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Calendar No. 370

[Report No. 105-180]

To reform and restructure the processes by which tobacco products are
manufactured, marketed, and distributed, to prevent the use of tobacco
products by minors, to redress the adverse health effects of tobacco
use, and for other purposes.

IN THE SENATE OF THE UNITED STATES

NOVEMBER 7, 1997
Mr. McCAN (for himself, Mr. HoLriNGs, Mr. BREAUX, and Mr. GORTON) in-
troduced the following bill; which was read twice and referred to the Com-
mittee on Commerce, Seience, and Transportation
May 1, 1998
Reported by Mr. McCAIN, with an amendment in the nature of a substitute

[Strike all after the enacting clause and insert the part printed in italic]

May 13, 1998
Ordered referred to the Committee on Finance, until 9:00 p.m. on Thursday,
May 14, 1998, to report or be discharged
MAy 14 (legislative day, MAY 13), 1998
Reported by Mr. Rori, with amendments

[Omit the part in boldface brackets and insert the part printed in bold italic]

A BILL

To reform and restructure the processes by which tobacco
products are manufactured, marketed, and distributed,

to prevent the use of tobacco products by minors, to



N~ o o~ W N P

2

redress the adverse health effects of tobacco use, and

for other purposes.

Be it enacted by the Senate and House of Representa-
tives of the United States of America in Congress assembled,
SECTION 1= SHORT TITEE; TABLE OF CONTENTS:
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SEC. 2. FINDINGS.
baeeo produets by the natton’s ehidren as a “pedt-
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etk
tary valae of the reenlations promuleated as a result
of this Aet will be worth up to $43-000-000.000 per
loved ones:
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7
ettieate the pubhie (espectally young peeple) of the
lation to factlitate a resolation of saeh matters:

AND THE JEPICRE Sysrrs—Congress makes the follovw-

i interstate ecommeree onr a nattonwide basts and
have a substantial effeet on the economy of the
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vears:
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9

et
tets:

{8) establish a minimum Federal standard to

9 provide for the establishment of a National
ety

30) provide for the establishment of a national
health beneftts proerams and to ereate a tobaeeo
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42} previde for the establishment of a national

TITEE I REGUEATION OF THE

TOBACCO INDUSTRY

) Braovb—Fhe tertr “hiatds tenhs o vt
ety of a tobaceo produet distinenished by the tobaceo
meantne of paragraph 33 or (h-

A any roll of tobueeo wrapped m paper
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11
be offered to; or purchased by, consumers as a
tobreco whieh 18 o ciearette within the meantne of
tended for use by persons i a etearettes Tless oth-
baeeo-
means—
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9 Brrer creni—The termr Shtde  erenr”
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13
roll of tobaeco which 18 a clearette within the mean-
6
processes; o labels a fintshed tobaeeo produets
pyerohdinyh pyridine or C1cH14No; melading any

fered to; or purchased by, consumers as a tobaceo
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for persotal constption; or swho eperates a faethty
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14 H B abEvERAE—No  manafactarer; distetbi-
15 tor; or retater may wse any form of ontdoor tobaeeo
16 produet advertisinoe: tnelading bilbonrds posters, or
17 placards:
19 provided t tHhis HHer o tramfactarers distrtbrtors o
21 areta o staditn swhere athletie; masteal; artistie; o

© 00O N O 0o B~ W N P
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22 other soetad or enltural events or activities oceur:
24 EaRPeeNs —No  tHiretirers distribttors or retater
25 by mse s B Betee or o eattoott eharaeter or eartont-

*S 1415 RS2
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2 matertad swith respeet to a tobaeeo product
4 NEP—No manufaeturer; distrtbutor; or retater may use
8 Bve—
11 tor; or retatler may use point-of-sale advertisine of
12 tobaeco prodets:

16 fets:

18 £ By eeNErRE—Raeh mantdactarer of
19 tobreen produets oy disphos not more than 2
20 separate point-of-sale advertisements th or at
21 each loeatton at which tobaceo produets are of-
22 fered for sales

23 B MARKEF SHARE

24 mafactarer with at least 25 pereent of the
25 mirket shave of the tobaeen produet vobeed

*S 1415 RS2
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17
be eomprised of a display area than is not lare-
black letters on a white backeround or other
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4 weho e = veuts of voe or older ot potit of sale
5 but may not be played or viewed at sueh pomnt
6 of sates

10 are pertitted £

11 5> DerpaHrroN—-or purposes of this sub-
12 seettot; the termr “point-of-sale advertisine” weahs
13 ot privted or eraphteal matertals bearine the brand
14 nate {elote or i eonfunction with any other word);
15 loeo; motto; selhine message; recognizable eolor or
16 pratters of eolorss o amy other mdiein of prodiet
17 rdentifteation stmilar or identieal to those used for
18 tobaeeo produets whiech; when used for #s ttended
20 ettstoters at a loeatton at which tobaceo produets
21 are offered for sale:

22 SEC. 102. GENERAL RESTRICTIONS.

24 faeturer shall not use a trade or brand name of a non-
25 tobreeo prodiet as the frade o bratd tate for o ctonrette

*S 1415 RS2
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1 or stokeless tobaceo produet; exeept for a tobaceo product
2 whose trade or brand tame svas on both a tobaceeo produet
3 and o nontebaeco produet that were sold i the Hhited
4 States on or before January 15 1995

5
6
7
8
9
10
11
12
13
14
15
16
17
18
19
20
21
22
23

24
25

labeline which bears a tobaceo produet brand name
fatore or i eonjanetion with any other word) or any
formats delivered at & potnt-of-sale:

to be dissemtnated; advertistie or labehne for a to-

*S 1415 RS2
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1 diat 18 to be useds Sueh notiee shall desertbe the
7 MENT MEpa—

10 phicement of ate tobaeen produet o tobaeeo produet
11 package or advertisement—

12 Y as & prop 1 any television program or
13 thoton pretire prodheed for vesehe by the cen
14 eral pabhe; or

15 B} 11 & video or on & video eate machine:
16 e AppEe ik —The  term Svideo eame’
17 means any eleetrontie amusement deviee that atthizes
18 & eotptiter; heroproeessor; or stnthar electrotte et
19 ettty atd Hs owh enthode tae ttbes o s destened
20 to be used with o televiston set or a moniter; that
21 Hrteraets with the user of the devtee:

23 Proprers—No direct or idireet pavment shal be made

25 for the priepose of promotine the tmaoe or tse of o tobaeco
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21
vicheds under 18 years of age or throueh a hive perform-

SEC. 103. FORMAT AND CONTENT REQUIREMENTS FOR LEA-
BELING AND ADVERTISING:.

a tobaceo product shall use only black text on a white

Gt 18 affixed to a wall or fixture m
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22
pabheation—
denees

be advertised any advertising for a tobaceo produet i an

or seund effeets:
2> With respeet to a video format; the advertis-
e shall be hmited to statie black text only on &

*S 1415 RS2
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23
or sound effeets:
namre of the produet and a statement of the ttended tse

for Persons 18 or Older:

tended use for a smokeless tobaceo produet 15 as fol-

*S 1415 RS2
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17
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20
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22
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24
sons 18 or Older:

SEC. 105. BAN ON NONTOBACCO ITEMS AND SERVICES;
CONTESTS AND GAMES OF CHANCE; AND
SPONSORSHIP OF EVENTS.

ket; heense; distretbute; sels o eattse to be marketeds B

produets:

*S 1415 RS2
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o tem {other than a tobaeco produet) th eonsideration
of-parehase; or eoupons; of such a parchases
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10
11
12
13
14
15
16
17
18
19
20
21
22
23

tor; or retater shal sponser or eanse to be spon-
tarer; distributor; or retater may sponser or eanse
v
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{or Iy GENERAE—With respeet to & tobaceo produet;
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27
and Paekaging
o By 6ERAE—

ease:
WARNING: Smokine Can IH You
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28
eases
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29
1 shall not apply m the ease of a flip-top etearette
went reqatred by paragraph 1 of sabseetion (o)
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30

1 With respeet to whoele page adver-

) With respeet to half page adver-

1 With respeet to whote page adver-
types

) With respeet to half page adver-

*S 1415 RS2
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31
) With respeet to whele page maga-
steh brand of ciearettes i accordanee with & plan
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32
ted by a manufactarer or Hnperter of ectearettes

9 By Rttt aetter o Hie

speet to a brand style of eigarettes manufae-
tared or tmported by such munatactarer or Hn-

*S 1415 RS2
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33
eraph H5 shel apphe st respeet to the apph-
eraph (A shall inelade in #s appheation a plan
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34
does not apply to a distributor; & retatler of etgarettes who
By ek —

Caneer:
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35

bels:

Caneer:

kabel statement requived by paragraph 1 of sub-
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36

tobreco produets who does tot matafacture; ee; oF
Hrited States:
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22
23
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26

[GV]
§]

’

i
§
%

stbtitle shall be considered a wiolation of seetion 5
$16:600-
the ease of a violation of seetton 1 or H2 or upon apph-
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38
oh ahy packaee of H any advertsement of etearettes or
& smokeless tobaeeo produet:
e to the use of ctenrettes or smokeless tobaeco produets
ate or reexwlation to be meluded on any package or 1 any
advertisement of eiearettes or a smokeless tobaeeo prod-
wets

*S 1415 RS2
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2 eress a report eottatte—

3

© 00 N O 01 b

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24

1 a deseription of the effeets of health edu-
propriate:

bt o € & renor pinine

1 a deseription of the enrrent sales; advertis-
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© 00 N O U b~ W N PP

N N N DN PR P P PP PRk R
Ww N b O © 00 N O O A W N B, O

24
25
26

40

1 for export from the United States; or
streh exemptions shall not apply to ctearettes or smokeless
sade or distribution to members or untts of the Armed
to Tobaeeo Produets
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41

produets only o direet; face-toface exchanee without
may break or otherwise open a tobaeco produet to sel or
he ndividaal eigarettes or & number of eigarettes that

*S 1415 RS2
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42
cistribrtor; or retater may sell or eanse to be sold; or dis-
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43
ot retater may distribtte or eatse to be distribated
any tobaeeo product throuegh a selfservice display
permitted to enter at any tme:
be distributed a tobaceo produet throneh mai-

*S 1415 RS2
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10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25

4
determines that a stenifieant namber of under-
Tobacco Sellers
sultation with the Seeretary; shall establish a program
trder which an entity swottld be requtred to obtatn a State
to consumers unless steh entity has i effeet a tobaceo
the State i which the producets are to be sold or otherwise

*S 1415 RS2
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1 in this subtitle that provide for the Heensine of entities
2 enonoed in the sale or distribution of tebaeeo products di-
3 rectly to consamers and shall enforee saeh hws in aeeord-
4 anee with seetion 133

5 SEC. 132. REQUIREMENTS.

10 that i3 issued by the State: A separate heense shall
12 prodhrets are distribtted or sold at retatk

17 persont shal have obtatned a heense 1 order to dis-
18 tribtte steh produets:

19 th Frr—The State e assess ob ahtet Heetstre
20 fee with respeet to each entity that destres to obtain =
21 heense under sabseetion fa Amounts dertved from sueh
22 fees shall be nsed to offset the admimstrative eosts -
24 this stbtthes

25 & APPHEATION—
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46
stthtitt to the State ot appheation for o heetse G-
rerew a heense or deny an appheation for a I
of recetvine a properly completed appleation
eatton denvie the isstanee of a heense or re-
fastne to renew o heenses
deny the issuance or renewal of & heense upon

*S 1415 RS2
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47
tssted by the State shall be valid for a pertod deter-

otherwise distrtbutes tobaeco produets to a constmer
withott a tobaceo heense i effeet as provided for 1
prisottrent of not less than 6 months; or both: With
respeet to any eorperate employer of sueh an thdi-
vidal, the corporation <hall be subjest toa fine of

*S 1415 RS2
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48

*S 1415 RS2

year periods $500; or & 3-day saspension of
the tobaeco heense; or both:
1 Feor a second offense within any 2-
) For a third offense within any 2-
year period; $25000; or & SO-day suspen-
v For a fourth offense within any 2-
) For a ffth offense within any 2-
year periocs $10;600; or & t-year suspen-
1 For a sixth and any subsequent
eenses
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49
H Norrer—tHpon a findine that a tobaces K-
Farisdietion to have violated & provisten of State law
or by registered mail at the prineipal place of bust-
23 SespenstoNn—-UWpon findtne that a forther
msteative aetton to suspend the heense for a pe-
faH2H B H an admindsteative action to suspend a

*S 1415 RS2
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50
served personally or by reeistered matl upon the k-
administrative action to revoke a tobaeeo heense that
wssted: H an administrative action to revoke a k-

22 e detrettres o refstte to retewr o heetse tder Hhis see
23 tion by filine a complaint i & eourt of eompetent jarisdie-
24 ton A complaint shall be filed within 30 days after the

*S 1415 RS2
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3 SEC. 134. FEDERAL LICENSING OF MILITARY AND OTHER
4 ENTITIES.

8 plement a Federal tebacco hicensing proeram to be apphed
11 seetion 280HeH2) of title X5 United States Code);
12 £23 1 any Hitted States embassys

14 Federal Government etther in the United States or
15 H & foreieh cottteys

17 Tnited States; o

19 othet Federnd properte as detertied approprhtte by
20 the Commisstorer:

22 tabhshed wnder subsecton (3 shed appls reqtiretrents
24 tons) stntar to these required to be implemented by

25 States wder this sabtithes
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52
anee Aet (25 56 450b) shall be treated as a States
Subtitle E—Regulation of Tobacco
Produet Development and Man-
ufaeturing

*S 1415 RS2
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53
wets™
striking “Hexeept & new antmal drae” and m-
sertie “fexeept o tobaeco produet; & new ant
el draes =
s “Steh tertt thedides o tobaeeo produet sehieh
of the following new paragraphs:
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54
h ExrorermENtT—Seettor 30+ 21 H-5-6- 33 s
Hot of—
“5 H # 18 o tobaeeo produet and # does not comply
352} is amended by addine at the end the followiie
Sy H # i o tobneeo product and s babelne does
Hot 2B 24 s 360etrH BT s anended
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5]

Aet; a tobaeco product shall be elassified as a elass H de-
B2
SEC. 143. HEALTH AND SAFETY REGUEATION OF TOBACCO
PRODUCTS:
“CHAPTER BX—TOBACCO PRODECETS

*S 1415 RS2
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26
the Commisstoner may not promuleate a reenlation that
proflbits the sale and distribttion of a tobaeco produet
baceo Settlement Aet:
ander seetton 993 shall at & mintmum require that a to-
whder seetion 995 shall at a it regtire that a to-
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D7
baeeo prodiet be deemred to be adulterated Hf the Commis-
“SEC: 905: PERFORMANCE STANDARDS FOR TOBACCO
PRODUCTS:.
tabhshed thder this seetton for a tobaeco produet—
or mjury that may result i consumers a3 a result
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“B provistons for the testine {on o sat-

for the testine {on a sample basis or; H nee

tet

“5) a proviston requirthe that the sale
of & device may be otherswise restrieted under
Hement Aets
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ot eor ether econferences; workshops; o+ other
make & stentfieant eontribution:
i the Federal Register a notiee of proposed rule-
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tHons
ment of a performanee standard under His seetton
shad—

speet to the produet; and

meladine a draft or propesed performanee
provide for a ecomment pertod of not less than 60
eonmittee shall be deemed to be a reference the Set-
906-
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a perfortatnee standard established under Hhis seetton
Aets
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4 to serve as chatrperson of the Committeer The Comntttee

8

9
10
11
12
13
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17
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shat—

seetton 905
tets:
3 examine and determine whether there 18 &

“SEC. 907. REQUIREMENTS RELATING TO NICOTINE AND
OTHER CONSTITUENTS:

seetion {d); the Seeretary; based on a findine under sub-
seetton b may adept a performanee standard whder see-
tton 905 that requires the modifieation of a tobaceo prod-
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the produet; or

) il not result 1 the ereatton of a ste-

whether a stentfieant demand for contraband prod-
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mination by the Seeretary with respeet to & petition

the tnited States that exeeeds & 12 millieram tar yeld;
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2 eomplete elimination of nicotine yelds i a tobacco prod-
3 wet
8 standard to completely ehiminate nicotine yvields m &
9 tobaeeo produet:
10 2 DErERMEATION—ARY  performatee
12 adopted unless the Seeretary determines that the
13 standard—

14 “A) wiH result 11 a stentfieant overall re-
15 dretton t the headth risks assoetated with the
16 tse of the tobueeo prodiet tivolred by cotst-
18 tobeeo prodiets bt dse steh produets tess
19 oftenr and tdividuds who stop aste sueh prod-
20 Hedss

21 4 15 teehtotootents feastbler ahd

22 G vl mot restt e Hie erention of a ste-
23 nifteant demand for econtraband preduets or
24 other tobreeo prodiets that do not tieet the

25 petrfortatee standard:
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“3) Heabry BENgrrrs—In makine a deter-
tine; shall be based upon a preponderance of the evt-

faetarer; throueh a Part 12 hearthe or notice and
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& petition filed for an administrative review of the
with seetion 904 a) shall require that a tobaeeo produet
be deemed to be mishranded i the labeline of the package
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1 produect presents a redueced health risk as compared to
2 other sttar produets:

3

© 00 N O 01 b

10
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apply to the labeling of a tobacco produet; or the
product; if—

eifte elaim that will be made & part of the label-
labeline of a tobaceo produet package; or the makine
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mantfaetarer of a tobacco produet shal provide

shal promdente reewlations to provide a mantfae-
with respeet to technoloey that is the subjeet of &

of a commereraty reasonable fee by each mann-
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KETENG—

seettioh to provide for a mechanism to ensure that
by the Commissioner that the manufactare of a to-
paragraph (2) shall apply to any manufaecturer
that provides a notiftention to the Comnisstoner
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subparagraph (A shall not apply to & manufae-
tarer H—

