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DATE: March 13. 1998 

TO: Cynthia Rice 456-7431 

U. S. Department of Justice 

Office of the Attorney General 

'R'aJhingtc11. D. C. 'J.0530 

Jerry Mande 4 5 6 - 6 0 ... 2 ... 7 ___ _ 

Telephone No. Fax No. ) ~- -

FROM: TI'..omas J. Perrelli 

Assistant to the Attorney General 

Telephone No. (202) ~ - 2267 Fax No. (202) 514 - 17:24 

TRANSMISSION CONTAINS .28 S'.!-IEETS INCLUDING THIS COVERSHEET 

********~************************k******************************* 

SPECIAL NOTE(S) 

WARNING: Many fax machines produce copies on thermal paper. The 
image p~oduced is highly unstable and will deteriorate 
significa!-...tly in a few years. It should be copied on a ula.in 
paper copier prior to filing as a record. 
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Cynthia, Jerry --

At:tached are DOJ's comments on the McCain bill. Moat of 
them come from OLC; in addition to faxing them, I have ~-mailed 
them to Jerz:y. ! do not ha·1e electronic versions of the comments 
on FDA authority and the antitrust exemption (the last 4 pages); 
when ! get one, I'll e-mail it over. 

Call me if you want to talk about anything. 

Torn Pei:·re11 i 
514-2267 

@002 
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Memorandum 

SUl1jeCt Da~ 

"Uni '.'ersaJ_ Tobacco Sett lem·~~t Act, " S .1415 Ma.r-::h 12. 1998 

J'(1 

:;;a'' id Ogden 
Counse'J.. t:c• the Attorney Gene:r·al 

--------'--·--------------
From 

Dawn Johnsi;n 
Acting Assistant Attorney 
GE!.n@.ral 
Off ice of I,egal Counsel 

:'hir; memorandu"Tl provides :;i:::·eliminary views regardj.ng 
c:onstitutirm.';11 concerns raj sed by the universal T-=-bacco Settlement 
Act, ~~.:J.4:15, l.05tn Cong. {~997). Where possible, t:-iis rnemor.3.ndum 
offers suggestions for minimizing the risk of constit~tional 
8ha::.lellge ~,:i.'3ed by the j?rovisL~ms contained in S .1£~15. 

Sec. 2. Findings: In .l ic:ht of the provi sior.s cont.ained in 
Title I ·~:ha': would restrict the ma:r-ketincr and adverti3ino of 
tobacco prc·d.ucts, the legislat.ion should adopt and i~corporate the 
f indi.ng::J L1nt. B'..lpporc the Food and Drug A.dministraticn' s analogous 
rest:r:ic:t irJI".i:: :m mal·k~ting and advertising. ~ 61 Fed. Reg. 44. ·3 9€ 
(1996! . 

Sec. 3., P\J.l~paaea: We recommend amending subsection~ \.?) , ( 4 :· 
a~d (7) of section 3 a£ follows: 

Su:Osection (2) provi1es that i~ is a purpose of the bill t-:1 
"ban all o"i.1tdoo!'" tobacco a:dve:t·tising and ban all cartocn figu~es 
and human figures used ir:. connecti;:;n with tobacco adverr:ising." As 
discussed b~low, such categorical restricticns would gc beyond the 
FDA' s rul€J 1 :I.mi ti~i.g the advertising of tobacco products and would 
therefore raise significant conBtitutional c•:>nc.:erns that are not. 
preser.t•=d by the FDA. rule. Accordingly, subsection (2) sh~uld be 
ar.tende:d to accord with O'l).r suggested amendments to the substantive 
provisio~s of S.1415 that would ban all outdoor tobacco &dvertising 
an·:i ban 2111 cart.:'.)on fi3ures and h·~man figures us~d in cC'nnec~ion 
with tobacco &dve:ctising. 

Subsection (4) prc.,vides t:hat it is a purpose. of the bill t.::1 
"subject the tobacco ir.dt1.stry tc bsvere financial penalti~g in r:he 
event that underage tobacco u8age does noL decline radically over 
i:.he next 10 years [.]" However, the relevant aubstanti VE px·ovis ions 
,~f S. '.'..415 refer to the p.2.yments that manufacturers would be 
required to make as "su:::charg~s. '' See"'" e.g., Section 205. The 
purpose sect: ion should be a.m~nded to accord wi -ch th<!! subst anti~re 
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·provisions, which wculd minimize the risk of constituticn3l 
challenge. 

Subsection (7} provid~s that it is a purpose ·.:if the b:ill to 
"require the 1rianufai::::tur~::::-s of tobacco produc:;t.s to disclose all 
present and future non-public incernal laboratory research 
regarding tcbaccc products." (Emphasis added) . T~ie substantive 
previsions of the bill :regarding the disclosure of documents are 
not as broad as the statement suggests. The relevant provisions 
would permit manufacturers to assert privileges against the 
disclosure of certain documents that fall within th1s category. 
~ee '!'itl>?. VII. Accordingly, we recommend deleting t:-ie word "all" 
from subsection 7. 

In addition, we note that although subsections i9) through 
(12) make reference to the National Tobacco Settlement Tr'.l.st. Fund, 
which S.1414, 105th Cong. (1997), would have established, S.1415 
does not establish such a fund. 

Title I-Regulation of the Tobacco Industry; Subtitle 
A~Restriction on Marketing and Advertising; Subtitle A contains a 
number of provisions that would impose restrictions on the 
advertising and marketing of tobacco p!."oducts. Many of these 
provisions track tb.ose set forth in the recently promulgated fDA 
regulations. The Administration believes, as the Department cf 
Justice has explained in the Covne-Beahm litigation. that. the FDA' s 
regulations are consistent with the First Amendment, under the 
framework for First Amendment review of restric~ions on commercia~ 
speech, set cut by the Suprer:i.e Court. in Central [tudson Gas & Elec. 
Corp v. Public Sery. Comm'n, 447 U.S. 557 (1980), and subsequent 
co.ses. The FDA restrictions are appropriately tailored to serve 
the government's wholly legitimate and compelling interest in 
curtailing demand for and use of tobacco products by those who may 
not lawfCJ.lly purchase the product, by reducing minors' exposure to 
t.obacco product advertising. As a result, the advertising 
restrictions contained in S.1415 that track the FCA regulations are 
constitutional. Other provisions in S.1415, however, would impose 
restrictions on the adverti.sing of tobacco products that. are 
broader than those contained in the FDA regulat ior:s. These 
broader provisions raise significant constitutional ccncerns -­
i.e., that they are not appropriately tailored to serve the 
government 1 s interest in curtailing minors' ·;;.obacco i.lSe t:hrough 
restricting miners' exposure to tobacco product advertising. 

1. .Section 101 (a) (1) provides tha.t "[z-.] o l'rl.anu.facturer, 
distributor, or retailer may use any form of outdoor tobacco 
product advertising, including bill boards, posters, or placards." 
This restriction would go beyond t.he FDA regulation restricting the 
outdoor advertising of tobacco products. The FDA regulation bans 
all outdoor advertising of tobacco products within 1000 feet of a 
school or playground but otherwise requires only that sue~ outdoor 

- 2 -
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advertising 1::-e. confined to so-called "'1:.cmbstone advertis.:i..ng," i. e . , 
black letters on a white background. 21 C.f.R. § 697.JO(b) (1~97); 
1.9..,;. § 897.32{a). The ~DA regulation's outdoor advertising 
restriction is appropriately tailored to serve the gcvernment' s 
wholly legit.imate and compelling interest in preventing underage 
consumers' exposure to advertising about prod'.lct.s chat may not 
lawfully be sold to them. 

The greater breadth 0£ the ban on outdoor advercising 
contained ln section 101 (a.) \l) gives rise to s.::.gnificant 
constitutional concerns that: are not presented by th~ FDA 
regulation. The provision should be redrafted to alleviate these 
concerns. Instead of imposing a complete ban, the provision could 
si!nply conf i:::m the FDA' s authority to :regulate the out doer 
advertising of tobacco products. In addition to confir~ing the 
FDA's regulatory authority, the bill could also enact the existing 
FDA restrictior. on outdoor advertising ·or extend the FDA 
restriction in a tr.ore tailored manner. For exampJ.e, the prov is ion 
could impoa~ a general requirement that outdcor adve:r.-tising appear 
in a tombstone format and then extend the FDA' s bar. <;in such outdoor 
advertising to include geographic areas, in addition to schools and 
playgrounds, ::hat are frequented by children. 

2. Se.ct ion 101 (b) of S .1415 provides that 11 [n] o mani...f acturer, 
distributor, or r8tailer may use a human image or a cartoon 
character er c.3.rtoon-type character in its advert is1ng, labeling, 
or promotional material with respect to a tobacco product." This 
restriction would go beyond the FDA regulation restricting the use 
of .images in che advertising cf tobacco products. That r.egulaticn 
provides t:hat, in general, tobacco advertising must take the form 
of tombstone. advertising but permits images ::c be used wit!:i.out 
rest:riction in certain circumstances, for example, in ar~ "adu1 r: 
publication, n one that has a readership that is at le&st eighty­
five percer.t adult and that includes less than twc.; million 
children. 21 C.F.R. § 897.::2(a} (2) (ii-(iil. 

