent of such panels. |

“(B) TYPE AND COLOR.—With respect to

each label statement required by subparagraph

(A) of paragraph (1), the phfase “WARNING"
éhall 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
) Secretary to reflect the ‘leng‘th of t.hev required
3. .statemqent'and the size of the package. All the
4 letters in} the label shall.app'ear'in pOnspietrotls
5 and légiblé' type in ébntrast by typography,' lay-
6 ~out, or color with all other printed material‘ orl
7 the paékage and be printed in an - alternating
8 black-on-white and white-on-black format as de- |
-9 termined appropriate by the Secretary.
10 ~ “(3) ADVERTISING AND ROTATION.—The provi-
11 sions of paragraph (3) and (4‘). of subsection (a)
12 shall apply to ad&ertisements for smokeless tobacco
.'13 products and the rotatiorr of the label statements re-
14 quired undér' paragraph (1)(A)' on such products.
15 “(¢) OTHER TOBACCO PRODUCTS.—The Secretary

16 may prescribe such regulations as may be‘neéesslary'to es-
17 tablish warrﬁngllabels for other tobacco product packag-

| 18 ing, labeling and advertising.

19 ““(d) CONSTRUCTION.—

20 “(1) Iv ENERAL—Noting in this section shall

21 be construed to limit the ability of thei Secretary to

22 change the text or layout of any of the warning

23 U statements, or any of the labeling provisions, under.
24 subsécfions (a) and (b) andi other provisions of .thi.s

25  Act, if determined necessary by the Secretary in -
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order to make such statements or labels larger. more

prominent. more conspicuous. or more etfective.

“(2) UNFAIR ACTS.—Nothing in this - scetion
(other than the requirements of subsections (a). (h)
and (¢)) shall be construed to limt or restrict the
authofity §t’ the Federal Trade Commission with re-
speet to unfair or deceptive acts or practices in the
advertising of cigarette‘s or smokeless tobacco prod— ’
ucts.

“(e) LIMITED PREEMPTION.—

(1) STATE'AND LGCAL ACTION.—No warning
label with respect to c_igar'ettes or smokeless tobacco
products, or any other tqbacc’o product for which
warning labelé have been reQuired under this section,

other than the warning labels required under this

Act, shall be required by any State or local statute

or regulation to be included on any package of ciiga-.

_rettes or a smokeless tobacco product.

“(2) EFFECT ON LIABILITY Law.—Nothing in
this section shall relieve any person from liability at
corhmo_n law or under State statutory law to any

other person.

“(f) ELECTRONIC MEDIUM ADVERTISING.—It shall

24 Dbe unlawful to advertise tobacco products on any medium’
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of electronic communications subject to the jurisdiction of

the Federal Communications Commission.

“SEC. 576. PRESERVATION OF STATE AND LOCAL AUTHOR-

ITY.

“Except s otherwise provided for in section 575(e).
nothing in this subchapter shall be construed as pfohibit-
Ing a Statc or locality from imposing Lequnements prolu-'
bitions, penalues or other measures to further the’ pur—‘
poses of this bubc}m ter that are in addition to the re-
quirements, prohibitions, or penaltles requn'ed under thlS ‘
subehapter; Stafe and local govermneﬁts may impose addi- .-
tional tobacco product control measures to fﬁrther restrict
or limit the use of such produets |
“SEC. 577. RESTRICTIONS ON YOUTH ACCESS TO TOBACCO B

. PRODUCTS. | |

“(a) IN GENERAL.‘_——The_Secretary'shall restrict the
access of minors to tobaceo products. \

~‘;(b) STATE LICENSING.—

“(1) In GENERAL;—E'xeeptk as proﬁded in: para-
graph (2), in order to,‘reeeive_ any arhounts under
section ill of the Healthy'Kids.,« Act, a State shall
have in place a program that meets or exceeds (as

__ determmed by the Secretarv) the reqmrements of :.v
| kthe model State program described in paragraph (3)

- under which a retailer would be required to obtain
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a State or local license to sell or otherwise distribute
tobaceo products directly to consumers in such

State.