Hot; aned

vide the technolooy mvolved; for a commer-
#o mannfaetarer eleets or aerees to muantfacture
avatable purstant to this subseetton within a rea-
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Hon desten vahduation thehidine a proeess to assess
the performanee of a tobaeeo produet); packine; and
storage of a tobaceo produet conform to eunrrent
sherH—

toity Gvith & reasonable time pertod) to submit
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2 e

4 premuleated under subseetion (o) shall at & mintmam re-
S grire—

7 system by the manufacturer of a tobaceo produet;
8 2 & process for the thspeetion of tobaeeo
10 produet to be determined by the Commisstoner;
11 3 procedures for the proper handhne and
12 storage of the packaged tobaceo produet;

13 ) after consultation with the Administrater
14 of the Environmental Protection Aegeney; the devel-
15 opment and adherenee to appheable tolerances with
16 respeet to pestieide echenmeanl residies moor on eons
18 tare of the finished tobaceo product;

21 vided for t this ety and

22 6} record keepine and the reporting of eertain
23 mformation:

24 “fer PEFHONS FoR P rroNs AND

25 Vakbovete—
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75
tior or vartanee from sueh requirement:s Such a pet-
shad—

“) w1 the ease of a petitton for an ex
emphion from o reerirement; set forth the basis
eheapter;

“B) 1 the ease of a petition for a vart

(((‘;) " g ] ] L E . &Sﬂ}e
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the Seetetey seith respeet to o pettton referred to
approve—

“{1 a petitton for an exemption for a
tobaeeo produet from a requirement H the
ehapter; ated

“1 a petition for a vartanee for a to-

*S 1415 RS2



7

7 echapters

9 retary approving a petition for a vartanee shall
10 preseribe stel conditions respeetine the meth-
12 for; the manwdfaeture; paekine; and storage of
13 the tobaceco product to be eranted the vartance
14 tnder the petition as may be neeessary to en-
15 stire that the produet wil comply with this
16 ehapters

17 = Bererh HHE R s — M rer the Bsstirtee
18 of an order under paragraph (2) respecting & pet-
20 formal hearing on sueh order:

25 enttnral Adjustent Aet of 1938 (£ H50 1281 et see)
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4 <SEC. 910. DISCLOSURE AND REPORTING OF NONTOBACCO

5
6
7
8
9
10
11
12
13
14
15
16
17
18
19
20
21
22
23

24
25

INGREDIENTS.

b b sbea oo s et of o bee

with—

A a hst of ol Heredientss sthstoaneess
and eompotnds {other than tobacco; water or
atel
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=th SRy

factarer shal submit to the Seeretary a safety as-

“B) result th o findine that there 15 o rea-
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“fey PROHBEION—

stbstahee; oF compothds o
90 days after the reeeipt of a safety assessment
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subparagraph (B); the safety of the ingredient;

He—

at & mitimthy reqtire that; durie the S-year pe-
Hemrent et o tobaeco produet be deetned to be ts-
reerlations referred to i paragraph (I shall at &
riod referred to i sueh paragraph; a tobaceo prod-
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et be deemred to be mshranded i the habeline of
stthstatee; of cotpotthd contatted t a tobaceco prod-
for the establishment or amendment of a performanee
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Subtitle F—Complianee Plans and
Corpeorate Culture

each manafacturer of a tobaceo produet shall prepare and

submit to the Seeretarsy & plan to ensure that the mant-
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5} contatn a desertphion of the comphanee pro-
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23 provide for the asstenment to 1 or more

this Aet;

kave & propensity to disregard eorporate poley;
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State; and local fews;
atrel
4 provide for the destorntton of o speetfte eor-
manufactuarer;
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farnish & eopy of all such reports to the Seeretary for ref-
phanee proeram established under this seetion; & manu-

any mannfaetarer; distrtbutor; or retatler of a tobaeco
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at atnetdient made by this Aet) or a State or loead baw
violation of subseetion (o) may file a eivtl action i the
& violation has ecenrred; the eourt may order the manufae-
leeed vtolation of taw or reenlation: or
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89
State or loeal regrlatory or enforcement anthortty:
ot behaH of o i aetreer; distetbitor; o vetatler of &
tobaeco produet nrless sueh tdivtduad enters o a stened

*S 1415 RS2
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all apphienble liws and reowlations relatine to the
matfaetire and distribation of tobaeeo produets;
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£6) be provided with tegal adviee by a legal
tHohs

athertrees ahd
of the assoeiation or erganization for a pertod
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sueh State; may establish & multi-State oversieht
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H v aprE—The Seeretary may assess a
et penalty against any mannfactarer of & tobaces
mine that a matter imvolving a larger penalty
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95
parasraph (2 shall not be subjeet to jucieral reviev:
order made after an opportunity for a hearme on
tarer with an epportunity to reguest sueh a hearine

promise; modify; or remit; with or without condi-
seettot
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with the Attorney General and the States; of a field
freld ettation is assessed may; within a reasonable
erest a hearme on the field ertations I a reeguest for
States Code; but shall provide a reasonable oppor-

£54 N0 pEFESE—Paetent of o ettt penabs
regired by a field ertation under this paraeraph
Hatess
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H ReHr—Any manufactarer against whom
seettor {e); or a final deeision following a hearine
neously sendine a eopy of the filine by certified mad
2 Farve—Wathin 30 days after a fibne
cotrt mvolved o certified copy; or certifted mdex as
astde or remand a penaly order of assessment
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findine of a violation or unless the order or penalty

pay an assessment of a eivtl penalty or fails to eom-
eome final or
wnder subseetion {d); has entered a final jude-
beime a ervt action 1 an appropriate distriet eonrt
to enforee the order or to reeover the amount or-
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1 aots ahd approprhttetess of steh order or as-
4 trrer swho fats to pay on o timely basis a evt pen-
10 terly nonpayment penalty for each quarter during
12 petiete shed be 19 pereent of Hhe nooreonte aiott
15 stieh qrarters

17 TITLE I—REDUCTION IN

18 UNDERAGE TOBACCO USE

19 SEC. 201. PURPOSE.

21 ment of dramatic and immediate reduetions i the namber
22 o wndernee corstters of tobacen produets threoneh the
25 are not met

*S 1415 RS2



100

1 SEC. 202. DPEFERMINATION OF UNDERAGE USE BASE PER-
2 CENTAGES.

8 based on—

9 1 the sverave of the pereentaoes of 12th wiad-
10 ers Hndividaals whe are 16 or 17 years of age) whe
11 tsed etearette produets on a datly basts for eaeh of
12 the endendar vears 1986 throneh 1996;

14 ers Ghrdividuals who are 4 or 15 vears of age) whe
15 tsed etearette produects on a duily basts for each of
16 the ealendar years 1991 threneh 1996; and

17 £33 the average of the pereentages of Sth erad-
19 etearette products on o daily basis for each of the
23 baeeo produets shall be a pereentage determined by the

*S 1415 RS2
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1996,
ased smokeless tobaeeo produets on o daty basts m
1996; and
notice and an epportunity for a hearine; that ntlizes

SEG: 203: ANNUAL DAILY INCIDENCE OF UNDERAGE USE OF

© 00O N O 0o B~ W N PP
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TOBACCO PRODUCTS:
24 o ANNEAL DEFERMEATION—DNot later than the
25 expreation of the D-vear period beotnnne on the date of
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rets; & determination under subseetion (o) for a year shall
yvears of age) who used eigarette produets on a daily
years of age) who used cigarette products on a daily
of age) who used etgarette products on a datly basts
less tobaeco produets; o determination tnder subseetion
of the Censas; of—
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of rneer who tsed etentette stiokeless tobaeeo on =
the pereentages wnder paragraphs (1 threagh (3} of
attd aft opportuntty for a heartne; that wtihzes meth-
H prtreraph H s beenr altered How peterhd
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after notice and an opportuntty for a hearthe; shal

SEG: 204: REQUIRED REDUCTION IN BNDERAGE TOBACCO

© 00O N O 0o B~ W N PP

USE.
13 wse of tobaeeo produets for o venr thased on the tables
14 eontained in subseetion (b)) has been achieved for the year

I
N Rk O

16 FHawith pespeet to eloarette prodietss the avers
18 proditets by tdividheds who e wnder B vears of
19 aee for the vear thvolved {as determined under see-

20 tiorr 203 a3 compared to the underage use base
21 prreettaee  for crerrette prodiets fos detertited
22 trHder seettoh 2020 ad

23 2> with respeet to smokeless tobaceo produets;
24 the avernoe attthd tetderee of the dutls wse of
25 stokeless tobeco prodiets by individunds who are
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“Calender year after enaet- The pereentage deerease in the
ment— use of eigarette produets—
B 30
SR L 30
BEVERHH e
BHEMER oo 50
AR o >0
Fetrth ated thereatter 60 -

produets for a year has not been achieved as required
ttrder seetion 204; the Seeretary shall impose a streharee

*S 1415 RS2
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seetion e
the Seeretary based en—
A with respeet to subparagraph (o of
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determined by the Seeretary threueh 2
eontract with & nationally recoenized ae-

Prrergias Pe
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tion 2041 and
By the namber of pereentage points by
By the mumber of pereentage points by
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charee thposed tnder Hhis seetion with respeet to a to-
i which & sureharee will be imposed under this seetion;
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later than July 1 of any year i which a manufactarer
o) PrrrrroNns—Upon payment by a manufactarer
205); the manufactarer may submit a petition to the
eonduet of a hearine on an abatement petition recerved
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2 seetton by shall be on the mantfactarer to prove; by &
4 should be eranted the abatement:
7 ot o determination as to swhether—
10 etdhett trade by this Sretd and ahy reotdhtons

11 or State or loeal lasws promuleated i furtheranee of
12 this et

13 5 the tarnnetirer has poaesied ol reason-
15 £33 there 5 oty evidenee of ane direet of e
16 reet actton by the mannfactarer to uandermine the
17 achievement of the reduetions required under seetion

19 For arendhnent b and

20 e othe trerretreer s btken for Pated o
22 the Seeretars=

24 abatement ander this seetton; the Seeretary shall order the
25 abatetnent of not to exeerd T pereent of the atnonnt peaid
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for PROHBIFION—A manndfacturer may not file o
TITLE III—STANDARDS TO RE-

PDUCE INVOEUNTARY EXPO-
SBRE TO TOBACCO SMOKE
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ehade & buildine swhich is used as a restanrant
{other than a fast food restanrant); bar; private
baceo merehant; or prison:

food throteh o enstomer prekup fetther ot a
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he faethity shall adopt and tmplement at sueh factity a
ment pohey for a publie factlity shall—
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B post a elear and prominent notiee of
more speetally destenated smokine areas within a
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SOt oy Strte o foert coverttent eeneys or the Sdt-
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pert svithess fees) to any prevaiting plat; whenever the

smoke:

Aets
TITLE IV—-NATIONAL TOBACCO
SETTEEMENT TRUST FUND

{8 CREATION—
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made purstant to this subseetion shall be at a rate

1 With respeet to—
$3:506;060000;
$4:6606;060600;
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532
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to eaeh vert Hherestter tot fess e $125000-0040.
515
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that bears the same ratio to $11-500-000-000
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atel
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a vear shal be detertned by the Commisstoner
oh adult wses
mdustey sotree that expertenees a deerease
for a year as compared to the previous
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15 paraeraph (9 the folowine:
17 National Tobaceo Settement Trast Fand ander see-
18 tton 402 of the tniversal Tobacco Setement Aet’=
20 emired to make payments ander this seetion shall annueally
22 somree to refleet the simotmts of sueh paviients:
25 pavient to the Tobaceo Settement Frast Fund ander
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I
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eSSaEY exXpense i earryine on & trade or business and shall
Prriop—er purpoeses of this
seettots the ettt “hoteotiphntee pettod— Heats setth e

ment: and
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TITLE V—PUBLIC HEALTH AND
OTHER PROGRAMS
Subtitle A—Publie Health Bleek
Grant Program
hsh; as a separate fond sithin the Freast Foand es-
tablished under seetion 4014 a trust fand to be
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amothts recetved tnder a bloek erant ondy for the prrpose
e ArpHerrton—Fo be ehetble to recetve a erant
tder thits stbtitte o State shal prepate and sabiit o
avatable for bloek erants for a fisend vear under seetion
&)
&y Rearormvenes—TF o the extent that all the
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£ recetves a reqrest from the eovernine
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3 wotthd otherwise be allotted to sueh State wnder sub-
4 seetoR i ot ettt to be detertrted by o fortta
8 retary on the basts of a determination under this
9 stbseetion shall be eoranted to the Indian trthe o
11 steh a determination has been made:

12 5 Praov—In order for an hndian tribe or trib-
13 b oreatization to be ehotble for o orant for g fserl
15 Seeretary a phan for sueh fiseal vear whieh meets
17 b Prrpdross—The teems Shdban tethes
18 attd “trihad oreantratton” shal have the same mean-
19 e etven steh terms th seetion Hb) and seetton Het
20 of the Indian Self-Determination and Edueation As-
21 ststatee et (25 Hos: 450bh) and tep-

22 SEC. 504. USE OF FUNDS.

23 frr By GEveRE—otthts provided to oo State

24 wndder a orant under this subtitde shall be psed—
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133
1 to establish o State tobaeeo produets bt
ments of subtitle D of title L; and

amounts provided under & erant under this subtitle for

24 proveams or projects ot approved of by the Seeretase

25
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o seekieve—lreh Strbe Hiert peeeies o
the purpese of mwekihg payments wnder paragraph
P2
dividuals who have obtatned a judement m a to-
baccorehated aetion broteht th a State conrt; or whe
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7 shall respond i an expeditions manner to eom-
8 phattts of o stubstantial or sertons tatuare that a
10 reettetretts of this stbtites

12 withhold funds wnder paracraph (B from o State
13 for o thor fattee to cotplhs seith the reqtrerrents
14 of this subtitle:

15 ) bevisrreartons—The Seeretary shall conduet
16+ severnd Strtes e each fisend vent tvestiontons of the

[
\l

20 {6 AVAHABIHEY oF Dyroramarron—1Uaeh State;
21 and ench entity which has reeetved funds from an allet-
22 et made to a State under this subtite; shall make avath
23 able to the Seeretary; for examination; eopyine; or me-
24 ehatienl reproduction on or off the premises; appropriate

S
© o
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& reasonable request therefore:
Subtitle B—Other Programs
a programr to be known as the “Nuttonad Smokine Ces-
) be a publie or nonprofit private entity:

*S 1415 RS2



© 00 N O 0o B~ W N PP

N N DN DN DD DN P PP PR PP PP
aa A WO N P O ©W 00 N O O b W N B O

137

H By PNMPEs—AR entity that reeetves a

eetve & grant under this seetion shall use amounts
provided under the erant to enroll it a tobaceo prod-
tet wse eessatton proeratn of to ptrehase a tobaeeo
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Her:
SEC. 512. NATIONAL REDUCTION IN TOBACCO USAGE PRO-
GRAM:
& program to be known as the “National Reduetion v To-
produets:
b EaHtry—Fe be chetble to recetve a eorant
entity; or & nonprofit private entity;
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seetior {te)s and
e sk oF FFevbs— et that reeetres o ottt

etratt to—

expostire;
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SEG: 513: NAHONAL TOBACCO-FREE PUBLIC EDUCATION

PROGRAM:

posed of 9 members to be appotnted by the See-
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6 Board: A members of the Board who are offt-
7 ecers or emplovees of the Hnited States shal
10 ees of the United States:

15 ehapter 1 of chapter 57 of tithe 5; Hhited States
16 Coder white wvens from thetr homes o reetthr
18 tees for the Board:

20 shal establish & proeram to be known as the “Nattonal

21 Fobnecotree Prablie Hdueatton Prootam— wnder which
22 the Beard may enter into eontraets with or award erants
24 ont pubhe tfortmtond and edterttottd aetieites de-
25 sivned to rediee the tse of tobaeeo produets:
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e EHemitry—TFo be ehetble to reeetve a eorant
4 be a—
&) publie entity or a State health depart-
ment; or
£ i not affihated wth & tobaeeo
product manufactarer or mmporter:
G5 has & demonsteated reeord of
melrding a deseription of the aetivities to be eon-
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a proeramt to be knowh as the “Nattonad Jvent Sponsor-
et ey—TFo be chetble to reeetve o orant
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vitted;
teant; or entry myvolved was sponsered or other-
Ho o eerttlientton that the appheant s -

Ivents; activities; teams; or entries for which & grant may
whoele or 1 part by a tobaceo manufacturer or dis-

*S 1415 RS2



146
{2) the partieipation of a team that was spon-
Aet; 1 an athletie event or activity and
(3} the payment of & portion or alt of the entry
vided to; an mdividual or team by a tobaeeo mana-
athletie; mustead; artistie; or other soerd or exdtural

© 00O N O O B~ W N PP

U
)

event:

& Hst oF Fexpbs—Amounts reeerved under a
14 B pay the eosts assoctated with the spon-
16 seettor feH)

e
w N

17 B provide for the sponsorship of an mdividaal
18 or teatr:

20 the participation of an mdividual er team m an
22 D4 provide frnttetnd or techiiend stpport to ok
23 tehvidtal o teatt th eottiection with the partetpa-
24 ton of that mdividual or team th ah activity de-
25 sertbed t stbseetion (13 o
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2 priate by the Seeretary; and

3 {2} promeote Hnaees or aetivibes to diseottrnee
4 thistdtds from tste tobreeo proditets of eheott-
10 lowes:

11 1 50 pereent of sueh amounts shall be used
12 to stpplettent atrotnts  aeatable for  mrdtmedia
13 et petets thder seetton Hh2e

14 23 25 pereent of sueh amounts shall be used

15 to supplement amounts avatable for enforeement
16 privposes tnder seetion F0hecb a1 and