Section lOl(b}'s broader restriction on the use of images in 
the advertising of tobacco products would raise significan:. 
constitutional con:erns that the FDA regulation does not present. 
These concerns co'..lld be allE:viated by confiI1'tting the FDA's 
a~.lthori ty to regulate in this area, enacting the FDA reg-..ilation, er 
extending t.he FDA restriction in a more tailcred manner. For 
example, the bill could adjust the definiti.on of an "adult 
publication" by lowering the threshold number of child readers fo:r­
such publications to less than two million and then adop~ing the 
newly defined "adult publication'! exception. We also note that the 
imposit:ion of a restriction on th@ use of "human im:g.ges" alone 
might raise constitutional concerns because the use ~f image 
advertising depicting animals would not be restricted, even though 
it would appear that such image advertising would be l ik~ly to 
app~al to children. See R.ubin -...r. Coors Brewing Co., 514 U.S. 4 76, 
488-90 ( 1995 l (explainir.g concerns raised by ~nderincl usive 

- 3 -
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restl:-i(;tions on commercial apE!esh) . This ccncert'l c:.)uld be 
5.:i le?:Lated by ext: ending the !"~?striction to in.elude. i.rr:ages cJf both 
human and animal figures_ 

3 . .Sect ion l C 1 1,2) provides that " [::"J.j o ma.r...·..if a-:.ture:::-, 
distrib~tor, or retail~~ may UaE the Internet to advertise tobacco 

·products ur:less such an adv€rtiseme:r1~ it3 inaccessi'b1e j_n or f!."om 
the United States. 11 Insofar as the compl@·,':~ ban en Internet 
ad-.;ertising would be for t.he p\;\rpose of a:.:ninis!iing 1~inors' 
exposure to such advertisi:ig, it wcu:d raise sicnificanr: 
i::onstituticnal concerns, because there '.11igh::. be re.or.a - narLC;wJ..y 
t.ailored means of achieving such a governmental obj e:::ti ve. £i.._ 
,Renq v. Ac.LU, 117 s.ct. 23:29, 2346-48 (1997) (di.scui:>:;iinq i.t~ss 
·reetrir'.:t::i_ve alternatives to a ban on Int·ernet transnu.ssi0r:. c·f 
indecen:;y in a manner a'1ailable to minors) . Cor.·3'ress sho·J.ld 
consider whether, in light of available technology, there :nay be 
mean8 sh1:irr. of a complete ban that would serve the govern:nent · s 
inte.::est in protecting unde.Tage c,:m.sumers from adve.l:·tisins ~·bciut 
p~·od~.icts that m3y net lawfully be aold t.o them. :::::n order to ensure 
that the. government retai:-.s neces.'3ary ::lexibility to regulate the 
advertising of tobacco p!"oducts oa the Internet, however. we 
recommend that the bi 11 s=..mply pr(Nide e:xpre.3s .stat·...itory 
:::onfi:::inatio:a of the FDA' s exist:ing authority to regular.e such 
advertisi.ng. This approach would ensure that any future regu~~tory 
restrictior~s are targetf~d at: appropriate forns of Interr.e.t 
advet:'tising and are fashioned in a manner t.hat is appropr.iat~'3ly 
sensitive to First Amendn1ent concern"'. 

~. Sectioc lOl(d) would, in qen~ral, limit each manufacturer 
of tobacco prcduct:.s to the dispJ.a~- of not more than two se:r:a.rate 
point-of-sale advert isemsnLs ir. any locatior. at. which tcbacco 
~roducts are sold, and would limit each retailer to :he display of 
one poir:.t -of-sale advert isemen~ :i:·e.:.ating to the J:etai ler' s er 
wholesaler·· s contracted retailer er private label :Orand product. 
The bill would also require that these point-cf-sale advertisements 
coraist o~ly cf black letters on a white background, and not be 
larger th~n a p~~scribed ~ize. However, the ~ill would include a 
significa~t exception to this limitation for "adult-only stores and 
tobaccc.> outlets.'' Section lOl(dJ (2). Se:ction lOl(dl 's exception 
permi~t.ing :nar:.ufact•..trerEi with a greater market share 'co engage in 
more point-of -sale advert is in·~ than their cr.:Hnpe-cit;:;rs rai se.s 
significant~ constitut.ior1al concerns. It cor:stitutes a spe3.ker­
baeed preference for certain manufacturers that appears 
inconsistent wich the government / s asserted i.nt·;;:r~st in restricting 
such a.dvertisir;.g because it would appear to be 'Ll.nrelated tc the 
objective of reducing youth t.obai.cco use. If the governmenc impos~s 
advertis~ng constraints on some commercial speakers, but decl~nes 
to impose ~hose same restrict.:'..o:-is on an analogo·i.:<.s class of 
speaker~, the disparate treatment can 11 undermi ne and ccur~tera.ct '' 
the effects of the imposition, and suggest that the goverr.:nent i.3 
not truly or fully commi'Cted to advancing its claimed interest. 
See Coors Bre·..;ing, S1.4 U.S. at 489-90. 

- 4 -
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5. Section :02 (c) (1) provides that "[nJ c payn-.ent shall be 
mad\! by any manufactu.rer, distributor, or retailer fer the 
placement of any tobacco product or tobacco prod:.;.(;:t :;iackage or 
advertisement . . . as a prop in any television program or motion 
picture produced for viewing by -.:hi: general public; . . or in a 
video or 0!1 a video game machine." This provis:~on COLcld reach 
forms of expression other than commercial speech; t·".'> the extent 
that it does, it must be narrowly tailored to serve a compelling 
governmBntal interes~. See Board of Trustees of SIJNY v. Fox, 492 
u.S. 469, 473-74, 48~ (1989) (describing commercia.1 speech;. To 
ensure that this restrictior. does not impermissibly limi:. f'...llly 
protected. non-commercisl speech, the provisior.: should be redrafte:i 
to prohibit the placemen~ of "any brand-name tobacco product or 
brand-riame tobacco product package or any tobacco prcduct 
advertisement." 

6. Section 102 (d) provides that '1 [r:.] o direct o~ indirect 
payment sr~all be made by any manufacturer, distributor or retailer 
to any entity for the p~.irpos~ of promoting the inage o:r use of a 
tobacco product through print or film rnedi.a that appeals t-·~ 
individuals under 18 years of age or through a live performance by 
an entertainment artist that appeals to such indlvidual s." The 
scope of the restriction is unclear. For example, is t:'1e 
provision intended only to restrict attempts to promcte brand names 
of tobacco products or is it intended to restrict the promotion of 
smoking generally'? If t.he latter were the case, the proviaio11 
would appear to r9etrict some non-commercial spee·:::h, raising 
significant constitutional cor.cerns. In addi·ci:')I'., the phrase 
"appeals to individuals -... mder 18 years of age" is unclear and could 
be subject to challenge on vagueness grounds. These concerns 
C01..:.ld .be alleviated by limiting the provisi 1:m' s scope to co':l1mercia.1 
speech and substituting a more objective definicion of the media or 
cypes of entertainment t!"'1at wou:.d appeal to ur.deraqe ccnsumers. 
For example, the provi:3ion could be amended to read: "i'J.o di.re.:::t or 
ind.:!.rect payment shall be made by any manufacturer, distributor or 
retaile~ to any entity for the purpose of advertising a tobacco 
product or of promoting the image or use of a brand-name tcbacco 
~roduct through an adult publication, film media that has bef"ln 
rated G th:?:."ough R, or their eq.,li valent, by the motion picture 
industry, or through a liv~ performance by an -=::itertai11ment artist 
that persons under the age of 18 are permitted to atcend." 

Title I--Regulatio~ of the Tobacco Industr.y: Subtitle D -­
Licensing of Retail Tobacco Sellers: Subtitle D wculd provide t.wc 
~ncentives for states to establish licensing prog~ams for retail 
distributors of tobacco products. States that establish 
satisfactor1 licensing prograrr.s (1) would qualify for black grants 
under ~ection 402 \see §§ 131 (a), (cl, 402 (-:)); and (2) would 
retain co~-itrol over the regulation of tobacco retailers w:..thin 
thei~ borders ins~ead of ceding regulatory authority in this area 
to t.he tederaJ government (~ § 131 (b)). CongJ:·ess possesses 

- 5 -
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authority, under Spending Cla,.lse principles discussed ir~ South 
Dakota v. Dole, 483 U.S. 203, 206-10 (1987), to require states to 
take re~Jlatory action in order to receive fede~al funds. When 
Congress acts in areas where the Constitution permits direct 
federal regulation, Congress also possesses authority, under 
principles discussed in New York v. United States, 505 U.S. 1~4, 
167-68 ( 1.992), to offer States a choice between regulating in 
accordanc~ with federal standards and having state law pre-empted 
by a federal regulatory scheme. 

S. l415's incentives for states to establish federally 
approved 1 icensing programs / in our view, sho1~ld survive any 
federalism-bas~d constitutional challenge. The spending power, ae 
elaborated in Dole, accommodates the bill's block grant provisions. 
The com~erce. power would support a general federal ban on sales of 
tobacco products and therefore, under the principles described in 
New York._, authoi:izes a more limited ban - - one that applies only 
where states fail to take alternative regulatory action. 

There is, nevertheless, some risk that courts would take a 
contrary view. The Court in South Dakota v. Dole, stated t~at "in 
some cir~umstances, the financial inducement offered by Congress 
might be so coercive as to pass the point at which 'pressure turns 
to compulsion.''' 483 U.S. at 211 (quoting S..teward Machine Co. v. 
Davis, 301 U.S. 548, 590 (1937)) .i S. 1415 does not indicate how 
much money states would r~ceive for establishing and. administering 
a satisfact~ry tobacco licensing program. 2 And we have no 

1 Courts have repeatedly rejected arguments that particular 
spending power inducements exert an impermissibly coercive 
influence on ehe s~atea. See, e.~. Nevada v. Skinner, 884 F.2d 
445, 448 (9th Cir. 1989) (''the difficulty if not the impropriety of 
making judicial judgments regarding a state's f~nancial 
capabilities renders t.he coercion theory highly suspect as a metl1od 
for resolving disputes between federal and state governments'') , 
cert. denied, 493 U.S. 1070 (1990); South Dakota v. Adams, 506 F. 
Supp. 50, 57 (D. S.D. 1980) ( 11 There is a vast difference between 
requiring a state to adopt ~ertain regulations and denying fundin9 
to a state that refuses to adopt them."), aff,'d sub nom. Sou:.:h 
Dakota v. Goldschmidt, 635 F.2d 698 (6th Cir. 1980), cert. denied 
eub nom. South Dakota v. Lewis, 451 U.S. 984 (1961). But cf. 
Virginia Dep't of Educ. v. Riley, 106 F.3d 559, 56~-72 (4th Cir. 
1997) (en bane) (suggesting, in dictum, that one particular piece 
cf spending power legislation operates in an impermissibly coercive 
manner) (Luttig, ._-r., writing for six of thirteen judges) . 

2 Under S. 1414, the previous version of this bill, states 
that established and enforced satisfactory licensing programs would 
have received a total of $2. 5 billion in t.he first two years, 
increasing to $5.0 billion in the fifth year, before decreasing to 
$2.5 billion in the sixth and subsequent years. See S. 141.4 §§ 

- 6 -
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infcrrrac.ion az to ':he. :;osts t.:-:.a:. at.ates would have :o incur to 
establish and administer acce·ptable ~.icensj_ng prograr:'1S. OpFor:ents 
cf tht?. b~.!. ·.:.' s i; ~.ate 1 .1 c;nsirig prov is ion~. might be abl~, dep~nding 
on the size cf tne burden Lhat a state was asked to bear and of ~he 
.'.,.:.icen.::.i'"~ -fcir t!:',a~. state t'.:J b~ar it, ti:.1 arqu; th.a!: th~ biL~'s 
sp1..":nding pc·;\1er induc,;m1er:.t. ft:;r stat,::: li-:~ensing is impermissibly 
coerc;:i.ve. 