*(2) START-UP PERIOD.—

“(A) IN GENERAL.—The Secretary may -

waive the requirement of paragraph (1) for

such time as the Seceretary determines is nec-

~ essary, after promulgationl of the model pro-

gram described in paragraph (3), to permut the

legislature of a State to meet and enact laws to

comply with paragraph (1) and to permit the

State to implement the program described in
paragréph (1). | |

“(B) ELIGIBILITY.—To be eligible for a
waiver under subparagraph' (A), the Governor
of thé State involved shall certify to the Sec-
retary in writing that the State intends to 1m ~
plement a program that meets the requjrerﬁents
of this section at t}}e earliest possible oppor-
tunity. if, subsequent to such notification, thé>
Secretary determines that the State has failed

to implemént 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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“(3) MODEL PROGRAM.—Not later than 12
months after the date of enactment of this sub-

chapter. the Secretary shall promulgate a model

State program. Such mwodel State program shall at

a minimum—‘

“(A) provide for the collection of licensing
fees by the State or locality to defray.-the COStS
of administering the program;

“(B) prohibit i'etziilers‘fron‘i selliiig or oth-
erwise distributing tobaceo products directly to
ctmsUmers In a State unless such retailers have
in effect tobacco'licenée's issued or renewed n
accordance with State or local laws;

“(C) provitie for the notification of‘ évery
person in the State who is engaged_ in the dis-

- tribution zit retail of tobacco products of the li-
cense rétiuirement and of the date by which
such pereon shall have obtairied a license in
order to continue to di;stribute such f)roducts; '

“,(D) prohibit liéensed' fetaiiers, from‘ selling
or otherwise distributing tobacco '_products to
minors; ',

| “__(-E) provicie for ‘pen'alti_es of ‘l;lp to $_50v,0»00
for each violation of the requireménts under

~such program re}ating' to the sale or distribu- -
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tion of tobacco prodhcts without a license and
for appropriate penalties for other violations of
l‘nws relating to ’y'outh access to tobacco prod-
nets:
“(F) require retailers to comply with .ﬂle

applicable requirements of this section and any

regulations relating to this section; and

~ “(G) provide for the suspension or revoca-

tion of a license in the case of a retailer that

repeatedly sells or distributes tobacco ‘products '

to individuals in violation of subéection (a) or

‘State or local law.

“(¢) PENALTIES.—The Secretary shall promulgate -
regulations providing for the application of penalties for -
fhe sale or &Stfibuti_éh of tobaceo products to minors in
violationv of the requirements of subsection (a) .that are

“consistent with the following: -

“(1) EMPLOYEES OF RETAILERS.—In the case

of an employee of a retailer who distributes a to-
baceo. product to a minor in violation of subsection

(a), the regulations shalllk provide er the appl'ication

“(A) $25 for the 1st violation; -
“(B) $50 for the 2nd violation; and
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“(C) $150 for the 3rd and subsequent vio-
lations.

“(2) MiNORs.—In the case of a minor who pur-

‘chases or attempts to purchase a tobacco product n
violation of subsection (a) (other than a minor en-

gaged in an authorized sting or a law enforcement

operation), the regulations may provide for civil
money penalties, loss of driving privileges, or other
penalties.

~ “(3) RETAILERS.—In the case of a retailer who-

“distributes a tobacco product to a minor in violation

of subsection (a), the 'l'eguiations shall provide for
the application Qf a civil money penalty of at least—
“(A) $250 for the 1st violation; |

“(B) $500 for the 2nd violation;

“(C) $1,500 for the 3rd violation;

| “(D) ‘$5;0004 for the 4th ﬁolétion; and
“(E) $10,000 for the 5th’ and subsequent
violations. - | :
“(d$ ENFORCEMENT.—

“(1) IN GENERAL.—The Secretary may ernter

into agreements with, and provide grants to, States

_ to enforce this section. Any State that. elects to en-
force the prQ\'dsions'of this section within the State

shall conduct sting operations and other compliance
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checks and enfo'rcc:Sta_te laws under this section
through the use of -penalties deseribed in subsection
(¢) so as to ensure that minors are successful in pur-
chasing tobaceo pm(lucts less than 5 percent of the
time.