17 3 25 pereent of such amounts shall be used
18 to stppletient arotts avathible for cotrrtts e
19 et proetais thder seetion 210

20 H# Fevpivae—The Seeretary shall wse  amotnts

22 SEC. 515. NATIONAL COMMUNITY ACTION PROGRAM.

24w procvats o be koowt as the =Natiorad ooty e
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th) ERteiBitry—to be chetble to recetrve a grant
1 be a State or loeal pubhie entitys

prirposes of this seetor and
propriate by the Seeretary:
e Frvbbva—The Seeretty shal sse atotds

& program to be known as the “National Cessation Re-
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1 1t B rY—
3 5 APPHIONAEL REQEREHNES—
6 SEC. 517. USE OF SURCHARGE PAYMENTS.
7
8
9

10 FHE e not fess than 90 pereent of steh smonnt

13 ther reditee the txe of tobaeen prodiets by individ-
14 wals who are under 18 years of age; and

15 24 wse ot more et H pereent of st
17 the admmsteation of tithe H and of ehapter B of

18 the Federnd Foods Prie and Costretie et fas added
19 be seetton H3H-

22 i subsection fH2d are tess He the aronnt aenthable
23 under seetion subseetion; the Seeretary may—
24 H teamster ate steh exeess ottt o other

25 Fedetad States o toet aoenetes to tieet the needs
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2 tsaee; o

5 ey Eemiry—To be ehigtble to recetve a erant
7 1 be a State or loead covernmental or pubhe
3 heatth ageney;

12 £ provide assuratees that amotnts reeetved
13 trieer the wrant will be nsed i aecordanee with this
14 seetion; and

15 B meet any other reqitrements determined ap-
19 TITLE VI—CONSENT DECREES,
20 NON-PARTICIPATING MANU-
21 FACTURERS; AND STATE EN-
22 FORCEMENT

23 SEC. 601. PURPOSES.

24 15 the prrepose of this title to provide for the estab-

*S 1415 RS2
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Subtitle A—Consent Decrees and
Hietts thder HHe Yo o States and to be ehetble to recetse
hability protections under title Y a tobaceo manufae-

*S 1415 RS2
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the underage use of tobaceo produets for a year
=+
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provistons of a consent deeree must be approved by the
Seetetits priot to approvad or ety by o cottrts
oy amendients to Hhis et that—
ttenforeeables
Hoest en Bles srmd

ments:
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tive rehef provided wnder a State actton under
whtder a eonsent deeree that 15 not exelusively
tarer to which this Aet apphies shall enter inte & National
1 developed by the Seeretary as a bindine and
Aet; and
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£2) desiened to be enforecable i Federal or

that eleets not to enter Hito o eonsent deeree under seetion
eleets ot to enter Hto a consent deeree under see-
tion 602 and not to beeotte o stenatory to the Na-
shalt be subject to an annuat fee established under
establiched under this subseetton for a year

shalt promralente regulations for the purpese of
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stteh depostt H the manufacturer had been a stena-
fand of a manufacturer under paragraph ) shall
Subtitle B—State Enfereement

H Iy cEvERabE—Subjeet to paragraph (2
ahy payments to a State under seetion 4035 unless
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the State mvolved has i effeet a law providing that

that meets the reqiirements of this seettots

SrAPES—In the ease of a State whose legislature
does not eonvene a reerlar sesston m fiseal year
a conditton of a receipt of pavments under seehton
tatter; or distrtbitor of tobaeeo produets to sell or

not parehase or attempt to purchase; reeerve or

*S 1415 RS2
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attempt to reeetve; possess oF attempt to pes-
sess; smoke or attempt to smoke; or otherwise
wse oF cohstine or attempt to use or cohsume
a tobaeeo produet 1 a pubhe plaees
an dividaal under the age of 18 o possess a
that the State Pohee of a State; or sueh loed
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© 00O N O 0o B~ W N PP

e <
W N B O

14
15
16
17
18
19
20
21
22
23
24
25

160

the State shall prepare and sabmit to the Seeretary o re-
1 a detatled desertption of the enforeetent ae-
{2} a detatled deseription of the progress of the
3 a detatled deseription of the methods used
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tions for the dentinlity of inf :
4 a detatled deseription of the stratestes that
{5) the identity of a sinele State ageney that s

retary shall make a determination as to whether each

*S 1415 RS2
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H By apra—With respeet to a State that
redhretton shall not execeed an amonnt equal to 1 per-
rates
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Seeretary that the Seeretary itends to make o re-
drretion nnder subseetion (¢ 18 recerveds & State may
petitton the Seeretary for a release and disburse-

PExb—E ot recetpt of o petiton thder prta-
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of the Hnited States subjeet to a finad dispost

stdertre a petitton reeetved under paraeraph

*S 1415 RS2
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by the Seeretary on a petition tnder paraeraph
by a preponderanee of the evidenee; that the
State should be eranted a release and disburse-
B Hearpve—The Seeretary shal hold &
H5 Ristast oF pevbs—Epon o deter-
State attortey eenerad agerteved by a deeiston
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of the Seeretary under paragraph (2 maw

shedt be finak
TIFEE VH—PROVISIONS RELEAT-
ING TO TOBACCO-REEATED
CIVIL ACTIONS
mantfaetarer; distribttor; or retater that 18 & steha-
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tribator or retatler that 13 a sienatory to the Na-
after the date of enactment of this Aet by a Federal;
of & tobaceo produet:
et that are pending against & manufactarer;
chstribttor; or retatler that s a sienatory to the
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o & tobaceo produet that are pendine against
a mahtfactarer; distribttor; or retater that s
chstribttor; or retatler that 8 & sienatory to the
pendenee on a tobaceo produet:

for relief arisine from the eonduet of a manafactarer; dis-
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ant; 1 an action that mvelves a violation of this sub-
eotrt:
may be plaintffs i a eivil action to which this see-
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1 £ hndivtduals brinete daims; or elaims
4 thehvtdrads:

6 Based on stbrocation that were pendine on
7 June 95 199F

10 thder subparagraph (A

12 oty to actions broueht aeainst a stenators of the
13 Nattorrad Fobaeco Control Protocol under seetion
14 612; & suecessor or assier of sueh & stenatery; any
15 fattre fratdhdent teansferees; or any entity for sut
16 destotted o stvive o deftet stormtorys Steh ste-
17 natortes shall be wieartously hable for the actions of
18 et toehtss

19 H Retovad—xeept as provided th subseetton (e

N
[

23 ennetient of this Aet; of aty tobaeeo produet that reduees
25 bl o diseoverables

*S 1415 RS2
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other eosts assoctated with bette a defendant 1 an aetion
for relief arisine from the eonduet of a manufacturer; dis-
tributor; or retatler that 18 & stenatory to the National To-
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THITEE VHI—PUBLIC DISCLO-
SURE OF HEALTH RESEARCH
to settle elaims of attorney-elient privilege; work produet;
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mathtained 1 a manner that permits the Deposttory to
be wsed as a resonree for hteants; pubhe health erenps;

R(:}'}%@S‘l‘é@ﬂ'w H ¥ ﬁf t‘h@ U‘H'l't ed ¥ﬁﬂgd’61ﬁ)7
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{& the Federal Trade Commission’s mves-
marketine:
atel
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to 1 this subseetion; and after a eood-faith; de nove;
privilege;
{63 & eomprehensive new attorney-chent privi-
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of the United States shall establish & Tebaeco Doen-
fietads or the publie or asserted I any action by &
respeet to trade seereeys
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) AssEssENG 0F PRES—AS part of a deter-
a elaiant of the privilece aected th eood farth and
had a factaal and legal basts for asserting the elamm:
cires for the aeceelerated review of ehallenees to =
a elaim need not make a prima facte showing of any
kind as a preregiiste to an H eamera revitew of the
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7 seetion o) shall not be deemed to be & watver on be-
9 protection:

12 ented to proteet aeatnst the destraetion of doe
13 Hents:

15 tattted 1 the Deposttory shall be deemed to have
16 been prodireed for prtposes of ahy tobnecorehited
17 htieation i the United States:

19 term “doements shal tebrde sy paper doctents that
21 files:

*S 1415 RS2
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weahs a producer that owns o farm for whieh o to-
of the 19945 19955 e 1996 erop years:

&) a producer that owns a farm that pro-
dueed tobaceo pursuant to a lease and transfer
to that farm of all or part of a tobaceo farm
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the 19945 1995; or 1996 erop years; or
farm eperator to produee tobaeco under a to-
for any of the 1094 19955 or 1996 erep years:

meahs & produeer who—

& 1 the principal producer; as deter-
tittted by Hhe Seeretrss of tobaeeo on o far
where tobaceo 18 produced purstant to a to-
for any of the 1094 19955 or 1996 erep years;
atret

5} 13 not a guota holder or guota lessee:

meatis—

rretdtre: ahd
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RV FRARZAAHON FREST FEND
tered by the Seeretary
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year—

seetion 102 and
vanee made under this subseetion shall be at & rate
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be paid wnder—

atel
B $4506:000:000 for each of fisend vear
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2 yedrs

6 5) subpart 9 of part & of title IV of the High-
9 £ $42:500,000 for each of the aeademie
10 vears 19992000 throuneh 20032004

11 B} $50;000,000 for each of the academie
12 vears 20042005 threweh 20082009

13 {6} $57500,000 for each of the aeademie
14 vears 20092040 threuweh 20432044,

15 D} $65;000:000 for each of the nendeme
16 vears 20042045 threouweh 20482049 and

17 5 $72;500,000 for each of the academie
18 vears 20492020 throuweh 20252024

19 & Btbekraky FrEATMENT—This seetion eon-
21 Aets and represents the obheation of the Federal Govern
22 thent to provide pavtients to States and ehetble persons
23 in aceordanee with this titles
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SEG: 912. CONTRIBUTIONS BY TOBACCO PRODUCT MANU-

FACTURERS AND IMPORTERS.
H the tx Habiis of o tobaeco prodiet ot
seetton 2) for a ealendar year under seetion 5705 of
shal—
H determe—
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b
) $2-100-000-000 for ench of fisent venrs
B} $500-000-000 for ench of fiseat vears
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Fand for a fiseal year shall be equal to the produet ob-
seettort hHHH-
SUBTITLE B—AGRICULTURAL
MARKET TRANSIFION ASSIEST-
ANCE
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& result of & deerease in demand for domestieally produeed
tobaceo:
whder this seetion; & ot holder; quota fessee; or qrota
tenant shall—
Fert—
&) the producer was a gquota holder and
throteh—
baceo produeer; or
Gy the hivine of & quota tenant to
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15} the produeer was a guota lesseer or
Y the proditeer was o (tota termht
& eaota lessee shall be egqaal to—
potunds of tobaceo guota estabhshed for a farm
sees less
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A9 for which a quota tenant was the prinepal
a grota tenant shall be equal to the sam of—
and
to a farm owned by the guota lessee; or
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there 15 a marketine quota or aHotment {on an aere-
i aeeordanee with this stbseetion {based on a
guota or allotment for the 1994 threneh 1996
marketine guota for a kind of tobaeeo is less than the av
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of tobneco for the 1994 throush 1996 marketine
efrota lessee; or guota tenant; by
3} $4 per porne:

payments made ander this seetion to a grota holder; guota

efrota lessee; or guota tenant; by

TP ‘{E)$¥(V
Py K

G
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ander subseetion () for a marketine year exeeeds
retary shall make a pro rate reduetion m the

Beeo QEotA—stbjeet to paragraph (b  the
sale and transfer of a farm marketine guota under seetion
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atel
Hiphyi
have—
atable to the quota; by
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transter of ownership of a farm that 1s owned by & guota
te the rieht to parments ander sabseetion (b i Hhe
ments ander this seetion dies and is survved by a spouse
or 1 or more dependents; the right to reeetrve the payments
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national marketine guota for a kind of tobaceo

marketine year; or

HHbtehs;
BHeteh;
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eeqral to—
reeetved by the gquota holder; guota lessee; or
SEG: 922. INDUSTRY PAYMENTS FOR ALL DEPARTMENT
COSTS ASSOCIATED WITH TOBACCO PRODUC-
TION.
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werth tobteor

qaota lessees; or grota tenants: or
25 i1 & manner that results 1 a deerease; or

shal detertre—

ta); and
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|
;
E
E

MENT GRANTS.
ereive; inchiding
1 & desertption of the aetivites that the State
and
51 a desertption of the steps to be taken to en-
to ety ottt this seetton for o fisend vents the See
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years (a5 determined wnder paragraph (21 bears to
shal be entitled to a pavment ander His seetion
ment of a State under suabseetion {e) that the See-
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eation reqaired wnder subseetion by shadt be realot
B by ermERAE—Amonnts recetved by a State
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to asstst & cotnty 1 the State that has been deter-
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reeetved by o State thder this seetion shad be
& . develor ities des
paragraph {hs or
e

recetved by a State under this seetton shall be
& State shall demonstrate to the Seeretary that
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recetved by a State under this seetton di-

reciptents of funds under Hiis seetton to provide a pref-

restded; 1 & ecounty desertbed 1 subseetion
teH2); and
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B is ehetble for a farmer opportunity
erant under sabpart 9 of part A of title IV of
{6} has sueeessfully completed & eourse of

SEG: 924 MODIFICATIONS IN FEDERAL TOBACCO PRO-

GRAMS:

18 amended—

i effeet; on the receipt of a petition from more
tobaeeo th a State; the Seeretary shall eonduet
& statewide referendum on any proposal related
i & State reguested by the petition that 18 au-
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SR AR RReE oF BReRosbs—H w v
Shtte approve o proposad oo referenditn eone
shal Hiplement the proposal th a manher that
134 5 amended—

equivatent to ench penatty eollected by the Seeretary nnder
this seetion shall be teansmitted by the Seeretaty to the
Seeretary of the Treasury for deposit in the Tobaceo Com-
tion 101 of the HEAR Aet
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taral et of 1949 (4 H-5-C- 14454 1s amended by
+ oo HH2 and fsertiie Sseettonr HOBY or

SUBTITLE C—FARMER  AND

WORKER TRANSTHION ASSIST-
ANCE

seettoh prrstant to a petitton fled under subseetton
) Hf the Seeretary of habor determnes that a ste-
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1 firm have beeome totally or partially separateds or
2 are threatened to become totally or partially sepa-
3 rateds and—

4 ) the sales or produetion; or both; of
6 lntels and

7 (B) the mplementation of the national to-
8 baeeo settlement contributed importantly to
9 steh workers sepatation or threat of separation

10 and to the dechne 1 the sales or produetion of
11 sueh firm or subdivision:
12 (2} DEFRITION OF CONTRIBUEED DHPOR-

13 by prsneraph B the term “eontrib-
14 trted Hrportethel fiedts o cetse that iy Hrportet
16 erses

19 deseribed in prengraph (1) in meking preliminary
20 finehines wnder sbsection thi and determitetions
21 ander subseetion (o)

23 ANCE—

24 1 FiNG 0F PRIEPIONS— petition for eer
25 tifiention of elotbility to apply for adjustment assist-
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e or warchousing of tobaceo or tobaceo produets)
or by their certified or recognized umon or other

receipt
of & petitton under paragraph (1 the Governer
shall—
Hon—
1+ ke a prehminary findine as to
with & statement of the finding under
{e); and
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AL TQ
cATTONS—

days after reeetving & petition under subseetion
Hpen a determination that the petition meets sueh
by the petition a certification of ehetbility to apply

B by ernpErRa—Workers eovered by a eertift-
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to the same extent as workers eovered whder a eer-

vided wnder part 1 of subehapter B of chapter

Hoss 2204 et seq); exeept that—
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Mo tpot o Frichine that b pot Feas
sthle oF approprinte o approve o teaiihe
program for a worker; shall not be apphea-
2203, 1 order for a worker to qualdy
the later of—
Pesttes a0 certfiention eovertne sueh

worker:

latine to enrollment of a worker H & trath-
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for a pertod of not to exeeed 30 days:
1 Oetober  1008; or
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{2) the date on which legislation establishine a

“SEC: 420E: PROGRAM AUTHORITY; AMOUNT AND DETER-

MINATIONS; APPLICATIONS.
u(a) ProgRrAM AP ORI op Mirgep oF
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oradtate; o farter opportuntty erant 1 the amount
25

*S 1415 RS2



© 00O N O 0o B~ W N PP

N N DN DN NDDN P PP PP kPP PR
o A WO N P O ©W 00 N O O b W N B+ O

217
erant for a student elietble under this subpart
shall be—
where a stident attends an tstitnton of hieher
edueation ont less than a full-time basts Grelad-
hieher edueation on less than a half-time basts)
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that stadent s not so attendine on a ful-time
basts; 1 accordanee with a schedule of redue-
poses of this sabparagraph; eomputed m ae-
s determined that the amount of o erant exeeeds
1 by eEnErRa—The pertod durine whieh a
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stadent i3 enrolled 1 a noneredit or remedial eourse

the parestt of a first undereraduate bacea
atret
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461e)
stadent destring a erant for any year shall e with

23 tion and fees and; i the ease of mnstitutionally ewned
24 heouste; root and board: The student may eleet to have
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to be a contractor muthtatnie a system of records to ae-
comphsh a fanetion of the Seeretars Reeiptents of farmer

ander this sabpart; a student shall—
= be o mewtber of o tobreco fart fams
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= Hot owe o refihd on eratts previotshe pe-
part D; or & loan made; insured; or enaranteed by
institution:
& doenment; that need not be notarized; but that
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seettoh b o shdent g meirher of 8 tobaeee
dent was—

inlaw of an individual deseribed i sub-
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“B) an mdividual whe was a dependent
seetior (aH3); a stadent 1 maintainine satisfactory
atel
€ average o Hs eqiivalent; or aeademe stand-
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=2 SPRebd ke Whenever o stident fats
ot a5 o restl of the appheation of this swh-
seetion ahd subsequent to that faiture the student
jeet to this subseetion: nenin be ehioible under sab-
“3Y WarvER—Any institation of hisher edu-