The bill's reliance on a cond~tio::.-:al exercise o::: the comme.rc~ 
pow~r tc• ~::'l.coura~e stc.te to reg·~late tobacco ,gellera miqht als:: .. 
rais?.; f,~deralism-base:-"ld con.:::!erns. The Supreme Cour-;: -has net 
suggc;s-c~d a ·:i:1e:rcioa ':::est for conditional ccmme::::-ce pQw~r 
legislat~on. However, opponents of the licensure provisions might 
arg,_;.e that ~Q.~'s a.ni;.i-c..-:oeY.CiQn principle ought tc apply, .ss a 
logical m.;:~t ce.r, when Congress seeks to en::·::>ur-agi:! ~·~ate actio:. 
through ccnditional commerce powe:r: leg.islation as well as whe:;1 
Congress axa=cises its co~ditional spending power. 

To l·educe the ris~ of a S'..l.cce.:o·a::ul federalism-base.ct cnalle:1g~, 
C:oagress mJght consider revising the bill's incentive:.?- fer state 
action. Op~ions co~ld in~lude, but would not be limited to: (l) 
changLng the block granc provisions to call for a reduct~on rather 
L-ian a -:=1:i~1plete cute.ff in :Eed.~i:·~l payments to ncnc(.)mpliant s~ates 
C;:-omnaxe, e ·.SL, &·2l.e, 4.83 U. -S. at 211 (state refusal to establish 
21 years o:~:l g,s the miEimum drinking age caused it to ~ose fi ''e 
percent. of s:;iecif ied highway fur.:.0.s I ; and (2) su.bst:.i tutir..g a fedei·al 
regul&tory s~~eme !such 3B a prohibition on retail tobacco sales 
ex.1::ept in adults- only locales) for S. 1415' s outright federal ban 
on tobacco sa1e:a :ir.1• noni:ompli~nt s~a.tes. rn addition, the :!'.·isk of 
a Eiuc·:=es.sful federalism-basec challenge would be fur":her :!·ed\1c:ed ~~f 
some si9nif::.cant porticn c·f block grant fu.nds to the states - -
•;?spec:l...2J_] y a.:'l'.'l po1:t:Lr.::in that wc:Q i.dentifie:d as r~imb1..irse'.11e:1t f<.;.)r 
state 1:?.x,;1endit.ures i..lr..C.er tr,e Me::licaid prc,gram f.~z the tre .. ~.trr,ent of 
tobacco-:elated illnesses -- were caid cue u~condi~ionallv, without 
any r·~quirement t.t·Jat .states f'erf!'c.rm speci:ied "casks in m'.:'der to 

4 0.1 (d) (l: I A.) - (E) . The current bill omits all of the proYisions 
~hat appea~ed as Title IV of s. 1414, wh~ch set forth the blu@print 
for payment~ into and out sf the National Tobacco Settle~e~t Trust 
?und (NTSTP) . As a r~suJ.t of this deletion, we are un~ure how t0 
interpret th~ current bil.l's app&:ent reliance on che NTSTF as the 
sc-..J.rce of fu.r.i.ding for t.he gr~.'.1ts to ;tates that satiafy the 
licensin3 reqi.l.irement.. See, e_~, S. 1415 §§ 401(a:1 (1), 40l{a) (2'.· 
(refe?:"rinq -::o -::.he T!:'UBt Fun.d ~stablished e.nd co:r~tro11.@d hy 'forrrler) 
section 4Gl). 
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receive the money er that t:ney spend the money in prescribed ways.·· 

Title I-Regulation of the Tobacco Industry; Subtitle ~­
Regi~lation of Tobaoco Product Development and Manufacturing: 
Section 143 would add new sections 908(c) and (d) to the Fo~d Drug 
and Cosmetic Act (FDCA), 21 U.S.C. 301-395 (1994). These 
pro·1isions could giv·e :rise to takings claims involvin·~ the forced 
disclosure of two classes cf propriety inf<:..·rr:ia.tion: (1) trade 
secrets and patents involviz1g risk-reducing technology a~d (2) 
t:rade secrets involving non-tobacco ingredients. 4 We believe that 
the risk of takings l.:i.ability a:-ising out of the operation of these 
disclosure provisions is relatively mcdest and that ninor c~1anges 
to the bill could reduce this ris~ still fur~her. 

Disclosures of information concerning risk-reducing technology 
would be governed by newly added section 908(c). This provision 
would require manufacturers to r.otify the FDA of ne:wly developed or 
r.ewly acquired technology that was capable of reducing the health 
risks of tobacco products. After establishing the viability of the 
naw techno1.ogy, the FDA could ask the notifying cor:lpany to 
manufacture and market the product. If the company declined, th.;. 
FDA could require the company to li::ense the new tech:lology to 
other manufacturers for a "commercially reasonable fee.'' Section 
908(c) (l) (B). Finally, if no manufacturer agreed to manufacture 
the new product, the FDA, a=ting through the U.S. Public Health 
Se~vice, could provide for the manu.facture and ma'..rkecing of t.he new 
product, either directly or through grants and contracts. 
Disclosures of the ingredients found in tobacco products would be 
governed by newly added FDCA sect ion 91 O. Tr.is pro·,rision would 

Payment of a significant portion of the block gr~nts to the 
staces on an unconditioned baGis would undercut arguments that the 
bil 1 impermi ssibly revised the federal - state bargain goven:.ing 
states' past participation in the Medicaid program by reducing 
stateG' rights to recoup their Medicaid outl~ys from ~arties, 5uch 
as tobacco companies, whose actions increase: health i:;are costs. 

4 The takings issues addressed here ar.d at var iou.s lat.er 
points i.n this memorandum do not implicate the constitutionality of 
s. 1415. successful takings claims would increase the ccst of the 
proposed legislation "Co federal taxpaye.rs. However, unless the 
bill unambiguou.sly withdrew the Tucker Act remedy, there would l:e 
no taking without just compensation and, therefo:r·e, no basis for a 
judgrnent invalidatir.g any part of the statute as viol~tive of the 
Fifth Amendment. see Ruckleshaus v. Monsanty, 467 U.S. 9136, 1016~ 
19 (1984! (refusing to enjoin EPA disclosure of p~sticide trade 
secrets where t:.he T·Llcker Act provided compensation far any taking 
of trade secrets); accord, ~, Preseault v. ICC, 494 U.S. 1, 8 
( 1.990 l . In this respect, the risk of successful takir1gs clai'1'\s 
diff~rs in kind from the risks posed by other constitutional claims 
discussed here. 
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require the FDA LC establish rules g.~verning ir-.gredient labels for 
tobacco products, patterned Q!l existing ingreaient label.ling 
requirements for food products (see 21 u.s.c. § 342 {1994)) . 5 

Trade secrets are among the 11 ir.tar..gible property rights 
protected by state law [that) are deserving of the protection of 
the Taki-r~g Clause. 11 Monsanto, 467 U. s. at 1003. Accordi:igly, if 
the bill's provisions concerning risk-reducing techr..ology and 
ingredients labelling required a tobacco company t.o discl.:::.se 
information to the public or its competitors that would have been 
protected from disclosure under otherwise applicable state trade 
secret law, the co:npany could claim a federal taking. Patents, 
which could also be affected by the reduced risk p~ovisions, also 
represent a form of proper~y, the contours of which are defined by 
federal rather than state law. See U.S. Const. art. I, § 8; 35 
U.S.C. §§ 101-261 (1994). Although Ccngress could presumably alter 
the rights conferred by future patents for risk-reducing tobacco 
products w:i.thout paying compensation, retrospective alteri:ition of 
the terms of an existing patent could well invite takings 
litigation. ~Jacobs Wind Elec. v. Florida Dep't of Trans., 919 
F.2d 726, 728 & n.2 (Fed. Cir. 1990) (because patents are property, 
a state's infringement can constitute a taking actionable ur~der the 
Fifth and Fourteenth Amendments) (dictumi . 

Takings claim..s arising under the risk-reducing technology 
provisions would moat likely be .based on alleged disparities 
between the 11 commercial3.y reasonable fee 1

' that a company received 
under FD~ regulations and the quantum of compensation that the 
company was entitled to receive under the Fifth Amendment, an 
amour_t oft.en referred to as "fair market value.'' "Commercially 
reasonable fees, 11 determined under the FDA' s section 906 
regulations, might. approximatB fait' market value. Alternatively, 
licensing might be set below fair market value in ordeY to a~tract 
licensees (and to sustain direct development efforts by the Public 
Hea.1 th Se:.~vice where no private licensee steps forwa.rd) . 

If licensing fees are expected to fall short of fair market 
value, supporters of S. 1415 might want co minimize potential 
takings liability by adding provisions that would secu~e tobacco 
compani~s' consent to below-market licensing fees. For example, 

Se-:-cion 910 also would require tobacco compani~s to provide 
the FDA with brand-by-brand lists of non-tobacco ingredier.t s. 
(Current law only requires tobacco manufacturers to submit 
ingredient data to the FDA in aggregated form - - w:i. thout any 
indication of which companies or products use particular 
ingredients. ~J!i 15 U.S.C. § 1335a. (1994) l. Because the FDA would 
maintain the ccmfidentiality of the&e submissions, sxcept for 
informatior:. covered by the ingredients labelling provisior:, these 
provisions would not add to the risk of succe5sful takings claims. 

- 9 -
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the obligation tc share. risk-reducing t:ee!hnology cuJld b<:l tied to 
~ separat.e.., r.ewI:; created gcvernmE!ntal b~nefit - - a ~·ight, which 
cc-ul,3 b;: implemented thrm1.9·h a permit o~ registration req1..l.irement, 
to cont:: im.<ed access to :h? U.S. ~arket fo.r tobacco prcduct..s. ~hi. s 
ap:;1roai::h wc-uld conform to the analysis of MonE:a:.tt.o. Ther·~, the 
Supreme Court ruled that EPA' a use and disclosure of pesticide data 
tha~ Monsanto had voluntarily submitted, under conditions ot non­
cc·nfid~nt:..ality, •1 in excha~ge fer th~ e.-:cnornic [b·.;nefitJ ·-:')f 
[:_'1::gally r.~quired] regist:ration [co'.ild) ~'1ardly be c;;i.l:!.~d a t:r.;..'dr.g.;: 
.MlJ!!§antc~. ~67 ~J.S. at: 1007 .. 