."“(‘2) REQUIREMENTS..—TDO Secretary may by
Ieoulatlon 1mplement such lequnementb as the Sec-
retary determines necessary to ensure that any com-
pllancet cheeks performed by the bt@tc under para-
graph (1) are accurate. o

“(3) VIOLATIO\IS —If the Secretary determmes

that the provisions of subsection (a) are being vio-

lated within a State, the Secretary shall have the au-

thority to enforce such proﬁsiohé in the State.

*“(e) STATE COMPLIANCE —Begmmng with -the 3rd

full calendar year followmg the date of enactment of this
subchapter, if, with respect toa State, the Secretary deter-
mines that ,rrlinors. are successful in purchasing tobacco
products more than 5 percent of the time the Secretary
shall notlfy the State and reduce pavments to the State
under section. 111 of the Healthy Kids Act by 1 percent
for each percentage point by which the State is not In com-

_pliance with this subseetion.

“(f) PREEMPTION —The pI‘O\'lSlOI’lS of this section’ "

25 shall not preempt any pI‘OVlSlOIl of btate or local law that
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[ provides greater restrictions than those required in this

2 section.

3
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*(g) FEDERAL LICENSING OF ENTITIES.—

“(1) IN GENERAL.—The Secretary. in consulta-

fion with the Secretarv of - Defense, Secretary of

State, 5n(l other appl'{)pria“te Federal officials, shall

establish ,A;md- i‘1}1‘1plcnwxv1t. a I"‘cdera}. fbbaccol iicensiu_g |

progr:im to be applied to entities that sell or diétrib- '

uté tobacco pl'oducts% | o |

" “(A) on any military installationi (as de-

fined in section 2801(c)(2) of title X, United
States Codé); | . |

“(B) in any United States embassy;

“(C) iI:I any facility owned and operated by
the Federal Goverx_imént either in the United
States or in a foreign country; |

“(D) in any duty-free shop located within
the United States; ér |

“(K) thrbugh"-ahy other Federal entity or
on any othérl Federal | prope‘rty as determined

- appropriate byv the Secretary. |
“(2) REQUIREMENTS.——The program est.ab-f
lished ﬁnd'er paragfaph (1) shall apply: requirements

(inclyding those for penalties, suspensions, and rev-



O:\BAI\BAI98.251

+ )

O - 00 ~J O th

10
11
12

SLC
36
ocations) similar to those requiired o he implc-‘
mented by States m_uler.this section.

For

“(3) [NDLAN TRIBES AND TRIBAL LANDS.
purposes «,)t‘l applving and enforeing the provisions of
this section to entities that sell or otherwise distrib-
ute tobaceo lproducts on Indian reservations (as de-
fined in section 403(9) of the Indian Child Protec-
tion and Family Violence Prevention Act (25 U.S.C.
3‘202(9))), an Indian tribe or tribal organization (as
such terms are defined in section 4 of the Indian
Self Determination and Education Assistance Act

(25 U.S.C. 450b)) shall be treated as a State.

13 “SEC. 578. PUBLIC DISCLOSURE OF HEALTH RESEARCH.

14,

“(a) SUBMISSION BY MANUFACTURERS.——Not later

15 than 3 months after the date of thé enactment of this sub-

16 chapter and thereafter as required by the Secretary, each

- 17 manufacturer of a tobaceo product shall submit to the Sec-

18 retary a copy of each document in the manufacturer’s pos-

19 session—
2(')‘ “(1) relating, referring, or pertaining to—
21 “(A) any health effects in ‘huma.ns or ani-
22 mals, ,including addiction, caused by the use of
23 N fobac_e_o} products or ‘c"omponents, of - tobacco . .
24 ~ products;

— e o~