© 00 N O 0o B~ W N PP

=
o

11 eatton at which the student i3 i attendance may
13 r—

[EEN
N

“HAS the death of a relative of the stadent;
stadent; or

e e e
© N o O

20 GrapEATES—In order for a student who does not have
21 & certiftente of eraduation from a sehool providine second-
22 v edhreation, or the peeootized eognvlent of <ieh eertili-
24 the student shall meet etther 1 of the folowine standards:

*S 1415 RS2



© 00 N O 0o B~ W N P

N NN N DN R R R R R R R R R
A 0O N P O © 0 N O 00 b W N L O

226
desertbed or approved by a State for the purposes of
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2217

4 Cotrhsts— stiadent bl not be ehetble 0 recetre n
S eratt under this subpart for a correspondence cottse -
6 e streht eotse s part o a prootam teadine to an sssoei-

7 wtes baehelors o eradtnte deorees

8

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25

leads to a recognized asseetate; bachelor; or eraduate

b AD—A students elietbtity to recetve a erant
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ander this subpart may be reduced i & finaneial aid

mstraetion results 1 a substanttally redueed eost of

18 abread proerams approved by the home stitution at
19 whieh a stadent is envoleds i othersvise ehetble stadent
20 she i3 engaged i & program of study abroad appreved

22 stident is eneoled shall be ehotble to recebee o orant nnder
24 procratr ts reqitted as port of the stidents  deoree
25 proorats
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not deny; reduce; delay; or terminate a student’s el
2y PDENAE ok FERMBERATION—H there 18 &
3

with respeet to any error I a soeral seeurty
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By any stadent with respeet to any error

# & soetal seenrity number; anless sueh error

was a result of frand on the part of the
SUBTHLE Db—IMMUNITY

SEC. 941. GENERAL IMMUNITY FOR TOBACCO PRODUCERS

AND WAREHOUSERS:
TITLE X—EFFECTIVE DATES

AND OTFHER PROVISIONS
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stbtitle & of Hitle 1 shall be appheable to retaters on
£33 The provistons of subtitle & of title + relat-
et
tide 1 and of chapter 9 of the Federal Foods DPrue
speet to—
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Hon 402, or shall be constdered a nonpartietpatine tant
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6 reqtirements of the Foods Druae and Cosmetie Aet
7 to tobueeo produets  tahtfretireds distrtbiteds o
9 2 BB HrEyY FoR : the
10 regtilations promuleated wnder paragraph (1 the
12 or tribed oreantration th meetine and enforeme the
13 reetretents trder steh reontations H—

14 A9 the tribe or oreanization has a govern-
15 e body that has powers and earrtes ont duttes
16 thett wite =tmhrr 1o the powers and dities of
17 State or loeal governments;

18 B} the funetions to be exereised throteh
20 fands swwithin the jurisdietion of the tribe or or-
21 eatration: and

22 {3 the tribe o oreantration 13 reasonably
24 Hots regrtred by the Seeretars
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D of title I shall apply to retaters that sell tobaceo
mvolved to tmplement a tribal heensine pregram
ander title V-
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anee with & plan stbmitted by the tribe or orga-
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shall not sell or otherwise distribute a tobaeeo prod-
to an hndian tribe or tribal oreatization; or provide
stteh produets to a tantdactuarer; distributor; or re-

© 00O N O 0o B~ W N P

A
N B O

e~
g B~ W

e e =
© O N O

N
o

N N
N

23 o GENERAE PREEMPHON—Txeept as otherwise
25 comstrtted ax prohibitite o State frot Hposthe regiires
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or hmit the use of such produets by minors:
et 1 a manner that eonfhets with the provistons of title
Vi
tets or tobaeco produet mantfactarers; distrtbutors; or re-
Hot 90925 & State may not impose obheations or require-
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SECTION 1. SHORT TITLE; TABLE OF CONTENTS.

(a) SHORT TITLE.—This Act may be cited as the “Na-
tional Tobacco Policy and Youth Smoking Reduction Act”.
(b) TABLE OF CONTENTS.—The table of contents for

this Act is as follows:

Sec. 1. Short title; table of contents.

Sec. 2. Findings.

Sec. 3. Purpose.

Sec. 4. Scope and effect.

Sec. 5. Non-preemption of more restrictive laws.

Sec. 6. Definitions.

Sec. 7. Notification if youthful cigarette smoking restrictions increase youthful
pipe and cigar smoking.

Sec. 8. Liability Limitations disappear if manufacturers challenge advertising lim-
is.

Sec. 9. FTC jurisdiction not affected.

Sec. 10. Congressional review provisions.

o

S O

TITLE I—REGULATION OF THE TOBACCO INDUSTRY

Subtitle A

Jurisdiction, Etc., of Food and Drug Administration
Sec. 101. Amendment of Federal Food, Drug, and Cosmetic Act of 1938.
“CHAPTER IX—TOBACCO PRODUCTS

“Sec. 901. FDA authority over tobacco products
“Sec. 902. Adulterated tobacco products.
“Sec. 903. Misbranded tobacco products.
“Sec. 904. Submission of health information to the Secretary.
“Sec. 905. Registration.
“Sec. 906. General provisions respecting control of tobacco products.
“Sec. 907. Performance standards.
“Sec. 908. Notification and other remedies
“Sec. 909. Records and reports on tobacco products.
“Sec. 910. Premarket review of certain tobacco products.
“Sec. 911. Judicial review.
“Sec. 912. Postmarket surveillance
“Sec. 913. Reduced risk tobacco products.
“Sec. 914. Preservation of State and local authority.
“Sec. 915. Tobacco Products Scientific Advisory Committee.
“Sec. 916. Equal treatment of retail outlets.
Sec. 102. Conforming and other amendments to general provisions.

Subtitle B—Advertising

Sec. 121. Advertising provisions in protocol.
Sec. 122. Tobacco product labeling and advertising .
Sec. 123. Point-of-sale restrictions.
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TITLE II—REDUCTIONS IN UNDERAGE TOBACCO USE
Subtitle A—Underage Use

Sec. 201. Goals for reducing underage tobacco use.

[ Sec. 202. Look-back assessment. ]

Sec. 203. Substantial non-attainment of required reductions.
Sec. 204. Definitions.

Subtitle B—State Enforcement Incentives

[ Sec. 211. Compliance bonus fund. ]
Sec. 212. Block grants.

Sec. 213. State enforcement incentives.
Sec. 214. Conforming change.

Subtitle C—Other Programs

Sec. 221. National smoking cessation program.

Sec. 222. National tobacco-free public education program.
Sec. 223. National community action program.

Sec. 224. State retail licensing program.

TITLE III—TOBACCO PRODUCT WARNINGS AND SMOKE
CONSTITUENT DISCLOSURE

Subtitle A—Product Warnings, Labeling and Packaging

Sec. 301. Cigarette label and advertising warnings.
“Sec. 4. Labeling.
Sec. 302. Authority to revise cigarette warning label statements.
Sec. 303. Smokeless tobacco labels and advertising warnings.
“Sec. 3. Smokeless tobacco warning.
Sec. 304. Authority to revise smokeless tobacco product warning label statements.
Sec. 305. Tar, nicotine, and other smoke constituent disclosure to the public.

Subtitle B—Testing and Reporting of Tobacco Product Smoke Constituents

Sec. 311. Regulation requirement.
TITLE IV—NATIONAL TOBACCO SETTLEMENT TRUST FUND

[ Subtitle A—General Payment Provisions

[ Secc. 401. Establishment of trust fund.

[ Sec. 402. State litigation settlement account.
[ Sec. 403. Payments by industry

[ Sec. 404. Adjustments.

[ Sec. 405. Tax treatment of payments.

[ Sec. 406. Enforcement for nonpayment.

[ Sec. 407. Administrative provisions.

Subtitle B—General Spending Provisions

Sec. 411. Implementing and enforcement funds.
[ Sec. 412. Improving child care and early childhood development.]
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TITLE V—STANDARDS TO REDUCE INVOLUNTARY EXPOSURE TO
TOBACCO SMOKE

Sec. 501. Definitions.

Sec. 502. Smoke-free environment policy.
Sec. 503. Citizen actions.

Sec. 504. Preemption.

Sec. 505. Regulations.

Sec. 506. Effective date.

Sec. 507. State choice.

TITLE VI—APPLICATION TO INDIAN TRIBES

Sec. 601. Short title.

Sec. 602. Findings and purposes.

Sec. 603. Application of tobacco-related provisions to native Americans.
Sec. 604. State tobacco excise tax compliance.

TITLE VII—CIVIL LIABILITY OF MANUFACTURERS OF TOBACCO
PRODUCTS

Sec. 701. Definitions.

Sec. 702. Application.

Sec. 703. Preemption and relationship to other law.

Sec. 704. Governmental claims and Castano civil actions.

Sec. 705. Concurrent jurisdiction; Federal cause of action; actions; damages; li-
ability.

Sec. 706. Payment of tobacco claim settlements and judgments.

Sec. 707. Attorney’s fees and expenses.

Sec. 708. Non-participating manufacturers.

Sec. 709. Conforming amendments.

TITLE VIII—TOBACCO INDUSTRY COMPLIANCE AND EMPLOYEE
PROTECTION FROM REPRISALS

Sec. 801. Tobacco industry compliance accountability requirements.
Sec. 802. Tobacco product manufacturer employee protection.

TITLE IX—PUBLIC DISCLOSURE OF TOBACCO INDUSTRY
DOCUMENTS

Sec. 901. Findings.

Sec. 902. Applicability.

Sec. 903. National Tobacco Document Depository.
Sec. 904. Privilege and trade secret claims.

Sec. 905. Disclosure by the depository.

Sec. 906. National Tobacco Documents Review Board.
Sec. 907. Resolution of disputed privilege and trade secret claims.
Sec. 908. Appeal of board decision.

Sec. 909. Miscellaneous.

Sec. 910. Penalties.

Sec. 911. Definitions.

TITLE X—LONG-TERM ECONOMIC ASSISTANCE FOR FARMERS

Sec. 1001. Short title.
Sec. 1002. Definitions.
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[ Subtitle A—Tobacco Community Revitalization Trust Fund

[ Secc. 1011. Establishment of trust fund.
[ Sec. 1012. Contributions by tobacco product manufacturers and vmporters. J

Subtitle B—Tobacco Market Transition Assistance

Sec. 1021. Payments for lost tobacco quota.
Sec. 1022. Industry payments for all department costs associated with tobacco
production.
Sec. 1023. Tobacco community economic development grants.
Sec. 1024. Flue-cured tobacco production permits.
“Sec. 317a. Flue-cured tobacco production permits.
Sec. 1025. Modifications in federal tobacco programs.

Subtitle C—Farmer and Worker Transition Assistance

Sec. 1031. Tobacco worker transition program.
Sec. 1032. Farmer opportunity grants.

“Subpart 9—Farmer Opportunity Grants

“Sec. 420d. Statement of purpose.
“Sec. 420e. Program authority; amount and determinations; applications.
“Sec. 420f. Student eligibility.

Subtitle D—Immunity
Sec. 1041. General immunity for tobacco producers and tobacco warehouse owners.

TITLE XI—MISCELLANEOUS

Subtitle A—Prohibitions Relating to Tobacco Products and Children

Sec. 1101. Short title.

Sec. 1102. Prohibitions relating to tobacco products and children.
“Sec. 804. Prohibition on sale or distribution of tobacco products to children.
“Sec. 805. Labeling.

Sec. 1103. Enforcement.

Sec. 1104. Reward.

Sec. 1105. Definitions.

Sec. 1106. Amendments to Public Health Service Act.

“TITLE XXVIII—NATIONAL EFFORTS TO REDUCE YOUTH SMOKING

“Subtitle E—Reducing Youth Smoking and Tobacco-Related Diseases Through
Research

“Sec. 2801. Study by the Institute of Medicine.
“Sec. 2802. National tobacco task force.
Sec. 2803. Research activities of the Centers for Disease Control and Preven-
tion.
“Sec. 2804. Research activities of the National Institutes of Health.
Sec. 1107. Ban on distribution of tobacco products produced by child labor.

«

Subtitle B—Federal Licensing of Tobacco Product Distribution

Sec. 1121. Licensing of Tobacco Product Distribution.
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Subtitle C—International Provisions

. 1131. International tobacco control trust fund. ]

1131. International enforcement.

1132. American center on global health and tobacco.

1133. Prohibition on use of funds to facilitate the exportation or promotion
of tobacco.

[Sec. 1134. Harmonization with United States international commitments and

Sec.
Sec.
Sec.
Sec.
Sec.
Sec.

Sec.
Sec.

Sec.
Sec.

Sec.

obligations. ]
Subtitle D—Prevention of Tobacco Smugeling

1141. Definitions.

1142. Tobacco product labeling requirements.

1143. Requirements for the tracking of tobaceo products.

1144. Tobacco product permits.

1145. Prohibitions.

1146. Pricing and labeling of products sold on military installations or by
native Americans.

1147. Prohibition against sale of tobacco products in or to duty-free shops
or forwarding through or manufacture in trade zones.

1148. Jurisdiction; penalties; compromise of liability.

1149. Amendments to the Contraband Cigarette Trafficking Act.

1150. Authorization of appropriations.

Subtitle E—Antitrust Exemption

1161. Limited Antitrust Exemption.

Subtitle F—Special Provisions Concerning Programs for Women, Minorities,

Sec.
Sec.
Sec.

Sec.

and Others

1171. Research related to patterns of smoking by women and minorities.
1172. Counter-advertising programs.
1173. Prevention activities of community and migrant health centers.

Subtitle G—Sense of the Senate

1181. Sense of the Senate.

Subtitle II—Ban On Sale Of Tobacco Products Through The Use Of

Sec.

[ Sec.
[ Sec.
[Sec.
[ Sec.
[ Sec.
[Sec.

Vending Machines
1191. Ban of sale of tobacco products through the use of vending machines.

[TITLE XII—TOBACCO ASBESTOS TRUST FUND

1201. Definitions.

1202. Tobacco Asbestos Trust Fund.

1203. Payments from fund L.

1204. Payments from fund II

1205. Transfers from National Tobacco Settlement Trust Fund.

1206. Rules for claims against asbestos trusts, asbestos defendants, and
tobacco companies. ]

TITLE XIII—VETERANS BENEFITS

Sece. 1301. Recovery by secretary of veterans affairs.
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“PART VII—RECOVERY OF COMPENSATION (COSTS FOR TOBACCO-RELATED

DISABILITY OR DEATH

“CHAPTER 91—TORT LIABILITY FOR DISABILITY OR DEATH DUE

Sec.
Sec.
Sec.

Sec.

Sec.
Sec.
Sec.
Sec.
Sec.

Sec.
Sec.

Sec.

TO TOBACCO USE

§ 9101. Recovery by Secretary of Veterans Affairs

“§9102. Regulations

§ 9103. Limitation or repeal of other provisions for recovery of compensa-

tion

§ 9104. Exemption from annual limitation on damages

TITLE XIV—REVENUE AND OTHER PROVISIONS

1400.
1401.
1402.

1403.

Subtitle A—Taxes on Tobacco Products

Amendment of 1986 Code.

Taxes on tobacco products.

Excise tax on failure to meet underage smoking re-
duction goals.

Establishment of Trust Fund.

Subtitle B—Women’s Health and Cancer Rights

1411.
1412.
1413.
1414.
1415.

1416.
1417.

Short title.

Findings.

Amendments to the Employee Retirement Income Se-
curity Act of 1974.

Amendments to the Public Health Service Act relat-
ing to the group market.

Amendment to the Public Health Service Act relating
to the individual market.

Amendments to the Internal Revenue Code of 1986.

Research study on the management of breast cancer.

Subtitle C—Limitations Applicable to Other Provisions

1421.

Limitations on expenditures and obligations.

Sec. 1422. Limitation on user fees.

SEC. 2. FINDINGS.

The Congress finds the following:

(1) The use of tobacco products by the Nation’s

children 1s a pediatric disease of epic and worsening

proportions that results in new generations of to-

bacco-dependent children and adults.

(2) A consensus exists within the scientific and

medical communities that tobacco products are inher-
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ently dangerous and cause cancer, heart disease, and
other serious adverse health effects.

(3) Nicotine is an addictive drug.

(4) Virtually all new users of tobacco products
are under the minvmum legal age to purchase such
products.

(5) Tobacco advertising and marketing contrib-
ute significantly to the use of nicotine-containing to-
bacco products by adolescents.

(6) Because past efforts to restrict advertising
and marketing of tobacco products have failed ade-
quately to curb tobacco use by adolescents, comprehen-
swe restrictions on the sale, promotion, and distribu-
tion of such products are needed.

(7) Federal and State governments have lacked
the legal and regulatory authority and resowrces they
need to address comprehensively the public health and
societal problems caused by the use of tobacco prod-
ucts.

(8) Federal and State public health officials, the
public health communaty, and the public at large rec-
ognize that the tobacco industry should be subject to
ongoing oversight.

(9) Under Article I, Section 8 of the Constitu-

tion, the Congress is vested with the responsibility for
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requlating interstate commerce and commerce with
Indian tribes.

(10) The sale, distribution, marketing, advertis-
g, and use of tobacco products are activities i and
substantially affecting interstate commerce. Such
products are sold, marketed, advertised, and distrib-
uted wn interstate commerce on a nationwide basis,
and have a substantial effect on the Nation’s economy.

(11) The sale, distribution, marketing, advertis-
mg, and use of such products substantially affect
wterstate commerce through the health care and other
costs attributable to the use of tobacco products.