We think it unlikely that the i~gredients disclosur~ 
provisions of S. 1415 would give rise to successful cak~nqs claims. 
We are u!iaware .:if ar~y takings challen3e t'.) the food i:igrediE:nt.s 
di8:::los·.ffi:: requirerrc'.:mts that: the l::ill ido:nr_ifieG as t.h.,.. model fer 
tobacc~ i.ngredie~ts disclcsure. Mcreover; t~e Supre~~ 2curt has 
rejecteC. ;;l.~ims that sr~-..;lte ingredient-d.isclosure rE.qi.:.:.rement.t: 
deprived manuf acturinH cc.mpan:L~.EJ c1f property without dur~ process. 
~~!!i, ~:_...., Corn ~;rog_,_...:&U_~-: v. _E_ddy, 2,; s lJ. S. 42 7, t,,31-32 ( 1919) 
r "Th~ right of a man.1.J.f ai:tu .. rer to maintair.i. secrecy as to his 
co~pc·u~ds and processes must te held s1Jbj eci: to the right of the 
stat~, _in the exercise of [ti~] police power and in promction of 
fa:i.r d~uli11g, to rec;uirt: that the nature of the pro·;luct. be fairly 
set. tc.rth. 11

) • On the other har.d. tcb~ccc• companies }.1ave. a:rgw.~ci, 
with sor:·.e i: rel ind.!1s.ry suc-:~ss, t'.:1at inf.ormat ion concer!1i.r:g the 
ingred.~~~nt~ fou.nd. in tc.bacco p::ocii.:.cts is rr1ore sensitive than 
information on the ingrediem.:.s .in f.ooj." As in the reduced risk 
ter.;h,".'.o~.ogy cont(!xt, tak.ir:gs risks could be n'.!duced by p:ro-:Tisicns 
·c.t.~t would rnetk.e company consent tc) ingredier,t s di sclosttre a. 
precondition ta receipt af statutory benefits. 

Title I-Regulation of the Tobacco :rnduet.ry; Subtitle 
11'-Comp:l.iance Plane an.d Corporate Culture: Under secticm 152 (bl (SJ.· 
mam.ifact u.:re:~8 of t~obac;.;o produ::ts woLllC b~ ;ceq.;;.ired t:.o 
"p.!"():".',u1gat re1 corporate policy .sitat~ments that expr·:::ss and e;,;:pla.i.n 

--------
Massachusetts and Minn~sota recencly enacted ingredien~$ 

disclosure laws for t.:::.bac.:::co corr.pani.ee: d.-;ing i::::;usir:..ess wit:.hin those 
s':ates . .§£.§'..Maes. Gen. L . .Ann, ch. 34, § 307B (West 19~16): l997 
Minn. Laws c. 2:;:7_. § 5 ;'.to be :~ocHfied at r."cinn. Stac.. il.rMn. § 
~61.17}. •r'obacr,-:r.) companies have a·..:ied ti:• block implementation of 
these ~.aws, ar!~'.lir.g, anong ·:it her things, that disclosu?.:e wci.1J_d 
resuh in uncompensated ·~akings. In th-; Massc.c:husett.s litigation, 
the com~1an:i.es ha\~e obtained Ci. preliminary injunct.i,:in against 
implemerntc.·dc.::1 of the Massa..c~usP.tts statute. Phili:c;:..J1Q£ris. Inc. 
2..:.. __ ;iatrshban:;::;!r, Civ. No. 11.S~S··GAO (D. Mass. Dec. lC', 1997). 
There, ~;he d.istr.1.ct cou:::-t f C1'Jr.td tb.;;lt. the comoanies haO. shown a 
sufficient likelihood of s..,;.c:cess on tbe i:l-erits -of thei.r 8laim t.hat. 
r.h~ MassachusettiJ st.atut.e would effect an ··~nci:.;mpensat.ed tDki.ng of 
their trade secrets to warran~ 9~eliminary injunctive ~elief. 
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the commitment of': the manufacturer tc, inte:r a1 ia, "(A) c::Jmpliar,ce 
with applicable Federal, Seate, and local .laws''; and 11 (BJ reducing 
tne use of tobacco products by individuals who are under 18 years 
of age.~ We think that the provision, as currently drafted, could 
be construed merely to require companies to promulgate a cor:mii.tment 
not to engage in certain prosc~ibed conduct. Insofar as it were 
construed in this manner, it would not appear to raise 
:::onstituticnal prcblems. If, however, the provision were cons':rued 
to require manufact".Jrers not 011ly to state what they are doing and 
will do as required by law, but also to state that they ar~ doing 
so because of their commitment to the principles ~nderlying those 
"polir.; [iss] , 11 that would raise proble!!ts of compelled speech. Se~ 
L9,_,_, Wooley v. Maynard, 43 0 U.S. 705 ( 1977) ; West Virgini.;i. State 
E.Qard of Educ. v. Barnette, 319 U.S. 624 (1343). Cf. Pacific Gas 
&. Elec. Co. v. PubJ.ic Util. Comm'n of California.,, 475 TJ.S. l 
(1~86). The orovision should be construed to avoid the 
constit"..l.tional concerns that would be presented by the l.atter 
const::·uction. 

Section 154(b) provides that r [aJ manufacturer, distributor, 
or retailer of a tobacco product shall require that any lobbyist or 
lobbying f lrm employed or retained by the rnanuf acturer, 
dist ri.butor, or retailer, or a.ny other indi ·:idual who perf orm:s 
lobbying activities on behalf of the rnanufacturer 1 distributor, or 
retailer, as part cf the employment or retainer agreement refl'.'ain 
from supporting or opposing any Federal or Sta~e legislation, or 
otherwise supporting or opposing ar.y goYernmer:t.al action on ar"y 
matter 1Nithout the expreEe cons~nt of th~ tna:--.utacturer, 
distributor, or retailer. " The Supreme Cou:::t has stated that "the 
First A'.llendrnent protects t.he right of corporations to pdt:i.tion 
legislative and administrative bodies. 11 F" rst..._Nat. Bank of Bosten 
v. BellQ~ti, 435 U.S. 765, 792 n.31 (1978) (citing California Motor 
Transp. Co. v. Trucking Unlimited, 404 U.S. 508, 510-511 (1972)1; 
E..astern R.R. Presidents Conf. v. Noerr Moi:or fre:..ghc, Inc. , 3{;5 
U.S. 127r 137-38 (1961). Section 154(bj would impose a lobbying 
restriction on tobacco companies that is not imposed cm any other 
persons or entities - -- namely, the requirement that t.be lobbyists 
for such companies obt:a.in ''express consent'' of their principal 
before "supporting or opposing'' any gc.vernmer.tal action. In other 
\l'mrds, tobacco corr:panies - - unlike all other persons and entities -
- would be uniquely disadvantaged by being prohibited :from giving 
their lobbyists a general warrant to lobby on their behalf. 
Assuming t.hat the traditi.onal First Amendment analysis w'.:'uld apply, 
discrimination against the lobbying activj_r.y of a single type of 
corporate entity, such as that. prcposed in section l:34(b}, likely 
would be subject to strict scrutiny. Such sp@aker-bA~ed 
distinct.ions are presumptively impermissible if "based on the 
content or messages of [theJ g·roups' speech, '' RDsenberger v. Rec'to.r 
&. VisiLQ7='S _of Univ, of~' 515 U.S. 819, 834 (l995), or on ''the 
identity of the interasts tha.t spokesmen [for th~ disfavored 
entities] may represent in public debate over controversial 
issues," Bellotti, 435 U.S. at 784. Accord ,P.acific Gas & Elec. 
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Co., 475 U.S. at 15 (plurality opinion); Aus~in v. Michigan Chamb~ 
of Commerce, 494 u.s. 652, 657 (1990). In order to survive strict 
scrutiny, such a speaker-based restriction must be narrowly 
tailored to serve a compelling state interest. Id. at 657. Thus, 
even assuming that t~e contemplated restrictions on lobbying would 
survive co~stitutional review if applied more generally, we have 
serious doubts whether ':he more limited. restriction impcsed by 
section 154(b) would survive the strict constitutional scrutiny to 
which it would likely be subject. 

Section 154(c) (4) would require lobbyists for tobacco-product 
manufacturers, retailers and distributors to enter into a signed 
agreement providing that such a lobbyist will "fully ccmply with 
the business conduct policies and commitrr1ents (including 
those relating to the prevention of underage tobacco use) of the 
manufacturer, distributor, or retailer involved. 11 If section 
154(c) (4) were construed to prohibit manufacturers and/or their 
lobbyists from lobbying to achieve certain ends that might be 
inconsistent with "prevention of underage tobacco use," it would 
appear to violate such manufacturers' First Amendment rights. See, 
SL...S....., City of Columbia v. Omni Outdoor Adver., Inc., 499 u,s. 365, 
379 (1991}. 

Section 155(a) provides that "[n]ot later than 9C days after 
the date of enactment of this Act, manufacturers, distributors, or 
retailers of tobacco products ahall provide for the termination of 
the activities of the Tobacco Institute and the Council for Tobacco 
Research, U.S.A. and the Institute and Co-.incil shall be dissolved. 11 

The provisions expressly naming certain institutions and 
prohibiting them from conducting business would be subject to 
substantial constitutional challenge as a Bill of Attainder. ~ 
Nixon v. Administrator of General Services, 433 U.S. 425 (1977); 
Cummings v . .Missouri, 71 'J.S. '277, 320 (1866) ("Disqualification 
from che pursuits of a lawful avocation . . . may also, and often 
has been, imposed as punishment Y; SBC Communications, Inc. v. FCC,, 
981 F.S~pp. 996 (N.D. Tex. 1997). In addition, to the extent that 
such trade organizations are organized "for the purpos.: of engaging 
in those activities protected by the First Amendment," .aee Roberts 
v. United States J·aycees, 468 U.S. 609, 618 (1984), their compelled 
dissolution would impermiasibly infringe upon First Amendment 
rights of expression and expressive association, unless such 
dissolution served compelling state interests, "unrelated to the 
suppression of ideas that cannot be achieved through means 
significantly less restrictive of associational freedoms." ~ 
id., at 623; Sanitation and Recycling Indus .. Inc. v. City of New 
York, 107 F. 3d 5185, 998-i:rno (.2d Cir. 1997) . We have serious 
doubts that the provisions requiring the dissolution of these 
organizations could be justified under this test. 

Section 155(b) restricts the manner in which u(m]anufacturers, 
distributors, or retailers of tobacco products may form or 
participate in any trade organization or other industry 
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associaticn.H The p~cvisicn liwits the perscne who may serve on 
t.rte board of directo::.-a of any· industry asEc:'l:iat.ic·r:.. Section 
155 Co} (2). It al.so limits the persons w:'..th which the ass•.:,ciaci.on 
may con.;iult: fr)r .'.ega.l advice. Section 155 (b) (2i lC). L:1 add:i:.ion. 
it lirr·.Lts t\e companies with whom th~ associatior~ may meet. and 
r;re8cr:ibes hew internal meetings must prcceed. Section 155 (D) (3 l . 
FLully, it _r.1rovides the At teirney Ger.eral a.nd, as app:!-cipria;.t e, 
sta~e ancitrust authoritiea, with ~access tc all bocks, records, 
meeting aigenda ~::-1ci mim~tes, and othe-.r documents ma.int.aine:i i:Jv tl'ie:· 
•:1.SSO·:::jacioti 01" organi2:ation." Secti:'.'>n 155 (c) (2). To the extent 
that this provis hm WC.'Uld appJ.y to industry associationa organ:L zed 
"fc-,r the purpose of engagin.g i:n those a~ti \ri ties protected by th~ 
Fir:._~t A:nend;r1e.nt, '' ~e E.9b~1.!Ji v~ TJnite.P Stateu .Tay:c~, 4'58 U.S. 
609, 618 (1994), U:.is prm·i.sicn raises significar.t c:onstitut:ional 
~oncerns b~caus~ of the manner in ~hich it wo~ld interfere with the 
.!..nt~rnal operar.:iot~s of sui::::h a.sso<:iaticn:~. flee Cousi.ns v. W.Lg,Oda{ 
419 tJ. S. 4•77, 467--Se (1975) (atriki.nq down 1.aw "inter fer [imi] w:..th 
:.he in~:t::~nal affairs of ci~gi!lniz.ation" of a pc.litical party); 
~. h..~.:..£..~, ____ y .. t'\la.,b~ltl~L~l.. P~.:i.tters..QD., 357 U. s. 449, 4~- a ( 1958 i 
(st rik.irJ.g down comp'...1.ls:;ry ciisclt::ism::-e of member s:iip lists) i 
Sanitar.:ion. and J:<_~cycling_..lrLQ,us .. Inc., 1C7 i?'.3d a.t 998-1000. 

Title !II-Standards to Reduce Involuntary Exposure to Tobacco 
Smoku: Section 302 provides that tt.e "responsible entity tor e.~ch 
pttblic :acility shall adopt and implement at such facility a smoke­
fr·:e ~;;vi i.:·o:"J.ment policy whi:::h meet . .:S [certain rE:q' .. lirer.tentsj . " 
S.;~cticn 301 (2'.1 def ir.es a "p·1:.bl:..-:: facility'.. as "any building 
i·egular.ly entered :l)Y 10 oi· rnor~ ir.dividual.s at least .l day per 
'"'ee,k 1 ir:,.c~uding ar..y suc:i building owned by or leasE;'.d to a federal, 
State, o:c local govermri~nt. entity." The defini tio::::. does not 
i.n.c~ude. buildings or p:'.)rtions cf buildings "reg•Jlarly used fo:r 
.residr:mt.:ial pur.·poses," t".o:.· does it.: include buildings th3.t are used 
as restaurantE: ( otht'i?r t:'1an '1 fast food restaura.m: l , bars, private 
clubn, hotel guest rooms, casinos, binge parlors, tobacc~ 
merchants, or prisons. Notwithstanding tie findi~g r9gar~ing the 
aubstan~ial effect en interstate ccmmet·ce of tobacco u.se that is 
set forth in s~ction 3 of S.1415, we recommend that t:he provision 
be limited to apply tc :antiti~s th.at ere either a in or affec-:.ing" 
interstate Gorr.nerce or v.·hose act ivitie:t:1 are 11 ir:. or affe.ctinsr" 
intexstate ::ommerce in order to minir.dze the risk ::ha1: the 
prcvis~cn would be challenged as exceeding che scope of ~ongress's 
pow'er· 1.mder the Comme:::-ce Clause. .Se1e Yfil_ted S'tate_~ v. Lcp_ez, 51.4 
u . s . 5 4 51 ( 2. 9 9 s ) 

Title IV-Public Health and Other Progra.Jr.s; S'.lhtitle B-Otb.er 
Programs: Sect ion 413 provides tha.t the Secretary of Heal th and 
Human s·ervices i::ha.11 establ i.sh "ari ir:depende~t bo.;;rd to be kn.'..);.m as 
-.:he Tobacco Free Educat:..on Board (referred to in this sect.ion as 
the 'Board') to ente:!'.' im:o contracts with or award grants tc 
elii;ible public and r.onprofit private entities t~ t:·ar:.::-y out public 
infc..-::::maticmal and educational activir.ies de3igne:i to reduce t.he ~·se 
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of tobacco products." Section 413 further provides th.5.t the B:;:,ard 
shall be comprised of nine members, three "of whom sha.11 be 
individuals who are heads of a major public health crga:-:.izatior •. '' 

Because the board mer:ibers would be ·r-@aponsible. for awarding 
federral grants, they would exercise "sigr.if icat:~t authority" for 
purposes ~f the Appointments Cla1..ise. See ~ckley v. ·.rueo, 424 
O'.S. 1, 138-139 (l97c:• (per cu1iam). As a result, they would have 
to be appointed in accordance with the requirements of i:ha'.: Clause. 
The req...iirement that three msmbers of the Board m-~st be "heacis of 
a rnajo:r public health organization" would unduly reGtrict the 
constitutionally vested appointment discretion of the Secretary. 
A.::cordingly, that limitation sr.ould be deleted. 

'I'itle V-Consent De.crees, Non-Participating Manufacturers, and 
State Enforcement: Section !:·ll (a) provides that States, in order 
to receive certain federal paytr,er .. ts, and tobacco mar.ufacturers 0r 
distributors, in order to receive certain protection from 
liabili~y. shall enter into consent decreea. The provision does 
not:, howeve:::-, describe what, if any, litigatio:i. the cont.empl~ted 
decrees wculd resolve. In the absence of a lawsuit 1 state courts 
would likely not possess, and federal courts certainly would not 
possess, the jurisdiction to enter a consent decree. ~ Local No. 
93, Firefighters v. City of Cleveland, 478 v.s. 501, 525-26 (1986). 
In addition, al though section 511 is presumably intended to 
condition the receipt of feder~l benefits on the resolution of only 
certain types of lawsuits bet.wee~ atate.s and tobacc.::i rr.a:nufacturers 
or distributors, sec:tio:r:i_ Sll (a) dces not specify the class 1"')f 

lawsuits that must ba resolved by decree. 'rhe provision should 
therefore be amended to specify the kind of litigation that, ir 
outstanding on a certain date, must be resolved in order for the 
parties to qualify for fE:derQ'-1 benefits. For example, tlte 
prevision could state that the federal benefits ars conditioned 
upon States and tobacco manufacturers or di:st:ributors entering inr.o 
consent decrees t.o resolve any outstanding 1 it igation n?garding 
claims by the States that the tobacco manufacturers or dist~ibutors 
are 1 iable for costs relaU;id to the heal th consequemces of smoking. 

Section 511(b) provides that the conse~t decrees referred to 
in section Sll(a) ~shall contain provisions to clarify the 
application and requirements of this Act (and the amendments made 
by this Act), including provisions relating ton a variety of the 
substantive provisionB set forth in .S. :...;.is. Thie sabsection further 
provides that these provisions clarifying the application and 
requirements of S, 1415 shall include prmri.sions rel3.ting to 
"restrictions on tobacco product advertising and marketing an yout.h 
access tc such products, 11 511 (b) ( l) (:i3 i ; "the termination, 
establishment, and operation of trade associations," 511 (b) (1.) (C); 
and "restrictions on tobacco lobbying," 511 (b) (1) <Dl. 
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Sect.ion 511 (b) would be subject to substantia.1 challenge under 
the Munconstitutional conditionsu doctrine to the exten~ that it 
would condition the protections from liability for tobacco 
manufacturers and distributors on the requirement that they enter 
into consent decrees that contain otherwise unconstitutional 
restriccions on expressive activities. Even though the provisions 
referencing the consent decrees would not directly impose 
restrictions on speech, they wol:ld be subject to substantial 
constitutional challenge if they would permit a manufacturer or 
distributor to qualify for federal benefits only by agreeing in 
consent decrees with the States to refrain from ex~rcising First 
Amendment rights. In arguably analogous contexts, the Court has 
struck down statutes that conditioned the receipt of federal 
benefits on the requirement that the recipient of th~ benefit 
refrain from engaging in protected expressive activit:ies. See, 
§....S..:., ECC v. League of Women Voters, 468 U.S. 364 (1984). Although 
Ca8es such as League of Women Voters did not involve :::-estrictions 
on commercial speech, the lead opinion in the recent case of :ti_ 
Liqµcrmart Inc. v, Rhode Island, 517 U.S. 4f.M (1996), expressly 
invoked the unconstitutional conditions doctrine in striking down 
a restriction on commercial speech. See i.a... at 1513 (opinicn of 
Stevens, J.) . 

Section 511 (b/ ( 3) provides that the "terms and ccndi tions 
contained in the consent decrees described in subsection (a) shall 
include ~ provision waiving the federal or State constitutional 
claims of the part:ies and providing for severability of the 
provisicms of the decree." 'l'he requirement that the consent 
decrees include a waiver of constitutional claims as a condition of 
the receipt of federal ve~efits would itaelf be subject co 
substantial constitutional challenge under the "unconstitutional 
conditions" doctrine. Cf. Louisiana Pac. Corp. v. Seazer Materials 
& Servs., Inc., 842 F. Supp. 1243, 1250-55 (E.D. Cal. 1994) 
(applying heightened scrutiny in upholding a settlement with the 
government. t.hat included a private party's waiver of a right to 
bring a constitutional challenge in the future); Clark v. ccunty of 
Placer, 923 F. Supp. 1276, 1287-1298 (E.D Cal. 1996) (striking down 
provision in a settlerr,ent with the government that precluded a 
private party from bringing a constitutional challenge in the 
f~ture). Indeed, the risk would arguably be great~r here than it 
would be in the settlement context generally. The federal 
·government would be conditioning the receipt of federal benefits by 
the manufacturers on their willingness to include waivers of their 
rights to br~ng constitutional challenges to speech restrictions 
contained in settlements to which the federal government is not 
even a party. For that reason, the federal government arguably 
would be unable to rely on the unique settlement context to justify 
the imposition of a condition that the decrees ccntain such speech 
restrictions. Accordingly, the significant constitutional cor.cerns 
presented by co:l.ditioning benefits on the requirement that the 
decrees contain otherwise unconstitutional speech. restrictions 
~culd not be alleviated by the further requirement that the decrees 
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alSC"J c·:mtair: pro•,r.i s.:i.cri.s wai vi.r:g th~ mani1f acturer s' :eights to bri::;,g 
future conatituticn6.l challenges to chose restriccions. Indeed, 
E.uch a :r.~quirem~nt. rr.ight serve only to increase the groun:ir:: :for 
constitutional challenge. 