(12) Cwvil actions against tobacco product manu-

facturers and others are pending in Federal and State

courts arising from the use, marketing, and sale of to-
bacco products. Among these actions are cases brought
by the attorneys general of more than 40 States, cer-
tain cities and counties, and the Commonwealth of
Puerto Rico, and other parties, including Indian
tribes, and class actions brought by priwate clavmants
(such as in the Castano Civil Actions), seeking to re-
cover monies expended to treat tobacco-related dis-
eases and for the protection of minors and consumers,

as well as penalties and other relief for violations of
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antitrust, health, consumer protection, and other
laaws.

(13) Cwvil actions have been filed throughout the
Unated States against tobacco product manufacturers
and their distributors, trade associations, law firms,
and consultants on behalf of individuals or classes of
mdividuals clavming to be dependent wpon and in-
Jured by tobacco products.

(14) These ciuvil actions are complex, tvme-con-
swmang, expensive, and burdensome for both the liti-
gants and Federal and State courts. To date, these
civil actions have not resulted in sufficient redress for
smokers or non-governmental third-party payers. To
the extent that governmental entities have been or
may wn the future be compensated for tobacco-related
clavms they have brought, it 1s not now possible to
wdentify what portions of such past or future recover-
1es can be attributed to their various antitrust, health,
consumer protection, or other causes of action.

(15) It is in the public interest for Congress to
adopt comprehensive public health legislation because
of tobacco’s unique position in the Nation’s history
and economy; the need to prevent the sale, distribu-
tion, marketing and advertising of tobacco products to

persons under the mainimum legal age to purchase
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such products; and the need to educate the public, es-
pecially young people, regarding the health effects of
using tobacco products.

(16) The public interest requires a timely, fair,
equitable, and consistent result that will serve the
public interest by (A) providing that a portion of the

costs of treatment for diseases and adverse health ef-

Jects associated with the use of tobacco products is

borne by the manufacturers of these products, and (B)
restricting throughout the Nation the sale, distribu-
tion, marketing, and advertising of tobacco products
only to persons of legal age to purchase such products.

(17) Public health authorities estimate that the
benefits to the Nation of enacting Federal legislation
to accomplish these goals would be significant in
human and economic terms.

(18) Reducing the use of tobacco by minors by
50 percent would prevent well over 60,000 early
deaths each year and save up to $4.3 billion each year
m reduced medical costs, vimproved productivity, and
the avoidance of premature deaths.

(19) Advertising, marketing, and promotion of
tobacco products have been especially directed to at-
tract young persons to use tobacco products and these

efforts have resulted in increased use of such products
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by youth. Past efforts to oversee these activities have
not been successful in adequately preventing such in-
creased use.

(20) In 1995, the tobacco industry spent close to
$4,900,000,000 to attract new users, retain current
users, increase current consumption, and generate fa-
vorable long-term attitudes toward smoking and to-
bacco use.

(21)  Tobacco  product  advertising  often
masleadingly portrays the use of tobacco as socially
acceptable and healthful to minors.

(22) Tobacco product advertising 1is reqularly
seen by persons under the age of 18, and persons
under the age of 18 are reqularly exposed to tobacco
product promotional efforts.

(23) Through advertisements during and spon-
sorship of sporting events, tobacco has become strongly
associated with sports and has become portrayed as
an integral part of sports and the healthy lifestyle as-
sociated with rigorous sporting activity.

(24) Children are exposed to substantial and un-
avoidable tobacco advertising that leads to favorable
beliefs about tobacco wuse, plays a role n leading

young people to overestimate the prevalence of tobacco
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use, and increases the number of young people who
begin to use tobacco.

(25) Tobacco advertising increases the size of the
tobacco market by increasing consumption of tobacco
products including increasing tobacco use by young
people.

(26) Children are more influenced by tobacco ad-
vertising than adults, they smoke the most advertised
brands, and children as young as 3 to 6 years old can
recognize a character associated with smoking at the
same rate as they recognize cartoons and fast food
characters.

(27) Tobacco company documents indicate that
young people are an important and often crucial seg-
ment of the tobacco market.

(28) Comprehensive advertising restrictions will
have a positive effect on the smoking rates of young
people.

(29) Restrictions on advertising are necessary to
prevent unrestricted tobacco advertising from under-
mining legislation prohibiting access to young people
and providing for education about tobacco use.

(30) International experience shows that adver-
tising regulations that are stringent and comprehen-

swe have a greater impact on overall tobacco use and
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young people’s use than weaker or less comprehensive
ones. Text-only requirements, while not as stringent
as a ban, will help reduce underage use of tobacco
products while preserving the informational function
of advertising.

(31) It is wn the public interest for Congress to
adopt legislation to address the public health crisis
created by actions of the tobacco industry.

(32) If, as a direct or indirvect result of this Act,
the consumption of tobacco products in the United
States 1s reduced significantly, then tobacco farmers,
thewr famailies, and thewr communities may suffer eco-
nomic hardship and displacement, notwithstanding
their lack of imvolvement in the manufacturing and
marketing of tobacco products.

3. PURPOSE.
The purposes of this Act are—

(1) to confirm the authority of the Food and
Drug Admanistration to regulate tobacco products
under the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 301 et seq.), by recognizing it as the primary
Federal regulatory authority with respect to the man-
ufacture, marketing, and distribution of tobacco prod-

ucts;
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(2) to require the tobacco industry to fund both
Federal and State oversight of the tobacco industry
Jrom on-going payments by tobacco product manufac-
turers;

(3) to require tobacco product manufacturers to
provide ongoing funding to be used for an aggressive
Federal, State, and local enforcement program and
Jor a nationwide retail licensing system to prevent
minors from obtaining tobacco products, while ex-
pressly permitting the States to adopt additional
measures that further restrict or eliminate the prod-
ucts’ use;

(4) to ensure that the Food and Drug Adminis-
tration and the States may continue to address issues
of particular concern to public health officials, espe-
cially the use of tobacco by young people and depend-
ence on tobacco;

(5) to 1mpose severe financial surcharges on to-
bacco product manufacturers if they do not substan-
twally reduce tobacco use by young people during the
next decade;

(6) to authorize appropriate agencies of the Fed-
eral government to set national standards controlling

the manufacture of tobacco products and the identity,
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public disclosure, and amount of ingredients used in
such products;
(7) to provide new and flexible enforcement au-

thority to ensure that the tobacco industry makes ef-

Jorts to develop and introduce less harmful tobacco

products;

(8) to confirm the Food and Drug Administra-
tion’s authority to requlate the levels of tar, nicotine,
and other harmful components of tobacco products;

(9) wn order to ensure that adults are better in-

Jormed, to require tobacco product manufacturers to

disclose all research which has not previously been

made available, as well as research generated in the

Juture, relating to the health and dependency effects

or safety of tobacco products;

(10) to impose on tobacco product manufacturers
the obligation to provide funding for a variety of pub-
lic health initiatives;

(11) to establish a minimum Federal standard

for stringent restrictions on smoking in public places,

with funding to enforce such standard derived from
payments made by tobacco product manufacturers,
while also to permat State, Tribal, and local govern-

ments to enact additional and more stringent stand-
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ards or elect not to be covered by the Federal stand-
ard;

(12) to authorize and fund from payments by to-
bacco product manufacturers a continuing national
counter-advertising and tobacco control campaign
which seeks to educate consumers and discourage chil-
dren and adolescents from beginning to use tobacco
products, and which encourages current users of to-
bacco products to discontinue using such products;

(13) to establish a mechanism to compensate the
States in settlement of thewr various claims against
tobacco product manufacturers;

(14) to authorize and to fund from payments by
tobacco product manufacturers a nationwide program
of smoking cessation administered through State and
Tribal governments and the private sector;

(15) to establish and fund from payments by to-
bacco product manufacturers a National Tobacco Set-
tlement Fund;

(16) to affirm the rights of individuals to access
to the courts, to civil trial by jury, and to damages
to compensate them for harm caused by tobacco prod-
ucts;

(17) to continue to permit the sale of tobacco

products to adults in conjunction with measures to
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ensure that they are not sold or accessible to underage
purchasers;

(18) to 1mpose appropriate requlatory controls
on the tobacco industry; and

(19) to protect tobacco farmers and their commu-
nities from the economic impact of this Act by pro-
viding full funding for and the continuation of the
Federal tobacco program and by providing funds for
Jarmers and communities to develop new opportuni-
ties in tobacco-dependent communaties.

SEC. 4. SCOPE AND EFFECT.
(a) INTENDED EFFECT.—This Act is not intended to—

(1) establish a precedent with regard to any
other industry, situation, circumstance, or legal ac-
tion,

(2) express any position of the Congress with re-
gard to the imposition of punitive damages in general
or as applied to any specific industry, case, con-
troversy, or product other than as provided in this

Act;

(3) provide any authority regarding the imposi-
tion of, or the appropriateness of imposing, punitive
damages; or

(4) except as provided wn this Act, affect any ac-

tion pending wn State, Tribal, or Federal court, or
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any agreement, consent decree, or contract of any

kind.

(b) TAXATION.—Notwithstanding any other provision
of law, this Act and the amendments made by this Act shall
not affect any authority of the Secretary of the Treasury
(including any authority assigned to the Bureaw of Alcohol,
Tobacco and Firearms) or of State or local governments
with regard to taxation for tobacco or tobacco products.

(¢) AGRICULTURAL AcTIVITIES.—The provisions of
this Act which authorize the Secretary to take certain ac-
tions with regard to tobacco and tobacco products shall not
be construed to affect any authority of the Secretary of Agri-
culture under existing law regarding the growing, cultiva-
tion, or curing of raw tobacco.

SEC. 5. NON-PREEMPTION OF MORE RESTRICTIVE LAWS.

(a) AGE RESTRICTIONS.—Nothing in this Act or the
Federal Food, Drug, and Cosmetic Act (21 U.S.C. 301 et
seq.), as amended by this Act, shall prevent a Federal agen-
cy (mcluding the Armed Forces), a State or its political
subdivisions, or the government of an Indian tribe from
adopting and enforcing additional measures that further re-
striet or prohibit tobacco product sale to, use by, and acces-
sibility to persons under the legal age of purchase estab-
lished by such agency, State, subdivision, or government of

an Indvan tribe.
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(b) ADDITIONAL MEASURES.—Except as otherwise ex-
pressly provided in this Act, nothing in this Act, the Fed-
eral Food, Drug, and Cosmetic Act (21 U.S.C. 301 et seq.),
or rules promulgated under such Acts, shall limit the au-
thority of a Federal agency (including the Armed Forces),
a State or its political subdivisions, or the government of
an Indian trbe to enact, adopt, promulgate, and enforce
any law, rule, requlation, or other measure with respect to
tobacco products, including laws, rules, requlations, or other
measures relating to or prohibiting the sale, distribution,
possession, exposure to, or use of tobacco products by per-
sons of any age that are in addition to the provisions of
this Act and the amendments made by this Act. No provi-
sion of this Act or amendment made by this Act shall limit
or otherwise affect any State, Tribal, or local taxation of
tobacco products.

(¢) STATE LAW NOT AFFECTED.—Except as otherwise
expressly provided in this Act, nothing in this Act, the Fed-
eral Food, Drug, and Cosmetic Act (21 U.S.C. 301 et seq.),
or rules promulgated under such Acts, shall supersede the
authority of the States, pursuant to State law, to expend
Junds provided by this Act.

SEC. 6. DEFINITIONS.

In this Act:
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(1) BRAND.—The term “brand” means a variety
of tobacco product distinguished by the tobacco used,
tar content, nicotine content, flavoring used, size, fil-
tration, or packaging, logo, registered trademark or
brand name, identifiable pattern of colors, or any
combination of such attributes.

(2) CIGARETTE.—The term “cigarette” has the
meaning given that term by section 3(1) of the Fed-
eral Cigarette Labeling and Advertising Act (15
US.C. 1332(1)), but also includes tobacco, in any
Jorm, that 1s functional in the product, which, because
of its appearance, the type of tobacco used in the
filler, or its packaging and labeling, 1s likely to be of-
fered to, or purchased by, consumers as a cigarette or
as roll-your-own tobacco.

(3) CIGARETTE TOBACCO.—The term “cigarette
tobacco” means any product that consists of loose to-
bacco that is intended for use by consumers in a ciga-
rette. Unless otherwise stated, the requirements for
cigarettes shall also apply to cigarette tobacco.

(4) COMMERCE.—The term “‘commerce” has the
meaning giwen that term by section 3(2) of the Fed-
eral Cigarette Labeling and Advertising Act (15
URS.C. 1332(2)).
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(5) CONSENT DECREE.—The term “consent de-
cree” means a consent decree among participating to-
bacco product manufacturers whose substantive terms
are substantially equivalent to the form consent decree
published for purposes of this paragraph in the Con-
gressional Record.

(6) DISTRIBUTOR.—The term “distributor” as
regards a tobacco product means any person who fur-
thers the distribution of cigarette or smokeless tobacco,
whether domestic or vmported, at any point from the
original place of manufacture to the person who sells
or distributes the product to individuals for personal
consumption. Common carriers are not considered
distributors for purposes of this Act.

(7) INDIAN COUNTRY; INDIAN LANDS.—The terms
“Indian country” and “Indian lands” have the mean-
g gwen the term “Indian country” by section 1151
of title 18, United States Code, and includes lands
under the jurisdiction of an Indian tribe or tribal or-
ganization.

(8) INDIAN TRIBE.—The term “Indian tribe” has
the meaning given such term in section 4(e) of the In-
dian  Self Determination and Education Assistance

Act (25 U.S.C. 450D(e)).
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(9) LITTLE CIGAR.—The term “little cigar” has
the meaning given that term by section 3(7) of the
Federal Cigarette Labeling and Advertising Act (15
URS.C. 1332(7)).

(10) ToBACCO PRODUCT MANUFACTURER.—Hx-
cept in title VII, the term “tobacco product manufac-
turer” means any person, including any repacker or
relabeler, who manufactures, fabricates, assembles,
processes, or labels a finished cigarette or smokeless
tobacco product.

(11) NICOTINE.—The term “nicotine” means the
chemical substance named 3-(1-Methyl-2-pyrrolidinyl)
pyridine or C[10[/H[14]N[2], including any salt or
complex of nicotine.

(12) PACKAGE.—The term “package” means a
pack, box, carton, or container of any kind or, if no
other container, any wrapping (including cellophane),
m which cigarettes or smokeless tobacco are offered for
sale, sold, or otherwise distributed to consumers.

(13) POINT-OF-SALE.—The term “point-of-sale”
means any location at which a consumer can pur-
chase or otherwise obtain cigarettes or smokeless to-
bacco for personal consumption.

(14) RETAILER.—The term “retailer” means any

person who sells cigarettes or smokeless tobacco to in-
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dwiduals for personal consumption, or who operates
a facility where self-service displays of tobacco prod-
ucts are permitted.

(15) ROLL-YOUR-OWN TOBACCO.—The term “roll-
your-own tobacco” means any tobacco which, because
of its appearance, type, packaging, or labeling, 1s
suitable for use and lLikely to be offered to, or pur-
chased by, consumers as tobacco for making cigarettes.

(16) SECRETARY.—Except in title VII and where
the context otherwise requives, the term “Secretary”
means the Secretary of Health and Huwman Services.

(17) SMOKELESS TOBACCO.—The term “smoke-
less tobacco” means any product that consists of cut,
ground, powdered, or leaf tobacco that contains nico-
tine and that 1s intended to be placed n the oral cav-
ity.

(18) StaATE—The term “State” means any
State of the Unated States and, for purposes of this
Act, includes the District of Columbia, the Common-
wealth of Puerto Rico, Guam, the Virgin Islands,
American  Samoa, Wake Island, Midway Islands,
Kingman Reef, Johnston Atoll, the Northern Mariana
Islands, and any other trust territory or possession of

the Unated States.
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(19) ToBacco pPropucT.—The term “tobacco
product” means cigarettes, cigarette tobacco, smokeless
tobacco, lLittle cigars, roll-your-own tobacco, and fine
cut products.

(20) UNITED STATES.—The term  “United
States” means the 50 States of the United States of
America and the District of Columbia, the Common-
wealth of Puerto Rico, Guam, the Virgin Islands,
American  Samoa, Wake Island, Midway Islands,
Kingman Reef, Johnston Atoll, the Northern Mariana
Islands, and any other trust territory or possession of
the United States.

(21) MASTER SETTLEMENT AGREEMENT.— The
term  “Master Settlement Agreement” means the
agreement either previously entered or to be entered
wmto by the States, the participating tobacco product
manufacturers, and the Trade Associations imple-
menting the June 20, 1997, Proposed Resolution, and
published in the Congressional Record for purposes of
this Act.

( 22 ) PARTICIPATING TOBACCO PRODUCT MANU-
FACTURER.— The term “participating tobacco prod-
uct manufacturer” means—

(A) a tobacco product manufacturer that,

within 45 days after the date of enactment of
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this Act (or within 45 days after the date on

which such manufacturer first manufactures to-

bacco products for sale or distribution in the

Unated States, if such date is after the date of

enactment of this Act)—

(1) becomes a signatory to the Master
Settlement Agreement; and
(11) enters into consent decrees with
each State that made a request within the
time period described in section 704(b); or
(B) a surviving entity established by a par-
ticipating tobacco product manufacturer.

(23)  NON-PARTICIPATING TOBACCO PRODUCT
MANUFACTURER.— The term “non-participating to-
bacco product manufacturer” means a tobacco prod-
uct manufacturer that is not a participating tobacco
product manufacturer.

(24) ProrocoL.— The term “Protocol” means
the agreement to be entered into by the Secretary of
Health and Human Services with the participating
tobacco product manufacturers under this Act.

(25) NATIONAL TOBACCO SETTLEMENT
TRUST FUND.—The term “National Tobacco

Settlement Trust Fund” means the trust
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fund established in section 9512 of the In-

ternal Revenue Code of 1986.