Sections 313'.b) appears to heighten the risk of constit~t~onal 
challangc under the '\unconstit.·:ltional conditions" doctrine witb 
respe..:~t t::-. the provi sior~s :::onceI·ni.ng tbe consent di;:crees. T'.:e 
prov is i.cn would impose <iddit ional fees en man1.ifactu.re:n; tba·c do not 
en.r;er int:> either a co!l.sent dec:r•.;:e of the type ::.:cnt.empL1ted by 
section 511 or the National ~obacco Control Protocol described in 
SE:ction 512. The pr(1vis.ions wculd thierefore arguably se1"~.re to 
"penalize 11 ma.~1:1facturers t.hai: choE>~ not to acce~Jt any 0L:hen•1i:::t':' 
u.nconstit.ution3.l speech re:1trictions tha~ S .14::.CS wculd require t·::i 
be included as a term cf their consent decrees with the Stat~s in 
ord~:: f~:r the p.arties to tl:em i:o rei::<:!ive the federal b~:nei.i.ts. 

A.s to m.S\nufact.urers tha":. do nc>t en':e:r in:.o the consent decrees 
d~~cribed i.~ section 511, section 512 provides :hat ~each tob3cco 
manufac~.ur.er to which this A.ct ap?lies shall enter L1to a N'it.ional 
Tobacco Cent rol Pr:>twccl t:hat $hall be "'developed by the Seci:·~tary 
as a binding ~'nd enfcrceable ccntr3.ct that embodies the terms of 
chis Acc. [.]" It a:r;;pears t.hat, notwithstanding :he neic-.. dato:::y 
l~nguage of section 512, manufacturers would have the option of 
@lecting not to enter into the ?rotocol, and th~s that ~he prctoccl 
:i.s inti?.nded to serve as a mechanism by which rnar~uf act. uTers may 
ql.i.alify for liabi.lity protections without entering into ';cns~nt 
decrees with t:ie States .. , In addition to the prccec:ions thac.. 
W<.111ld be c:onfe:r:-red on participating nianufa-:;:tureri:; by Titl.e VI, 
s~ctions 513 provid~s addicional incencives for manufact~r·ers to 
enter into the prctocol by subjecting non-participating 
ma.nufa.ct'.lrers r.c.i ''an annual fee" o.f an unspecif :~ed amount L8 be 
det<-~rm.in.::d by the Se:-r@tary, 513 (b) , .B.nd by requiri.ng them to rr.ake 
higher paymcn':.; .i.ntc-1 a Settle:ment Reserve Fund, 513 '.c) _ 

'I::: the ex·:ent t!~at the: oJ:c·~ocol would. cc:r.tain ti:.1·ms a.i:-1d 
;:ond::L tiol'l~ that would 'fl ace re'stricticr..s on e::iq;reas .i. ve .~('.:ti vi ty 
that wculr:i vj.o:'..a': e the !:; irst Amendment if impos =d dir~ct.ly by 
a~atut~. it, too, would ~e subject to substantial constic~ticnal 
challenqe under the nun=onstitutional canditionsn doctrine. 
Manuf acten::1;s wc,..1ld be r,o:;quired to comply with cert 3.i:-1 speec:r. 
restric:ti~-'ns :.!1 ordr;!.r; to be l'lxempt from t.he inc;reased yayrr.,ents to 
U· .. e fed~ra:. gG';r;rnment t}:a-r -c:he:y otherwise would be required to pay 
under se.ct:i.:::i;"os 513 and .~14 and to qualify for the liability 

We ~ote that S.1415 is somewhat confusinq on ~~is uoint 
bGt.f.i b3~.3i,:.~e :sec.~t:ion 51~ con-;:;.ains ma.:.-.c1atory :C.:.;.ngua;:r~e ancl becau'se it 
does not ~dentifv the ted~ral be~efits that manufact~r8rs woul6 
rec~ive upoi-_ ent:e~rir:g int1:i t.hf'l protc,:::cl. The benefits are insteac. 
set fc~th in Title VI, which ccnfers liability protecticns only on 
manufacturers that have e~tered into the prctacol. 
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protections described in Title VI. Accordingly, bo~h the 
manufacturers who entered into the contracts and later wished to 
break them, a.nd t.he manufacturers wh·:i did not wish to agree to the 
terms of the protocol in return for the federal ber1.efits, would bs 
positioned to challenge the terms of these provisic~s. 

Title VI-Provisions Relating to Tobacco-Related Ci"il 
Actions: By virtue of section Sl.l (a) , manufacturers who enter into 
the consent decrees refer~nced in Title V would receive the 
liability protections ser: for th in Title VI (which erroneously 
cross-referenced to as 'I'it le VI I) , including, for example, a bar.. on 
class actions for certain claims. In addition, Title VI would 
provide manufacturers that had entered into the National Tobacco 
Control Protocol with the same protect.ions ag·ainst liability from 
claims that arise from the use of a tobacco product. Insofar as 
these protections would preempt state rules of procedure for state 
law causes of action in state court, they may be subject to 
subsi:antial federalism-based constitutional cnallenges. 

As an initial matter, section 60l(a) (1) exting~ishes pen~ing 
"[c] ivil acticns that have been commenced by a Sr:ate or local 
governmental entity, or on beh~lf of such an entity against a 
manufacturer, distributor, or retailer that is a signatory to the 
National '!'obacco Control Protocol. "8 The provision should be 
amended. to define with greater specificity the types of pending 
"civil actions" that would be extinguished. This might be 
a.ccomplished by incorporating the language used ir.. sectio:i 
60l(at) (2): 11 all claims arising from the use of a tobacco product." 

Section 601(b) then extinguishes all pending" [c]lass actions 
for claims arising from the use of a tobac'==O p!"od.uct '' against a 
mam . .:..facturcr, and grants :na.nt:.fac-curers that s i.gn 'Che protoc~l 
immunity from all such future acti::>ns. Section 602 (c) furt.her 
provides that '' [n] o class action suits, joinder of parties 1 

aggregation of claims, consolidation of actions, extrapolations. or 
other devices to resolve cases other than c~ the basis of 
individual actions shall :Oe permitted without the consent of the 
defendant. 11 These provisions would bar the use of class actions 
and other state court. procedures for consolidating actions in 
1:onnection with state law claims brought in state court. 

Although there is no Supreme court precedent directly en pcint 
concerning the constitutionality of federa.J.ly imposed p:i:·ohibitions 
on stace co~rt procedures for state law causes of action in state 
court, we believe that such prohibitions would b~ constitutional 

we note th;;;i.t the provisicr. makes an erron@ous cross -
refersnce tc section 612. The cross-reference should be amended to 
refer to section 512 in order to ccnfcrm with the pr·ovision in S .. 
1415 that establishes the protocol. 
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under the principles set forth in FERC v. Mississippi, 456 u.s. 742 
(1982) . The Court has repeatedly noted, however, that "[t] he 
general rule, bottomed deeply in belief in the imporcance of state 
control of state judicial procedure, is that federal law takes the 
st.ate courts as it finds them." Johnson v. Fankell, 117 s. ct. 
1800, 1805 (1997) (internal quotations omitted). There are 
therefore risks that the provisions would be challenged on 
federalism grounds. 

The substantial risks of federalism-based challen~es ~hat are 
raised by these provisions could be reduced if a state'~ compliance 
with them were made a condition on the State's receipt. of federal 
funds, see South Dakota v. Dole, 483 U.S. 203 (1987), New York v. 
United States, SOS U.S. 144 (1992), er as a more limited 
alternative to the federal government's restriction en the sale of 
cigarettes within states, J2ti ~. sup::-a. For example, the 
provision could state that the sale of cigarettes at o~her than 
adults-only locations is prohibited unless a Stat~ bars the 
availability of class actions, as well as the other procedures and 
remedies that are identified in Title vr, against participating 
manufacturers. 

Altern~tively, the risk of challenge could be minimized if the 
federal statute were to establish a federal mechanism for 
permitting recovery on claims against participating manufacture~s 
that were related to the use of tobacco products. The federal 
statute coulj preempt all such claims unless they sought recovet·y 
from the monies that the manufacturers would be required to pay 
into a federal liability fund -- or otherwise to set aside -- as a 
condition on their qualifying for federal liability pr:ot.ections. 
The federal statute could provide that recovery of these reserved 
funds wculd !:>e subJect to tb.e annual liability caps set forth in 
Title VI, as well as other recovery rules designed to ensure 
allocational equity within the substantive caps. These r~les could 
include those that would preclude recovery of damages for claims 
that were brought as par~ of a class action or that were ordered 
pursuant to a finding of punitive damages. 

This approach would acccrd with the constitutional principles 
that permit Congress to require state courts to adopt cercain 
federal procedures as incidents of the federal causes of action 
that they entertain. Felder v. Casey, 487 U.S. 131 (1998); Dice v. 
Akron. C. & Y.R .. co., 342 U.S. 359 (1952). We believe that these 
same principles should also permit Congress to require state courts 
to adhere to certain federal procedures when entertaining state law 
claims that are subject to federally i~poaed substantive 
limitations on the da~ages that may be recovered ~pen a finding of 
liability. Cf. Silkwood v. Kerr-McGee Corp., 464 U.S. 238 (l964i 
(state law punitive damages may be 9reempted) • Thus, here, 
Congress could prohibit consolidated etat.e law causes of actions in 
state courts as a permissible procedural incident of the 
substantive defenses against damages actions that federal law would 
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p.ci:ivide. t::.1 thct;;e tobac:co manufacturers ....:tar: had nlaced !:ur~ds :..n 
:i:·e.:s~rvc;, j_n order t.c p!:ovide payrnen':S ior l:La:,ilit:y :=udgm1:mts. 

Thf.l r:i.sk ~f 3. federalism-based chaL' .. er..ge could also be reduced 
if th~ iedera~. statute were co establish a federal cause of ~ction 
fer claims ~y smokers against man~facturers of tobacco product5 
t:hat wo1.1ld supplant ai1.;llogous :;t,;.t:.; la;..;· causes ot ::i.ct ion but 
:..nc.:1:.pora·r.s the existir .. g state law standards of liability. ~~ ill 
.LL'.111.L 9.o-.o F·.2d 832 (3d" Cir. 199ll, cer:~Jienied, ;c:i; U.S. 5U6 
'1992) (disc'"'-ssing Frice-·Andenion Act). St.~te courts enter'=.aini.ng 
thaae ~ederal causes of action could then bs req~ired to aihe=e to 
the pri:cedt;.:z:-al li:nit:ati.o:ns cJn consolidated actions wt~n 
ent:.er':: a:i.ning such sui.ts. .see. Fel.~kr, supra; ~, ~..bill.~.2.· 

The provisions thac would permit participa~ing rna~ufacturers 
to remo~e consolidated stace law ca~ees of action i~volvino non­
diverse parti1~s to federa~L co1~~.rt wculd raise con.~.:ffns ~eg~rding 
wr~et.h~;r federal cou::-ts would poasess "federal t;'Jest ior! ;; 
ju.ri;;di:.:!tiun ur.der t..rticl·:=.! III to hear them. See Ver1ir.de:g B.V. -v·. 

~antral -~~'Hi.k of N;i.s.~ria, 461. U.S. 480 (199'.3\ ;· .ln_re TMI, ~S.· 
The risk would be r~duced ~y establishing a feder~l ca~se of action 
as des er ibed. abcvt.!, see In re _):'MI, aupr~, or by providing for 
minima.l C.iversity in s·L<ch cs'.:;.es ratht?r than fc;ir rere~.:;,va~. in all 
c~s~s ~ithout regard co the diversi~y cf parties. 

•rit.l,. \'II-J?ublic Oiaclosure of Health Researi::b: Tit:...e VII 
w.:::iuld establ.:.sh a l.l.niform fe~kral scheine fc•r c::.>mpeiling disclosure 
cf dc::;ucren1-.s h;,;ld by tobacco companies. Tei secure the civil 
l.iab.ili ty protectim13 desc.rib~d in Title -.~,I, toba:-:cc companies 
would be ::::eq•,1·~re.ri to de.l i"v·=:~ to a cE;;.ntra:'. depo~itory d~·i:;uments 
pert~dning to hee: l th researc~, addict io2 or d~pendency, sei.f~r 
tr...,baccc. pr·::d.ucts, .;1.nd. the relat.ionshi.p bP.tween adve~·tising and 
ycr.ith smr,.t':ing. ~orn.p~nies could withhold documents frcrn the 
dc;;pcsitory bas,;C. 1.:n claims of a.tto:::-ney- c~_ient. pri '.'i !.ege, wor'.c 
product privilege, er t ra.de sec rat protection, but. thr~se c;;_airns 
coulrl b~ ciisputed by federal, state acd local gcvern~ent officials 
aJ:cl °:Jy yc'.enboers of the publi·,::. Dispur.es o\•er tobacco cl.~ims ~;f 
privilege from diaclosu~e. whether raised in conjunction with the 
~stabJ.ishment. of the t•:>ba.cco document dep1:>sitory or in :.1r_ig.s.~.:.ion, 
•.1c-uld be decided by ,;t thrf.;:e-member .:Hspt'.te :r.·gsoJ.ut:i .. '."m pa~"i.el. T~H"! 
y::a.nel would appl'} .. ~m.i:f:c:::m. f eder:sl iiltandard.s. Attorney-cl ieni: .,;._r~d 
work product pri v J.J.ego;;s wou2d be deci.ded under the AEJ:./A.LT M1:idE~l 
Fcule:i: or "tbe principles of federal ·:.aw. 11 Tra.de secret ,::la:i ms 
wo~ld b~ decided u.nder the Uniform Trade Secrets Act. 

T~ese previsions raise several constitutional concerns: 

1. compuls.ory c.isclosure of compa:.1y documents could cr~at.;! a 
risi<. c.f e.ignifica1:.t takings liability, sinca ~~ompanie:s could 5.!'.'g·u.i; 
that t[;,~ uniform fedei~al trade secr~t. standard, Epecified ir~ tt.e 
bill. failed t.o shield dccuments that woi.;.ld have been prot.~cted 
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under otherw_~se applicable state-law standards. See RyJ;;kleshaus v _ 
MonisantQ, 467 U.S. 986, lOC3 · (1994). Secti~n 702 (al c,f the bill 
appears to eliminate this risk by making consent to the federal 
document disclosure regime p~rt of the price of civil liability 
protect.ion under Title VI. CcmP.are Rucklesha_us, 467 u. s. at 1007 
(voluntary disclosure of trade secrets "in ~xchange for the 
econoffiiC benefit of [p~sticide] registration can hardly be called 
a takir,g 11 ) . The bill, however, is Bot entirely clear -:in this 
t:oint. Section 702 (a) ir"lvi tes tobacco manufacturers to '!establish 
and maintain" th9 document depository in order "[tJ c be eligible to 
receive the protections provided under title VI. " Al though a 
manufactu:rer' s de(.:i.sion to '1'3Stablish and maintain" the depositcry 
presumably encompasses a. decision to accept the f ~deral docunient 
disclosure regime, other provisions of section 702 suggest that the 
disclosure rules are rrandatory. Section 702 (c) st.ates that 
''manufacturers . shall provide'' documents to the depository, 
net that "consenting ma~ufacturers" shall do so. In addition, 
section 702 (di speaks of 11 do::~me~1ts required to be pr.-ovided. 11 If, 
as we assume to be the case, the drafters of s. 1415 intend to make 
document submission by manufacturers a condition cf receipt of a 
federal benefit and not a manditory obligation, sections 702~cJ and 
(d) should be revised to clarify this point. 

Title VII could also give rise to takings claims based on the 
compulsory disclosure of documents belonging to the Tobacco 
Institute and the Council for: Tcbacco Research, u S .A. Although 
tne bill apparently contsmplates inviting tobacco mar:ufacturers to 
submit documents to the depository in exchange for liability 
protection, the Council and +nstitute would be required to make 
such submissions without obtaining any corresponding benefit. The 
takings risk associated with these compulsory di eclosures, however, 
would app"'ar to be limited.• Ir: is likely thar. many of the 
documents that the bill would!direct the Institute and Council t0 
place in th~ depository have a.lready been disclosed in litigation. 
It is alsc likely chat few documents belonging to ~he Inscicute and 
Council would qualify for tra•1e secret prctec:.ion under state law 
but under the newly established uniform federal standard. 
Moreover, it seems likely that.relatively few of the documents that 
the bill would require the Institute and Council to disclose would 
contain trade secrets of great:commercial value. Nevertheless, the 
possibility exists t.hat section 702 would cam:pel the Institute and 
Council to disclose trade secrets that would have baen protected 
from disclos·..ira under ct.he:r;wise appl icab1e state law. In addition, 
whol~sale. compulsory disclosure of documer:.ts belonging to these 
enti:ies, ccmpelled by statute rather than by court-supe~vised 
disccve::::y processes I might be created as a ccmperi.sablA infringement 
on a constitutionally protect~d property in~erest. 9 

Compare Nixon v. Unii=,ed States., 976 F.2d 1269 (D.C. Cir. 
1992) (!'history, custcm and usage" qualify preside~tial pc.Lpers as 
personal property of the President, and abrogatic.:m of ~or:ner 
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Apa.rt from the risk of takings cl~::.ms by the lnsti tute and 
Council, we note that the con;puleory disclosure provisions 
impli.cate the constitutional concerns regarding the First Arnend'.llemt 
and Bill of Attainder Clause discussed in ccnnection w:...th the 
corporate culture provisions c~ntained in Title I, subtitle F. 

2. Section 702(d) (3) provides ~hat decisions of the dispute 
resolution panel will be 11 final and;binding upon all Federal and 
State courts." This provision would require state courts to admit 
evidence, based on the federal panel's rejection of certain 
privilege and trade secret claims, that those state courts would 
otherwise exclude in cases premised dn state-law causes of action. 
This provision could implicate the federalism concerns described in 
O"Llr discussion of the Title VI provi~ions that would preempt state 
procedures concerning consolidation of actions for state-law causes 
of action in state court. 

3. The bill calls for the di.~pute resolution panel ~c be 
st.affed by "Federal judges," appointed by the Judicial Confe:rence 

· of the United States ( § 702 (d) (1)) a:rJid empowered to employ special 
masters ( § 702 (d) ( 6) ) . If the bil~ is intended to ensure the 
broadest possible public particip~tion in the resolution of 
document disclosure questions, the ;dispute resolution procedure 
could be revised to provide for initial determination by ar: 
administrative agency or Article I court 1 where individuals would 
not have to· demonstrate Article \Irr standing, followed by 
appropriate Article III review of disputes where the requirements 
of Article III standing could be satisfied. 10 

I 
Title VI:II-Asmiatance to Tobaejco Growers and Communities; 

Subtitle C-Fa.rmer and Worker Tranei tion Assistance: Section 831 of 
the bill provides for federal transit~on assistance to farmers and 
workers whose livelihoods are adve:\8ely affected by the bill's 
reform of the tobacco industry. Tf're mechanism for determining 
workers' eligibility for this assis1Fance includes a preliminary 
state-level review of reqi.:.ests for assistance. Section 831 (b) (2) 
provides that upon receipt of a p~tition tor assistance, each 
"Goverri_or shall" notify the Secretary (of either Labor or 
Agriculture, the reference is obscur~)n of the petition; complete 

President Nixon's rights to his pape~s, including most cricically 
the right to exclude others, constit~tes a taking). 

10 w~ are con~inuing to conside~ constitution~l issues that 
may be raised by tne structure and manner of appointment of the 
dispute resolution panel described in the bill. 

I 
11 Section 802(5) indicates tha~ within Title VIII the term 

11 Secretary 11 refers to the Secretary of Labor in som~ instances and 
to the secretary of Agriculture in others. However, because ths 

- 21 -

~023 



€ll1d t l"d.ns'.i\i t. to the Se~retary a p:rel imi.r.ary &ssesa.,,ent ~f whether 
the p~t~ii:ion satisfies the bill's eligibility c:.:·it~;-ia; ~:,nd pr•:.ivide 
imnedi.ate assistance lmdsr other federal assii;tance sta':;;tes ':,,., 
wot·kers wh::.i are prel:i.rnina:rily found to ~"\.:il~.ity for txans.-lt io:r. 
assista::l::~. Tha&e gubernatorial :responsibilir..iea ap::.)~·a.r ~o be 
manda~ory rather than elective. The bill does not charact€rize 
pertcrnan;..;e ot thei3e tasks as th~: price of f e~Eral b~?.neL. r; s to the 
stace gcv~rnment. 