SEC. 7. NOTIFICATION IF YOUTHFUL CIGARETTE SMOKING
RESTRICTIONS INCREASE YOUTHFUL PIPE
AND CIGAR SMOKING.

The Secretary shall notify the Congress if the Secretary
determanes that a decrease in underage use of tobacco prod-
ucts resulting from the enactment of this Act has produced
an increase m underage use of pipe tobacco and cigars.

SEC. 8. LIABILITY LIMITATIONS DISAPPEAR IF TOBACCO
PRODUCT MANUFACTURER CHALLENGES AD-
VERTISING LIMITS.

If a tobacco product manufacturer, or any party act-
g on behalf of, in collusion with, or at the request of, a
tobacco product manufacturer brings an action to have the
advertising restrictions imposed on tobacco products under
this Act, or the amendments made by this Act, or the appli-
cation of those requlations to any person or circumstance
held to be unconstitutional or otherwise wnvalid under the
laws of the Unated States then the provisions of title VII
relating to limitations on liability shall not apply to that
manufacturer, beginning on the date on which the action
18 filed in a court of competent jurisdiction, and continuing

until such time as the action s withdrawn or dismassed.
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SEC. 9. FTC JURISDICTION NOT AFFECTED.

(a) IN GENERAL.—Except where expressly provided in
this Act, nothing in this Act shall be construed as limiting
or diminishing the authority of the Federal Trade Commis-
ston to enforce the laws under its jurisdiction with respect
to the advertising, sale, or distribution of tobacco products.

(b) ENFORCEMENT BY FTC.—Any advertising that
violates this Act, part 897 of title 21, Code of Federal Regu-
lations, or the Protocol is an unfair or deceptive act or
practice under section 5(a) of the Federal Trade Commis-
ston Aet (15 U.S.C. 45(a)) and shall be considered a viola-
tion of a rule promulgated under section 18 of that Act (15
URS.C. 57a).

SEC. 10. CONGRESSIONAL REVIEW PROVISIONS.

In accordance with section 801 of title 5, United States
Code, the Congress shall review, and may disapprove, any
rule under this Act that is subject to section 801. Thas sec-
tion does not apply to the rule set forth in part 897 of title
21, Code of Federal Regulations.
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TITLE I—REGULATION OF THE
TOBACCO INDUSTRY
Subtitle A—Jurisdiction, etc., of
Food and Drug Administration
SEC. 101. AMENDMENT OF FEDERAL FOOD, DRUG, AND COS-

METIC ACT OF 1938.
(a) DEFINITION OF ToBACCO ProbDUCTS.—Section
201 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C.
321) 1is amended by adding at the end the following:
“(kk) The term ‘tobacco product’ means any
product made or derived from tobacco that is intended
Jor hwman consumption, including any component,
part, or accessory of a tobacco product (except for raw
materials other than tobacco used wn manufacturing
a component, part, or accessory of a tobacco prod-
uct).”.
(b) FDA AvrHoriry OVER ToBACCO PRODUCTS.—
The Federal Food, Drug, and Cosmetic Act (21 U.S.C. 301
et seq.) is amended—
(1) by redesignating chapter IX as chapter X;
(2) by redesignating sections 901 through 907 as
sections 1001 through 1007; and

(3) by inserting after section 803 the following:
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“CHAPTER IX—TOBACCO PRODUCTS

“SEC. 901. FDA AUTHORITY OVER TOBACCO PRODUCTS.

“la) IN GENERAL—Tobacco products shall be regu-
lated by the Secretary under this chapter and shall not be
subject to the provisions of chapter V, unless—

“(1) such products are intended for use in the di-
agnosis, cure, mitigation, treatment, or prevention of

disease (within the meaning of section 201(g)(1)(B)

© 00 N O 0o B~ W N PP

or section 201(h)(2)); or

10 “(2) a health clavm s made for such products
11 under section 201(g)(1)(C) or 201(h)(3).

12 “(b) ArPLICABILITY.—This chapter shall apply to all
13 tobacco products subject to the provisions of part 897 of title
14 21, Code of Federal Regulations, and to any other tobacco
15 products that the Secretary by regulation deems to be sub-
16 ject to this chapter.

17 “(c) FDA RULE IN ErrEcT—The provisions of part
18 897 of title 21, Code of Federal Regulations, shall be deemed
19 to be lawful and to have been lawfully promulgated under
20 the authority of this chapter. The provisions of such part
21 that are not in effect on the date of enactment of this chap-
22 ter shall take effect as in such part or upon such later date
23 as determined by the Secretary by order.

24 “(d) ScOPE.—
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“(1) Nothing n this chapter shall be construed

to affect the regulation of drugs and devices under
chapter V that are not tobacco products by the Sec-
retary under the Federal Food, Drug and Cosmetic
Act.

“(2) The provisions of this chapter shall not
apply to tobacco leaf that is not in the possession of
the manufacturer, or to the producers of tobacco leaf,
mceluding tobacco growers, tobacco warehouses, and
tobacco grower cooperatives, nor shall any employee of
the Food and Drug Administration have any author-
1ty whatsoever to enter onto a farm owned by a pro-
ducer of tobacco leaf without the written consent of
such producer. Notwithstanding any other provision
of this subparagraph, if a producer of tobacco leaf is
also a tobacco product manufacturer or controlled by
a tobacco product manufacturer, the producer shall be
subject to this chapter in the producer’s capacity as
a manufacturer. Nothing in this chapter shall be con-
strued to grant the Secretary authority to promulgate
requlations on any matter that involves the produc-
tion of tobacco leaf or a producer thereof, other than
activities by a manufacturer affecting production. For
purposes of the preceding sentence, the term ‘con-

trolled by’ means a member of the same controlled
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group of corporations as that term 1s used in section
52(a) of the Internal Revenue Code of 1986, or under
common control within the meaning of the requlations

promulgated under section 52(b) of such Code.

“SEC. 902. ADULTERATED TOBACCO PRODUCTS.

“A tobacco product shall be deemed to be adulterated

“(1) it consists in whole or in part of any filthy,
putrid, or decomposed substance, or is otherwise con-
tamanated by any poisonous or deleterious substance
that may render the product injurious to health;

“(2) it has been prepared, packed, or held under
msanitary conditions whereby it may have been con-
tamanated with filth, or whereby it may have been
rendered imjurious to health;

“(3) its container is composed, in whole or in
part, of any poisonous or deleterious substance which
may render the contents injurious to health;

“(4) ot 1s, or purports to be or is represented as,
a tobacco product which is subject to a performance
standard established under section 907 unless such to-
bacco product 1s in all respects in conformity with

such standard;
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“(5) it 1s required by section 910(a) to have pre-
market approval, is not exempt under section 906(f),
and does not have an approved application in effect;

“(6) the methods used in, or the facilities or con-
trols used for, its manufacture, packing or storage are
not in conformity with applicable requirements under
section  906(e)(1) or an applicable condition pre-
seribed by an order under section 906(e)(2); or

“(7) it 1s a tobacco product for which an exemp-
tion has been granted under section 906(f) for inves-
tigational use and the person who was granted such
exemption or any investigator who uses such tobacco
product under such exemption fails to comply with a

requirement prescribed by or under such section.

“SEC. 903. MISBRANDED TOBACCO PRODUCTS.

“(a) IN GENERAL.—A tobacco product shall be deemed

to be misbranded—

“(1) of ats labeling 1s false or misleading n any
particular;
“(2) af in package form unless it bears a label
containing—
“(A) the name and place of business of the
tobacco product manufacturer, packer, or dis-

tributor; and
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“(B) an accurate statement of the quantity
of the contents in terms of weight, measure, or
numerical count,

except that under subparagraph (B) of this para-
graph reasonable variations shall be permitted, and
exemptions as to small packages shall be established,
by regulations prescribed by the Secretary;

“(3) of any word, statement, or other informa-
tion required by or under authority of this chapter to
appear on the label or labeling 1s not prominently
placed thereon with such conspicuousness (as com-
pared with other words, statements or designs in the
labeling) and wn such terms as to render it likely to
be read and wunderstood by the ordinary indiwidual
under customary conditions of purchase and use;

“(4) if ot has an established name, unless its
label bears, to the exclusion of any other nonpropri-
etary name, its established name prominently printed
m type as required by the Secretary by requlation;

“(5) af the Secretary has issued regulations re-
quiring that its labeling bear adequate directions for
use, or adequate warnings against use by children,
that are necessary for the protection of users unless its

labeling conforms in all respects to such requlations;
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“(6) of it was manufactured, prepared, propa-
gated, compounded, or processed in any State in an
establishment not duly registered under section
905(b), if it was not included in a list required by
section 905(1), 1f a notice or other information re-
specting it was not provided as required by such sec-
tron or section 905(j), or if it does not bear such sym-
bols from the uniform system for identification of to-
bacco products prescribed under section 905(e) as the
Secretary by regulation requires;
“(7) if, in the case of any tobacco product dis-
tributed or offered for sale in any State—
“(A) its advertising 1s false or misleading
m any particular; or
“(B) 1t 1s sold, distributed, or used in viola-
twon  of regulations prescribed under section
906(d);
“(8) unless, in the case of any tobacco product

dustributed or offered for sale in any State, the manu-

facturer, packer, or distributor thereof includes in all

advertisements and other descriptive printed matter
issued or caused to be issued by the manufacturer,
packer, or distributor with respect to that tobacco

product—
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“(A) a true statement of the tobacco prod-
uct’s established name as defined in paragraph
(4) of this subsection, printed prominently; and

“(B) a brief statement of—

“(1) the uses of the tobacco product and
relevant warnings, precautions, side effects,
and contraindications; and

“(11) wn the case of specific tobacco
products made subject to a finding by the
Secretary after notice and opportunity for
comment that such action is necessary to
protect the public health, a full description
of the components of such tobacco product or
the formula showing quantitatively each in-
gredient of such tobacco product to the ex-
tent required i regulations which shall be
wssued by the Secretary after an oppor-
tunity for a hearing;

“09) af ot 1s a tobacco product subject to a per-

Jormance standard established under section 907, un-

less it bears such labeling as may be prescribed in
such performance standard; or
“(10) of there was a failure or refusal—
“(A) to comply with any requirement pre-

scribed under section 904 or 908;
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“(B) to furnish any wmaterial or informa-
tion requared by or under section 909; or
“(C) to comply with a requirement under
section 912.

“(b) PRIOR APPROVAL OF STATEMENTS ON LABEL.—
The Secretary may, by requlation, require prior approval
of statements made on the label of a tobacco product. No
requlation issued under this subsection may require prior
approval by the Secretary of the content of any advertise-
ment and no advertisement of a tobacco product, published
after the date of enactment of the National Tobacco Policy
and Youth Smoking Reduction Act shall, with respect to
the matters specified in this section or covered by regula-
tions issued hereunder, be subject to the provisions of sec-
tions 12 through 15 of the Federal Trade Commaission Act
(15 U.S.C. 52 through 55). This subsection does not apply
to any printed matter which the Secretary determines to
be labeling as defined in section 201(m).

“SEC. 904. SUBMISSION OF HEALTH INFORMATION TO THE
SECRETARY.

“(a) REQUIREMENT.—Not later than 6 months after
the date of enactment of the National Tobacco Policy and
Youth Smoking Reduction Act, each tobacco product manu-
Jacturer or importer of tobacco products, or agents thereof,

shall submit to the Secretary the following information:
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“(1) A listing of all tobacco ingredients, sub-
stances and compounds that are, on such date, added
by the manufacturer to the tobacco, paper, filter, or
other component of each tobacco product by brand
and by quantity i each brand and subbrand.

“(2) A description of the content, delivery, and
Jorm of nicotine in each tobacco product measured in
malligrams of nicotine.

“(3) All documents (including underlying sci-
entific information) relating to research activities,
and research findings, conducted, supported, or pos-
sessed by the manufacturer (or agents thereof) on the
health, behavioral, or physiologic effects of tobacco
products, thewr constituents, ingredients, and compo-
nents, and tobacco additives, described in paragraph
(1).

“(4) All documents (including underlying sci-
entific information) relating to research activities,
and research findings, conducted, supported, or pos-
sessed by the manufacturer that relate to the issue of
whether a reduction in risk to health from tobacco
products can occur upon the employment of tech-

nology available or known to the manufacturer.
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“(5) All documents (including underlying sci-

entific information) relating to marketing research
mvolving the use of tobacco products.
An importer of a tobacco product not manufactured in the
United States shall supply the information requirved of a
tobacco product manufacturer under this subsection.

“(b) ANNUAL SUBMISSION.—A tobacco product manu-

Jacturer or vmporter that is required to submait information

under subsection (a) shall update such information on an
annual basis under a schedule determined by the Secretary.
“(¢) TIME FOR SUBMISSION.—

“(1) NEW PRODUCTS.—AL least 90 days prior to
the delwvery for introduction into interstate commerce
of a tobacco product not on the market on the date
of enactment of this chapter, the manufacturer of such
product shall provide the information required under
subsection (a) and such product shall be subject to the
annual submaission under subsection (b).

“(2) MODIFICATION OF EXISTING PRODUCTS.—If
at any time a tobacco product manufacturer adds to
its tobacco products a new tobacco additive, increases
or decreases the quantity of an existing tobacco addi-
twe or the nicotine content, delivery, or form, or
eliminates a tobacco additive from any tobacco prod-

uct, the manufacturer shall within 60 days of such
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action so aduvise the Secretary in writing and ref-
erence such modification in submissions made under
subsection (D).

“SEC. 905. ANNUAL REGISTRATION.
“(a) DEFINITIONS.—As used in this section—

“(1) the term  ‘manufacture,  preparation,
compounding, or processing’ shall include repackag-
mg or otherwise changing the container, wrapper, or
labeling of any tobacco product package in further-
ance of the distribution of the tobacco product from
the original place of manufacture to the person who
makes final delivery or sale to the ultimate consumer
or user; and

“(2) the term ‘name’ shall include in the case of
a partnership the name of each partner and, in the
case of a corporation, the name of each corporate offi-
cer and director, and the State of incorporation.

“(b) REGISTRATION BY OWNERS AND OPERATORS.—
On or before December 31 of each year every person who
owns or operates any establishment in any State engaged
m the manufacture, preparation, compounding, or process-
mg of a tobacco product or tobacco products shall register
with the Secretary the name, places of business, and all such

establishments of that person.
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“(c) REGISTRATION OF NEW OWNERS AND OPERA-
TORS.—Every person upon first engaging in the manufac-
ture, preparation, compounding, or processing of a tobacco
product or tobacco products in any establishment owned or
operated in any State by that person shall immediately reg-
wster with the Secretary that person’s name, place of busi-
ness, and such establishment.

“(d) REGISTRATION OF ADDED KSTABLISHMENTS.—
Every person required to register under subsection (b) or
(c) shall tmmediately register with the Secretary any addi-
tional establishment which that person owns or operates in
any State and wn which that person begins the manufacture,
preparation, compounding, or processing of a tobacco prod-
uct or tobacco products.

“(e) UNIFORM PrODUCT IDENTIFICATION SYSTEM.—
The Secretary may by regulation prescribe a uniform sys-
tem for the identification of tobacco products and may re-
quire that persons who are required to list such tobacco
products under subsection (v) of this section shall list such
tobacco products in accordance with such system.

“(f) PuBLIC ACCESS TO REGISTRATION INFORMA-
TION.—The Secretary shall make available for inspection,
to any person so requesting, any registration filed under

this section.
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“(g) BIENNIAL INSPECTION OF REGISTERED KSTAB-
LISHMENTS.—Every establishment in any State registered
with the Secretary under this section shall be subject to in-
spection under section 704, and every such establishment
engaged in the manufacture, compounding, or processing
of a tobacco product or tobacco products shall be so in-
spected by one or more officers or employees duly designated
by the Secretary at least once in the 2-year period begin-
ning with the date of registration of such establishment
under this section and at least once i every successive 2-
year period thereafter.

“(h) FOREIGN ESTABLISHMENTS MAY REGISTER—
Any establishment within any foreign country engaged in
the manufacture, preparation, compounding, or processing
of a tobacco product or tobacco products, may register under
this section under regulations promulgated by the Sec-
retary. Such regulations shall require such establishment to
provide the information required by subsection (i) of this
section and shall mclude provisions for registration of any
such establishment upon condition that adequate and effec-
tiwve means are available, by arrangement with the govern-
ment of such foreign country or otherwise, to enable the Sec-
retary to determane from time to tvme whether tobacco prod-
ucts manufactured, prepared, compounded, or processed in

such establishment, if imported or offered for vmport into
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1 the Unated States, shall be refused admission on any of the

2 grounds set forth in section 801(a).

3
4
5
6
7
8
9

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25

“(1) REGISTRATION INFORMATION.—

“(1) Propuct LIST.—Every person who reg-
isters with the Secretary under subsection (b), (¢), or
(d) of this section shall, at the tivme of registration
under any such subsection, file with the Secretary a
list of all tobacco products which are being manufac-
tured, prepared, compounded, or processed by that
person for commercial distribution and which has not
been included in any list of tobacco products filed by
that person with the Secretary under this paragraph
or paragraph (2) before such time of registration.
Such list shall be prepared in such form and manner
as the Secretary may prescribe and shall be accom-
panied by—

“(A) in the case of a tobacco product con-
tained in the applicable list with respect to
which a performance standard has been estab-
lished under section 907 or which 1is subject to
section 910, a reference to the authority for the
marketing of such tobacco product and a copy of
all labeling for such tobacco product;

“(B) in the case of any other tobacco prod-

uct contarned in an applicable list, a copy of all
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consumer information and other labeling for
such tobacco product, a representative sampling
of advertisements for such tobacco product, and,
upon request made by the Secretary for good
cause, a copy of all advertisements for a particu-
lar tobacco product; and

“(C) if the registrant filing a list has deter-
maned that a tobacco product contained in such
list 1s not subject to a performance standard es-
tablished under section 907, a brief statement of
the basis upon which the registrant made such
determination if the Secretary requests such a
statement with respect to that particular tobacco
product.

“(2) BIANNUAL REPORT OF ANY CHANGE IN
PRODUCT LIST.—Fach person who registers with the
Secretary under this section shall report to the Sec-
retary once during the month of June of each year
and once during the month of December of each year
the following:

“(A4) A list of each tobacco product intro-
duced by the registrant for commercial distribu-
tion which has not been included in any list pre-
viously filed by that person with the Secretary
under this subparagraph or paragraph (1) of
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this subsection. A list under this subparagraph
shall list a tobacco product by its established
name and shall be accompanied by the other in-
SJormation required by paragraph (1).

“(B) If since the date the registrant last
made a report under this paragraph that person
has discontinued the manufacture, preparation,
compounding, or processing for commercial dis-
tribution of a tobacco product included wn a list
filed under subparagraph (A) or paragraph (1),
notice of such discontinuance, the date of such
discontinuance, and the identity of its estab-
lished name.

“(C) If since the date the registrant reported
under subparagraph (B) a notice of discontinu-
ance that person has resumed the manufacture,
preparation, compounding, or processing for
commercial distribution of the tobacco product
with respect to which such notice of discontinu-
ance was reported, notice of such resumption, the
date of such resumption, the identity of such to-
bacco product by established name, and other in-
SJormation required by paragraph (1), unless the
registrant has previously reported such resump-

tion to the Secretary under this subparagraph.
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“(D) Any material change tn any informa-
tion previously submatted under this paragraph
or paragraph (1).

“()) REPORT PRECEDING INTRODUCTION OF CERTAIN

SUBSTANTIALLY KQUIVALENT PropucTs INTO INTER-

STATE COMMERCE.—

“(1) IN GENERAL—FEach person who 1is required
to register under this section and who proposes to
begin the introduction or delivery for introduction
mto interstate commerce for commercial distribution
of a tobacco product intended for human use that was
not commercially marketed (other than for test mar-
keting) in the United States as of August 11, 1995,
as defined by the Secretary by regulation shall, at
least 90 days before making such introduction or de-
livery, report to the Secretary (in such form and
manner as the Secretary shall by regulation pre-
scribe)—

“(A) the basis for such person’s determina-
tion that the tobacco product 1s substantially
equivalent, within the meaning of section 910, to
a tobacco product commercially marketed (other
than for test marketing) in the Unated States as
of August 11, 1995, that is in compliance with

the requirements of this Act; and
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“(B) action taken by such person to comply
with the requirements under section 907 that are
applicable to the tobacco product.

“(2) APPLICATION TO CERTAIN POST-AUGUST
11TH PRODUCTS.—A report under this subsection for

a tobacco product that was first introduced or deliv-

eved for introduction into interstate commerce for

commercial distribution in the United States after

August 11, 1995, and before the date of enactment of

the National Tobacco Policy and Youth Smoking Re-

duction Act shall be submatted to the Secretary within

6 months after the date of enactment of that Act.

“SEC. 906. GENERAL PROVISIONS RESPECTING CONTROL
OF TOBACCO PRODUCTS.

“(a) IN GENERAL.—Any requirement established by or
under section 902, 903, 905, or 909 applicable to a tobacco
product shall apply to such tobacco product until the appli-
cability of the requirement to the tobacco product has been
changed by action taken under section 907, section 910, or
subsection (d) of this section, and any requirement estab-
lished Dy or under section 902, 903, 905, or 909 which s
mceonsistent with a requirement 1mposed on such tobacco
product under section 907, section 910, or subsection (d)

of this section shall not apply to such tobacco product.
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“(b) INFORMATION ON PUBLIC ACCESS AND (COM-
MENT.—FEach notice of proposed rulemaking under section
907, 908, 909, or 910, or under this section, any other notice
which 1s published in the Federal Register with respect to
any other action taken under any such section and which
states the reasons for such action, and each publication of
Jindings required to be made in connection with rulemaking
under any such section shall set forth—

“(1) the manner in which interested persons may
examine data and other information on which the no-
tice or findings s based; and

“(2) the period within which interested persons
may present their comments on the notice or findings
(including the mneed therefor) orally or in writing,
which period shall be at least 60 days but may not
exceed 90 days unless the time is extended by the Sec-
retary by a notice published in the Federal Register
stating good cause therefor.

“(¢) LIMITED CONFIDENTIALITY OF INFORMATION.—
Any information reported to or otherwise obtained by the
Secretary or the Secretary’s representative under section
904, 907, 908, 909, or 910 or 704, or under subsection (e)
or (f) of this section, which is exempt from disclosure under
subsection (a) of section 552 of title 5, United States Code,

by reason of subsection (b)(4) of that section shall be consid-
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erved confidential and shall not be disclosed, except that the
mformation may be disclosed to other officers or employees
concerned with carrying out this chapter, or when relevant

m any proceeding under this chapter.

“(d) RESTRICTIONS.—

“(1) The Secretary may by regulation require
that a tobacco product be restricted to sale, distribu-
tion, or use upon such conditions, including restric-
tions on the access to, and the advertising and pro-
motion of, the tobacco product, as the Secretary may
preseribe in such regulation if, because of its poten-
tiality for harmful effect or the collateral measures
necessary to its use, the Secretary determines that
such requlation would be appropriate for the protec-
tion of the public health. The finding as to whether
such requlation would be appropriate for the protec-
tion of the public health shall be determined with re-
spect to the risks and benefits to the population as a
whole, including users and non-users of the tobacco
product, and taking into account—

“(A) the increased or decreased likelihood
that existing users of tobacco products wnll stop

using such products; and
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“(B) the wncreased or decreased likelvhood
that those who do not use tobacco products will
start using such products.

No such condition may requirve that the sale or dis-
tribution of a tobacco product be limited to the writ-
ten or oral authorization of a practitioner licensed by
law to prescribe medical products.

“(2) The label of a tobacco product shall bear
such appropriate statements of the restrictions re-
quired by a requlation under subsection (a) as the
Secretary may in such requlation prescribe.

“(3) Because of the importance of any decision
by the Secretary to restrict the sale of any class of to-
bacco products on the market on the date of enact-
ment of the National Tobacco Policy and Youth
Smoking Reduction Act to specified categories of re-
tail outlets, it is appropriate for the Congress to have
the opportunity to review such a decision. Therefore,
any such restriction may not take effect before the
date that 1s 2 years after the President notifies the
Congress that a final regulation imposing the restric-
tion has been issued.

“te) GOOD MANUFACTURING PRACTICE REQUIRE-

24 MENTS.—
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“(1) METHODS, FACILITIES, AND CONTROLS TO
CONFORM.—

“tA) The Secretary wmay, in accordance
with subparagraph (B), prescribe requlations re-
quiring that the methods used in, and the facili-
ties and controls used for, the manufacture, pre-
production design validation (including a proc-
ess to assess the performance of a tobacco prod-
uct), packing and storage of a tobacco product,
conform to current good manufacturing practice,
as prescribed in such regulations, to assure that
the public health 1is protected and that the to-
bacco product s in compliance with this chapter.

“(B) The Secretary shall—

“(1) before promulgating any requla-
tion under subparagraph (A), afford the To-
bacco Products Scientific Advisory Commat-
tee established under section 915 an oppor-
tunity to submait recommendations with re-
spect to the requlation proposed to be pro-
mulgated;

“(11) before promulgating any requla-
tion under subparagraph (A), afford oppor-

tunity for an oral hearing;
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“(111) provide the advisory committee a
reasonable time to make its recommendation
with respect to proposed requlations under
subparagraph (A); and

“(iv) in establishing the effective date
of a regulation promulgated under this sub-
section, take into account the differences in
the manner in which the different types of
tobacco products have historically been pro-

duced, the financial resources of the dif-

ferent tobacco product manufacturers, and

the state of thewr existing manufacturing fa-
cilities; and shall provide for a reasonable
period of tvme for such manufacturers to

conform to good manufacturing practices.

“(2) EXEMPTIONS; VARIANCES.—

“(A) Any person subject to any requirement

prescribed under paragraph (1) may petition the

Secretary for a permanent or temporary exemp-

tion or variance from such requirement. Such a

petition shall be submitted to the Secretary in

such form and manner as the Secretary shall

prescribe and shall—

*S 1415 RS2
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basis for the petitioner’s determination that
compliance with the requirement 1s not re-
quired to assure that the tobacco product
will be i compliance with this chapter;

“(11) i the case of a petition for a
variance from a requirement, set forth the
methods proposed to be used in, and the fa-
cilities and controls proposed to be used for,
the manufacture, packing, and storage of

the tobacco product in liew of the methods,

Jacilities, and controls prescribed by the re-

quirement; and
“(111) contarn such other information
as the Secretary shall prescribe.

“(B) The Secretary may refer to the To-

bacco Products Scientific Advisory Commattee es-

tablished under section 915 any petition submait-

ted under subparagraph (A). The advisory com-

maittee shall report its recommendations to the

Secretary with respect to a petition referred to it

within 60 days after the date of the petition’s re-

ferral. Within 60 days after—

*S 1415 RS2
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“(11) the day after the petition was re-

ferred to an advisory commattee,

whichever occurs later, the Secretary shall by

order either deny the petition or approve it.

“(C) The Secretary may approve—

“(1) a petition for an exemption for a
tobacco product from a requirement if the
Secretary determines that compliance with
such requirement 1s not required to assure
that the tobacco product will be in compli-
ance with this chapter; and

“(11) a petition for a variance for a to-
bacco product from a requirement if the
Secretary determines that the methods to be
used in, and the facilities and controls to be
used for, the wmanufacture, packing, and
storage of the tobacco product in liew of the
methods, controls, and facilities prescribed
by the requirement are sufficient to assure
that the tobacco product will be wn compli-
ance with this chapter.

“(D) An order of the Secretary approving a

petition for a variance shall prescribe such con-
ditions respecting the methods used in, and the

Jacilities and controls used for, the manufacture,
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packing, and storage of the tobacco product to be

granted the variance under the petition as may

be mnecessary to assure that the tobacco product

will be in compliance with this chapter.

“(E) After the issuance of an order under
subparagraph (B) respecting a petition, the peti-
twoner shall have an opportunity for an informal
hearing on such order.

“(3) Compliance with requirements under this
subsection shall not be required before the period end-
mg 3 years after the date of enactment of the Na-
tional Tobacco Policy and Youth Smoking Reduction
Act.

“(f) EXEMPTION FOR INVESTIGATIONAL USE.—The
Secretary may exempt tobacco products intended for inves-
twgational use from this chapter under such conditions as
the Secretary may prescribe by requlation .

“(g) RESEARCH AND DEVELOPMENT.—The Secretary
may enter into contracts for research, testing, and dem-
onstrations respecting tobacco products and may obtain to-
bacco products for research, testing, and demonstration pur-
poses without regard to section 3324(a) and (b) of title 31,
United States Code, and section 5 of title 41, United States
Code.
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“SEC. 907. PERFORMANCE STANDARDS.

“(a) IN GENERAL.—

“(1) FINDING REQUIRED.—The Secretary may
adopt performance standards for a tobacco product if
the Secretary finds that a performance standard is
appropriate for the protection of the public health.
This finding shall be determined with respect to the
risks and benefits to the population as a whole, in-
cluding users and non-users of the tobacco product,
and taking into account—

“(A) the increased or decreased likelihood
that existing users of tobacco products unll stop
using such products; and

“(B) the wncreased or decreased likelihood
that those who do not use tobacco products will
start using such products.

“(2) CONTENT OF PERFORMANCE STANDARDS.—
A performance standard established under this section
Jor a tobacco product—

“(A) shall include provisions to provide per-
Jormance that s appropriate for the protection
of the public health, including provisions, where
appropriate—

“(1) for the reduction or elimination of

nicotine yields of the product;
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“(1n) for the reduction or elimination
of other constituents or harmful components
of the product; or
“(11) relating to any other require-
ment under (B);

“(B) shall, where necessary to be appro-

priate for the protection of the public health, in-

clude—

*S 1415 RS2

“(1) provisions respecting the construc-
tion, components, ingredients, and prop-
erties of the tobacco product;

“(11) provisions for the testing (on a
sample basis or, if necessary, on an individ-
ual basis) of the tobacco product;

“(111) provisions for the measurement
of the performance characteristics of the to-
bacco product;

“(iw) provisions requiring that the re-
sults of each or of certain of the tests of the
tobacco product required to be made under
clause (i1) show that the tobacco product is
m  conformity with the portions of the
standard for which the test or tests were re-

quired; and
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“(v) a provision requiring that the sale
and distribution of the tobacco product be
restricted but only to the extent that the sale
and distribution of a tobacco product may
be restricted under a requlation under sec-
tion 906(d); and
“(C) shall, where appropriate, require the
use and prescribe the form and content of label-

g for the proper use of the tobacco product.

“(3) PERIODIC RE-EVALUATION OF PERFORM-
ANCE STANDARDS.—The Secretary shall provide for
periodic evaluation of performance standards estab-
lished under this section to determine whether such
standards should be changed to reflect new medical,
scientific, or other technological data. The Secretary
may provide for testing under paragraph (2) by any
person.

“(4) INVOLVEMENT OF OTHER AGENCIES; IN-
FORMED PERSONS.—In carrying out duties under this
section, the Secretary shall, to the maximum extent
practicable—

“(A) wuse personnel, facilities, and other
technical support available in  other Federal

agencies;
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“(B) consult with other Federal agencies
concerned with standard-setting and other na-
tionally or internationally recognized standard-
setting entities; and

“C)  amwite  appropriate  participation,
through joint or other conferences, workshops, or
other means, by informed persons representative
of scientific, professional, industry, or consumer
organizations who in the Secretary’s judgment

can make a significant contribution.

“(b) ESTABLISIIMENT OF STANDARDS.—

“(1) NoTICE.—

“(A) The Secretary shall publish in the Fed-
eral Register a notice of proposed rulemaking for
the establishment, amendment, or revocation of
any performance standard for a tobacco product.

“(B) A notice of proposed rulemaking for
the establishment or amendment of a perform-
ance standard for a tobacco product shall—

“(1) set forth a finding with supporting

Justification that the performance standard

18 appropriate for the protection of the pub-

lic health;

“(1n) set forth proposed findings with

respect to the risk of illness or injury that
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the performance standard 1s intended to re-
duce or eliminate; and

“(11) invite interested persons to sub-
mit an existing performance standard for
the tobacco product, including a draft or
proposed performance standard, for consid-
eration by the Secretary.

“(C) A notice of proposed rulemaking for
the revocation of a performance standard shall
set forth a finding with supporting justification
that the performance standard is no longer nec-
essary to be appropriate for the protection of the
public health.

“(D) The Secretary shall consider all infor-
mation submatted in connection with a proposed
standard, inmcluding information concerning the
countervailing effects of the performance stand-
ard on the health of adolescent tobacco users,
adult tobacco users, or non-tobacco users, such as
the creation of a significant demand for contra-
band or other tobacco products that do not meet
the requirements of this chapter and the signifi-
cance of such demand, and shall 1ssue the stand-

ard if the Secretary determines that the standard

*S 1415 RS2



© 00 N O 0o B~ W N PP

N N DN DN DD DN P PP PPk PR PP
a A WO N P O © 00 N O O b W N B O

298
would be appropriate for the protection of the
public health.

“(E) The Secretary shall provide for a com-
ment period of not less than 60 days.

“(2) PROMULGATION.—

“(A) After the expiration of the period for
comment on a notice of proposed rulemaking
published under paragraph (1) respecting a per-
Jormance standard and after consideration of
such comments and any report from the Tobacco
Products Scientific Advisory Commattee under
section 915, the Secretary shall—

“(1) promulgate a regulation establish-
mg a performance standard and publish in
the Federal Register findings on the matters
referred to in paragraph (1); or

“(11) publish a notice terminating the
proceeding for the development of the stand-
ard together with the reasons for such ter-
mination.

“(B) A regulation establishing a perform-
ance standard shall set forth the date or dates
upon which the standard shall take effect, but no
such regulation may take effect before one year

after the date of its publication unless the Sec-
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retary determines that an earlier effective date 1s

necessary for the protection of the public health.

Such date or dates shall be established so as to

minimaze, consistent with the public health, eco-

nomic loss to, and disruption or dislocation of,
domestic and international trade.

“(3) SPECIAL RULE FOR STANDARD BANNING
CLASS OF PRODUCT OR ELIMINATING NICOTINE CON-
TENT.—Because of the importance of a decision of the
Secretary to issue a requlation establishing a per-
Jormance standard—

“(A) eliminating all cigarettes, all smokeless
tobacco products, or any similar class of tobacco
products, or

“(B) requiring the reduction of mnicotine
yields of a tobacco product to zero,

it 1s appropriate for the Congress to have the oppor-
tunity to review such a decision. Therefore, any such
standard may not take effect before a date that s 2
years after the President notifies the Congress that a
Jinal regulation imposing the restriction has been
1ssued.

“(4) AMENDMENT: REVOCATION.—

“(A) The Secretary, upon the Secretary’s

own mitiatwe or upon petition of an interested
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1 person may by a requlation, promulgated in ac-
2 cordance with the requirements of paragraphs
3 (1) and (2)(B) of this subsection, amend or re-
4 voke a performance standard.

5 “(B) The Secretary may declare a proposed
6 amendment of a performance standard to be ef-
7 fective on and after its publication in the Fed-
8 eral Register and until the effective date of any
9 Sfinal action taken on such amendment if the Sec-
10 retary determines that making it so effective 1is
11 wm the public interest.
12 “(5) REFERENCE TO ADVISORY COMMITTEE.—
13 The Secretary—
14 “(A) may, on the Secretary’s own initiative,
15 refer a proposed requlation for the establishment,
16 amendment, or revocation of a performance
17 standard; or
18 “(B) shall, upon the request of an interested
19 person which demonstrates good cause for refer-
20 ral and which s made before the expiration of
21 the period for submission of comments on such
22 proposed requlation,
23 refer such proposed requlation to the Tobacco Prod-
24 ucts Scientific Advisory Committee established under
25 section 915, for a report and recommendation with
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respect to any matter involved in the proposed regula-
tion which requires the exercise of scientific judgment.
If a proposed regulation s referred under this sub-
paragraph to the advisory committee, the Secretary
shall provide the advisory commattee with the data
and information on which such proposed regulation is
based. The advisory committee shall, within 60 days
after the referral of a proposed regulation and after
mdependent study of the data and information fur-

nished to it by the Secretary and other data and in-

Jormation before it, submit to the Secretary a report

and recommendation respecting such regulation, to-
gether with all underlying data and information and
a statement of the reason or basis for the rec-
ommendation. A copy of such report and rec-

ommendation shall be made public by the Secretary.

“SEC. 908. NOTIFICATION AND OTHER REMEDIES.

“la) NOTIFICATION.—If the Secretary determines

that—

“(1) a tobacco product which is introduced or de-
lwered for introduction into interstate commerce for
commercial distribution presents an unreasonable risk
of substantial harm to the public health; and

“(2) notification under this subsection 1is nec-

essary to eliminate the unreasonable risk of such

*S 1415 RS2



© 00O N O 0o B~ W N PP

N N DN DN DD DN P PP PP PP PP
aa o WO N P O ©W 00 N O 0o b W N B O

302

harm and no more practicable means 1s available

under the provisions of this chapter (other than this

section) to eliminate such risk,
the Secretary may issue such order as may be necessary
to assure that adequate notification is provided i an ap-
propriate form, by the persons and means best suited under
the circumstances imvolved, to all persons who should prop-
erly receive such notification wn order to eliminate such
risk. The Secretary may order notification by any appro-

priate means, including public service announcements. Be-

fore issuing an order under this subsection, the Secretary

shall consult with the persons who are to give notice under

the order.
“(b) No EXEMPTION FrOM OTHER LIABILITY.—Com-
pliance with an order issued under this section shall not

relieve any person from lLiability under Federal or State
law. In awarding damages for economic loss in an action
brought for the enforcement of any such liability, the value
to the plaintiff in such action of any remedy provided under
such order shall be taken into account.
“(c¢) RECALL AUTHORITY.—
“(1) IN GENERAL.—If the Secretary finds that
there 1s a reasonable probability that a tobacco prod-
uct contains a manufacturing or other defect not ordi-

narily contarned wn tobacco products on the market
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that would cause serious, adverse health consequences
or death, the Secretary shall issue an order requiring
the appropriate person (including the manufacturers,
vmporters, distributors, or retailers of the tobacco
product) to immediately cease distribution of such to-

bacco product. The order shall provide the person sub-

ject to the order with an opportunity for an informal

hearing, to be held not later than 10 days after the
date of the issuance of the order, on the actions re-
quired by the order and on whether the order should
be amended to require a recall of such tobacco prod-
uct. 1If, after providing an opportunity for such a
hearing, the Secretary determines that inadequate
grounds exist to support the actions required by the
order, the Secretary shall vacate the order.

“(2) AMENDMENT OF ORDER TO REQUIRE RE-
JALL.—

“(A) If, after providing an opportunity for
an informal hearing under paragraph (1), the
Secretary determines that the order should be
amended to include a recall of the tobacco prod-
uct with respect to which the order was issued,
the Secretary shall, except as provided in sub-
paragraph (B), amend the order to require a re-

call. The Secretary shall specify a timetable in
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which the tobacco product recall will occur and

shall require periodic reports to the Secretary de-

seribing the progress of the recall.
“(B) An amended order under subpara-

graph (A)—

“(1) shall not include recall of a to-
bacco product from individuals; and

“(11) shall provide for notice to persons
subject to the risks associated with the use
of such tobacco product.

In providing the notice required by clause (i1),

the Secretary may use the assistance of retailers

and other persons who distributed such tobacco
product. If a significant number of such persons
cannot be identified, the Secretary shall notify

such persons under section 705(b).

“(3) REMEDY NOT EXCLUSIVE.—The remedy pro-
vided by this subsection shall be in addition to rem-
edies provided by subsection (a) of this section.

“SEC. 909. RECORDS AND REPORTS ON TOBACCO PROD-
UCTS.

“la) IN GENERAL—Every person who is a tobacco

product manufacturer or vmporter of a tobacco product

shall establish and maintain such records, make such re-

ports, and provide such information, as the Secretary may
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1 by regulation reasonably require to assure that such tobacco

2 product 1s not adulterated or misbranded and to otherwise

3 protect public health. Regulations prescribed under the pre-

4 ceding sentence—

5

6

7

8

9
10
11
12
13
14
15
16
17
18
19
20
21
22
23

24
25

“(1) may require a tobacco product manufac-
turer or vmporter to report to the Secretary whenever
the manufacturer or importer receives or otherwise be-
comes aware of information that reasonably suggests
that one of its marketed tobacco products may have
caused or contributed to a serious unexpected adverse
experience associated with the use of the product or
any significant increase in the frequency of a serious,
expected adverse product experience;

“(2) shall require reporting of other significant
adverse tobacco product experiences as determined by
the Secretary to be necessary to be reported;

“(3) shall not tmpose requirements unduly bur-
densome to a tobacco product manufacturer or im-
porter, taking into account the cost of complying with
such requirements and the need for the protection of
the public health and the implementation of this
chapter;

“(4) when prescribing the procedure for making
requests for reports or information, shall require that

each request made under such requlations for submis-

*S 1415 RS2



© 00O N O 0o B~ W N PP

N NN NN R P R R R R R R R e
5E W N B O © 0 N O U0 A W N L O

306
sion of a report or information to the Secretary state
the reason or purpose for such request and identify to
the fullest extent practicable such report or informa-
tion;

“(5) when requiring submaission of a report or
mformation to the Secretary, shall state the reason or
purpose for the submission of such report or informa-
tion and dentify to the fullest extent practicable such
report or information; and

“(6) may not require that the identity of any
patient or user be disclosed in records, reports, or in-
Jormation required under this subsection unless re-
quired for the medical welfare of an individual, to de-
termine risks to public health of a tobacco product, or
to verify a record, report, or information submitted

under this chapter.

In prescribing requlations under this subsection, the Sec-
retary shall have due regard for the professional ethics of
the medical profession and the interests of patients. The
prohibitions of paragraph (6) of this subsection continue
to apply to records, reports, and information concerning
any indiwvidual who has been a patient, irrespective of

whether or when he ceases to be a patient.

“(b) REPORTS OF REMOVALS AND CORRECTIONS.—
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(1) Except as provided in paragraph (3), the
Secretary shall by regulation require a tobacco prod-
uct manufacturer or importer of a tobacco product to
report promptly to the Secretary any corrective ac-
tion taken or removal from the market of a tobacco
product undertaken by such manufacturer or im-
porter if the removal or correction was undertaken—

“(A) to reduce a risk to health posed by the
tobacco product; or

“(B) to remedy a violation of this chapter
caused by the tobacco product which may present

a risk to health.

A tobacco product manufacturer or vmporter of a to-
bacco product who undertakes a corrective action or
removal from the market of a tobacco product which
18 not required to be reported under this subsection
shall keep a record of such correction or removal.

“(2) No report of the corrective action or removal
of a tobacco product may be required under para-
graph (1) if a report of the corrective action or re-
moval 1s required and has been submitted under sub-

section (a) of this section.

“SEC. 910. PREMARKET REVIEW OF CERTAIN TOBACCO

PRODUCTS.

“(a) IN GENERAL.—
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“(1) PREMARKET APPROVAL REQUIRED.—

“(A) NEwW ProODUCTS.—Approval under this
section of an application for premarket approval
Jor any tobacco product that s not commercially
marketed (other than for test marketing) in the
Unated States as of August 11, 1995, is required
unless the manufacturer has submitted a report
under section 905(j), and the Secretary has
1ssued an order that the tobacco product is sub-
stantially equivalent to a tobacco product com-
mercially marketed (other than for test market-
wmg) in the United States as of August 11, 1995,
that s wn compliance with the requirements of
this Act.

“(B) PRODUCTS INTRODUCED BETWEEN AU-
GUST 11, 1995, AND ENACTMENT OF THIS CHAP-
TER.—Subparagraph (A) does not apply to a to-
bacco product that—

“(v) was first introduced or delivered

Jor antroduction into interstate commerce

Jfor commerce for commercial distribution in

the United States after August 11, 1995,

and before the date of enactment of the Na-

tional Tobacco Policy and Youth Smoking

Reduction Act; and
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“(11) for which a report was submitted
under section 905(j) within 6 months after
such date,
until the Secretary issues an order that the to-
bacco product is substantially equivalent for pur-
poses of this section or requires premarket ap-
proval.
“(2) SUBSTANTIALLY EQUIVALENT DEFINED.—
“(A) For purposes of this section and sec-
tion 905(j), the term ‘substantially equivalent’ or
‘substantial equivalence’ mean, with respect to
the tobacco product being compared to the predi-
cate tobacco product, that the Secretary by order
has found that the tobacco product—
“(1) has the same characteristics as the
predicate tobacco product; or
“(11) has different characteristics and
the information submatted contains infor-
mation, ncluding clinical data 1f deemed
necessary by the Secretary, that dem-
onstrates that it is not appropriate to regu-
late the product under this section because
the product does not raise different ques-

tions of public health.
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“(B) For purposes of subparagraph (A), the
term ‘characteristics’ means the materials, ingre-
dients, design, composition, heating source, or
other features of a tobacco product.

“(C) A tobacco product may not be found to
be substantially equivalent to a predicate tobacco
product that has been removed from the market
at the initiative of the Secretary or that has been
determined by a judicial order to be misbranded
or adulterated.

“(3) HEALTH INFORMATION.—

“(A) As part of a submission under section
905(j) respecting a tobacco product, the person
required to file a premarket notification under
such section shall provide an adequate summanry
of any health information related to the tobacco
product or state that such information unll be
made available upon request by any person.

“(B) Any summary under subparagraph
(A) respecting a tobacco product shall contain
detailed information regarding data concerning
adverse health effects and shall be made available
to the public by the Secretary within 30 days of

the issuance of a determination that such tobacco
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product 1s substantially equivalent to another to-

bacco product.

“(b) APPLICATION.—

“(1) CONTENTS.—An application for premarket

approval shall contain—

“(A) full reports of all information, pub-
lished or known to or which should reasonably be
known to the applicant, concerning investiga-
tions which have been made to show the health
risks of such tobacco product and whether such
tobacco product presents less risk than other to-
bacco products;

“(B) a full statement of the components, in-
gredients, and properties, and of the principle or
principles of operation, of such tobacco product;

“(C) a full description of the methods used
m, and the facilities and controls used for, the
manufacture, processing, and, when relevant,
packing and nstallation of, such tobacco prod-
uct;

“(D) an identifying reference to any per-
Jormance standard under section 907 which
would be applicable to any aspect of such tobacco
product, and either adequate information to

show that such aspect of such tobacco product
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Jully meets such performance standard or ade-

quate information to justify any deviation from

such standard;

“(E) such samples of such tobacco product
and of components thereof as the Secretary may
reasonably require;

“(F) specimens of the labeling proposed to
be used for such tobacco product; and

“(G) such other information relevant to the
subject matter of the application as the Secretary
may require.

“(2) REFERENCE TO ADVISORY COMMITTEE.—
Upon receipt of an application meeting the require-
ments set forth in paragraph (1), the Secretary—

“(A) may, on the Secretary’s own initiative;
or

“(B) shall, upon the request of an appli-
cant,

refer such application to the Tobacco Products Sci-
entific Advisory Committee established under section
915 and for submission (within such period as the
Secretary may establish) of a report and rec-
ommendation respecting approval of the application,
together with all underlying data and the reasons or

basis for the recommendation.
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“(¢) ACTION ON APPLICATION.—
“(1) DEADLINE.—

“(A4) As promptly as possible, but in no
event later than 180 days after the receipt of an
application under subsection (b) of this section,
the Secretary, after considering the report and
recommendation submitted under paragraph (2)
of such subsection, shall—

“(1) 1ssue an order approving the ap-
plication if the Secretary finds that none of
the grounds for denying approval specified
wm paragraph (2) of this subsection applies;
or

“(11) deny approval of the application
of the Secretary finds (and sets forth the
basis for such finding as part of or accom-
panying such denial) that one or more
grounds for denial specified in paragraph
(2) of this subsection apply.

“(B) An order approving an application for
a tobacco product may require as a condition to
such approval that the sale and distribution of
the tobacco product be restricted but only to the

extent that the sale and distribution of a tobacco
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product may be restricted under a regulation

under section 906(d).

“(2) DENIAL OF APPROVAL.—The Secretary shall
deny approval of an application for a tobacco product
if, upon the basis of the information submatted to the
Secretary as part of the application and any other
mformation before the Secretary with respect to such
tobacco product, the Secretary finds that—

“(A) there 1s a lack of a showing that per-
mitting such tobacco product to be marketed
would be appropriate for the protection of the
public health;

“(B) the methods used in, or the facilities or
controls used for, the manufacture, processing, or
packing of such tobacco product do not conform
to the requirements of section 906(e);

“(C) based on a fair evaluation of all mate-
rial facts, the proposed labeling s false or mas-
leading i any particular; or

“(D) such tobacco product is not shown to
conform n all respects to a performance stand-
ard in effect under section 907, compliance with
which 1s a condition to approval of the applica-
tion, and there 1s a lack of adequate information

to justify the deviation from such standard.
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“(3) DENIAL INFORMATION.—Any denial of an
application shall, insofar as the Secretary determines
to be practicable, be accompanied by a statement in-
Jorming the applicant of the measures required to
place such application in approvable form (which
measures may include further research by the appli-
cant i accordance with one or more protocols pre-
scribed by the Secretary).

“(4) BASIS FOR FINDING.—For purposes of this
section, the finding as to whether approval of a to-
bacco product 1s appropriate for the protection of the
public health shall be determined with respect to the
risks and benefits to the population as a whole, in-
cluding users and non-users of the tobacco product,
and taking into account—

“(A) the increased or decreased likelvhood
that existing users of tobacco products wnll stop
using such products; and

“(B) the increased or decreased likelihood
that those who do not use tobacco products will
start using such products.

“(5) BASIS FOR ACTION.—

“(A) For purposes of paragraph (2)(A),
whether permitting a tobacco product to be mar-

keted would be appropriate for the protection of
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the public health shall, when appropriate, be de-
termined on the basis of well-controlled inves-
tigations, which may include one or more clini-
cal mvestigations by experts qualified by train-
g and experience to evaluate the tobacco prod-
uct.

“(B) If the Secretary determines that there
exists valid scientific evidence (other than evi-
dence derived from investigations described in
subparagraph (A)) which s sufficient to evaluate
the tobacco product the Secretary may authorize
that the determination for purposes of paragraph

(2)(A) be made on the basis of such evidence.

“(d) WITHDRAWAL AND TEMPORARY SUSPENSION.—

“(1) IN GENERAL.—The Secretary shall, upon

obtaining, where appropriate, advice on scientific
matters from the Tobacco Products Scientific Advi-
sory Commattee established under section 915, and
after due notice and opportunity for informal hearing
to the holder of an approved application for a tobacco
product, issue an order withdrawing approval of the

application if the Secretary finds—

“(A) that the continued marketing of such
tobacco product no longer is appropriate for the

protection of the public health;
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“(B) that the application contained or was
accompanied by an untrue statement of a mate-
ral fact;

“(C) that the applicant—

“(1) has failed to establish a system for
maintaining records, or has repeatedly or
deliberately failed to maintain records or to
make reports, required by an applicable reg-
ulation under section 909;

“(11) has refused to permit access to, or
copying or verification of, such records as
required by section 704; or

“(111) has not complied with the re-
quirements of section 905;

“(D) on the basis of new information before
the Secretary with respect to such tobacco prod-
uct, evaluated together with the evidence before
the Secretary when the application was ap-
proved, that the methods used in, or the facilities
and controls used for, the manufacture, process-
g, packing, or installation of such tobacco
product do not conform with the requirements of
section 906(e) and were not brought into con-

Jormity with such requirements within a reason-
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1 able time after receipt of written notice from the
2 Secretary of nonconformaity;

3 “(E) on the basis of new information before
4 the Secretary, evaluated together with the evi-
5 dence before the Secretary when the application
6 was approved, that the labeling of such tobacco
7 product, based on a fairr evaluation of all mate-
8 rial facts, 1s false or misleading in any particu-
9 lar and was not corrected within a reasonable
10 time after receipt of written notice from the Sec-
11 retary of such fact; or
12 “(F) on the basis of new information before
13 the Secretary, evaluated together with the evi-
14 dence before the Secretary when the application
15 was approved, that such tobacco product is not
16 shown to conform wn all respects to a perform-
17 ance standard which 1s i effect under section
18 907, compliance with which was a condition to
19 approval of the application, and that there is a
20 lack of adequate information to justify the devi-
21 ation from such standard.
22 “(2) ApPEAL.—The holder of an application sub-
23 ject to an order issued under paragraph (1) with-
24 drawing approval of the application may, by petition

25 filed on or before the thirtieth day after the date wpon
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1 which he receives notice of such withdrawal, obtain
2 review thereof in accordance with subsection (e) of
3 this section.
4 “(3) TEMPORARY SUSPENSION.—If, after provid-
5 mg an opportunity for an informal hearing, the Sec-
6 retary determines there is reasonable probability that
7 the continuation of distribution of a tobacco product
8 under an approved application would cause serious,
9 adverse health consequences or death, that is greater
10 than ordinarily caused by tobacco products on the
11 mark