The bill mi;ht arguably be co~strued co afford 2overnore the 
option of declining to perfo~m any of the tas~s list8d in s~ccio~ 
5 31 (b) (2) . The consequence cf their re:fusal, on this reading, 
would be that affected wo~kers in their states woulj not obtain 
TitJ.i'! v:II certification:~ or, as a co~s1~q-uen.ce, transi~ion 
aesi9t.a.:i-1ce. If t.he mandatory ·rei.'lding· of the governors' obl igaticns 
is tLe r.orrec~ one, sect ion a31 would appear t:o effe1:t an 
·.l.nccinsti~ut.i:.:inal comrnandi::ering of the Btate' s soven:ign po•,;·r~rs. 
gfil; ~r..:.nr:z .. Y· un.:j,~ed ~te, 117 S. C·~. 2365, 2383 (l997;1 ("'The 
F'·;.deiral Gcv;:rnm~:mt: may not ccr..pel the St~tee to en.:i.ct 01:: admir~iet.er 
a .f.~c·e~:al r~gulator;/ pr·::igram.' 11 (qt;.·:.:>ting lif;:w ·t'ork v. United State~, 
s.05 U.~L l44, 168 (J.9~:2i). A.ccordingly, if t:'."1e gcvarnor·s' 
as$iStancc in evaluating cl~ima for transitior assiacance ie deemed 
:=~ecEissary, we reccmr.-.end tha.t c:he pro".·is:i.cn c:· th.i.s ass i.etcnce be 
made a p~econdition to the states' rece£pt of 8pecifi@d federal 
.ftl.1.dE;l. 

cross-reference$ in seccio11 802(51 are obviously incorrect, it is 
unclear !:o which Secretary the Govern:::;rs wou:!.d repc:rt under .section 
831 (bl. 
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S.1415 (McCain/Commerce) 
FDA Comments 

Sec. 2. Findings [pp.4-6] 

• Stating that "FDA found ... " may negate the helpfulness of these findings; 
probably need to make it clear that Congress recognizes and adopts the 
particular findings. 

• Need to have more extensive findings on advertising issues. The following 

would be appropriate (essentially what's in the Conrad bill with minor edits): 

• In 1995, the tobacco industry spent close to $4,900,000,000 to attract 
new users, retain current users, increase current consumption, and 
generate favorable long-term attitudes toward smoking and tobacco use. 

• Tobacco product advertising often misleadingly portrays the use of 
tobacco as socially acceptable and healthful. 

Tobacco product advertising is regularly seen by persons under the age 
of 18, and persons under the age of 18 are regularly exposed to tobacco 
product promotional efforts. 

• Through advertisements during and sponsorship of sporting events, 
tobacco has become strongly associated with sports and has become 
portrayed as an integral part of sports and the healthy lifestyle associated 
with rigorous sporting activity. 

Children are exposed to substantial and unavoidable tobacco advertising, 
that leads to favorable beliefs about tobacco use, plays a role in leading 
young people to overestimate the prevalence of tobacco use, and 
increases the number of young people who begin to use tobacco. 

• Tobacco advertising increases the size of the tobacco market by 
increasing consumption of tobacco products including increasing tobacco 
sales to young people. 

• Children are more influenced by tobacco advertising than adults, they 
smoke the most advertised brands, and children as young as 3 to 6 can 
recognize a character associated with smoking at the same rate that they 
recognize cartoons and fast food characters. 



• 

... Tobacco company documents indicate that young people are an 
important and often crucial segment of the tobacco market. 

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

... Restrictions on advertising are necessary to prevent unrestricted tobacco 
advertising from undermining legislation prohibiting access to young 
people and providing for education about tobacco use. 

... International experience shows that advertising regulations that are 
stringent and comprehensive have a greater impact on overall tobacco 
use and young people's use than weaker or less comprehensive ones. 
Text only requirements, while not as stringent as a ban, will accomplish 
this purpose while preserving the informational function of advertising. 

Sec. 3. Purposes [pp.7-9] 

• A number of these findings are unnecessary and/or not consistent that changes 

that will be discussed below-

• (2) position currently is that specific advertising restrictions should not be in 

legislation; also, FDA's restrictions do not ban all outdoor advertising, and its 
black and white text only requirements encompass limits on cartoon characters 
and human figures. 

• 

• 

• 

• 

(3) This is a reference to a state-administered licensing program. The working 
group seems to support the concept of a federal registration system. Required 
state licensing programs may be unnecessary. 

(5) is unnecessary because the concept is encompassed by general FDA 
authority. 

(6) contains an unnecessary clause, "including the power to regulate the level of 
nicotine in such products," which is encompassed in general FDA authority. 

(7) A final decision has not been made as to whether companies will be required 
to publically disclose future laboratory research. 

TITLE I-REGULATION OF THE TOBACCO INDUSTRY 
Sec. 100. Definitions 



• Relation of these definitions to the Federal Food, Drug, and Cosmetics Act 
(FDCA) is unclear; some of the definitions are more narrow than FDCA usage. 
For example, under FDCA, "commerce" includes movement from a foreign 
country to the United States. The definitions could be a problem if FDA wished 
to adopt a broader definition of a particular term with respect to tobacco (such 
as manufacturer). 

SUBTITLE A-RESTRICTION ON MARKETING AND ADVERTISING 
Sec. 101. Prohibitions on advertising 

• Codifies restrictions expressly into legislation. Constitutional concerns 
regarding advertising restrictions that go beyond FDA restrictions have been 
discussed with McCain staffers. To retain flexibility, it would be preferable to 
simply affirm FDA's authority to issue advertising restrictions rather than include 
specific restrictions in statute. In order to clarify the agency's authority in this 
regard, amend section 520(e) as follows: 

• Section 520(e)(1) is amended by striking "or use-" and inserting "or use, 
including restrictions on the access to and the advertising and promotion 
of, tobacco products-" 

• To ensure that 1996 FDA regulations do not need to be re-promulgated, the 
legislation should include the following statement validating the regulations 
enacted by FDA-

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

Specific comments on the particular restrictions 

• Section 101 (d)(3)(8) [p. 16]: The provision allowing the manufacturer with at 
least a 25% market share to have another sign at point-of-sale serves no public 
health interest, and would only further strengthen market leaders. 

• Section 101(d)(4)(8) [p. 17] permits audio and video materials to be distributed 
(but not played) at point of sale. These materials will make their way to 
children. The FDA rule limits audio or video formats to words only with no music 
or sound effects and, for video, static black text only on a white background. 
Any audio with the video is limited to words only with no music or sound effects. 



Materials may not be taken from the store. (These restrictions do not apply in 
adult-only facilities; the audio/visual materials may not, however, leave the 
adult-only facility). 

• The enforcement authority for these provisions is unclear. This was discussed 
in the 2/27 letter. Advertising restrictions similar to the FDA tobacco rule 
restrictions can be enforced under FDCA enforcement provisions. If the 
language discussed above is enacted, the FDCA enforcement provisions would 
be operative. 

Sec. 102. General restrictions 

• See comment for section 101. 

• Restriction on glamorization (p. 20] goes beyond FDA rule; would be difficult to 
enforce; may raise constitutional issues. 

Sec. 103. Format and content requirements for labeling and advertising 

• See comment for section 101. 

• section 103(b)(1)(A)(ii), advertising in adult only locations [p. 21]: FDA rule 
requires items to be affixed to the facility. It is not sufficient to be attached to a 
fixture (this could include banners, etc. that could be removed easily by 
patrons). Should delete "or fixture." 

Sec. 104. Statement of intended use 

• These provisions are in FDA rule; unnecessary if FDA's jurisdiction to regulate 
products as drug delivery devices is affirmed. 

• In addition, the statements of intended use in the FDA rule employ BATF terms 
of reference for smokeless tobacco products. As a result, only two intended use 
statements for smokeless tobacco products should be permitted-

Chewing Tobacco--A Nicotine-Delivery Device for Persons 18 or Older. 

Snuff-A Nicotine-Delivery Device for Persons 18 or Older. 

Sec. 105. Ban on nontobacco items and services. contests and games of chance. and 
sponsorship of events 

• See comment for section 101. 



Sec. 106. Use of product descriptors 

• FDA may find, based on available information, that it is not in the interests of 

public health to permit usage of the terms "light" and "low tar" even with 
disclaimers. FDA should retain existing authority to prohibit the use of such 
terms. Section 106(b) would permit FDA to continue to do this. 

SUBTITLE B-WARNINGS, LABELING AND PACKAGING 
Sec. 111. Cigarette warnings 

• Not clear what part of government is responsible for these provisions; "[FDA] 

Commissioner" is supposed to do some things; FTC is to approve compliance 

plans; "Commission" is to do other actions. The language changes below refer 
to the HHS Secretary. 

• Section 111 (a)(2) [p. 27, lines 15-16], modify as follows (add words in bold)-

• 

• (2) ADVERTISING- It shall be unlawful for any manufacturer, ei: importer, 
distributor, or retailer of cigarettes to advertise or cause to be 
advertised ... 

ADD at the end of Section 111 (a)(2) [p. 28, line 11 ], the following-

• "(3) ADDITIONAL WARNINGS.-Beginning on the date that is 18 months 
after the date of enactment of this subchapter, the Secretary may 
substitute for, or require warnings in addition to, those otherwise required 
under subparagraphs (1) and (2) if the Secretary determines that such 
warnings would be more effective in deterring the use of cigarettes." 

• Section 111 (b)(1) [p. 28, lines 12-16], modify as follows (add words in bold)-

• (1) LOCATION- Each label statement required by paragraph (1) of 
subsection (a) shall be located on the upper portion of the front and rear 
panels of the cigarette package (or carton) directly on the package 
underneath the cellophane or other clear ·wrapping and occupy not 
less than 25 percent of such fFeRt panel. 

• Section 111 (b)(3) [p. 29, lines 5-8], modify as follows (add words in bold)-

• (3) EXCEPTION-The provisions of paragraph (1) shall not apply in the 



case of a flip-top cigarette package (offered for sale on the date of 
enactment of this Act) manufactured or distributed prior to January 1, 
2000 where the front portion ... 

• Section 111(c)(1) [p. 29, lines 14-17], modify as follows (add words in bold)-

... (1) LOCATION- Each label statement required by paragraph (2) of 
subsection (a) shall appear in a conspicuous and prominent format 
and location at the top of each advertisement within the trim area 
and shall occupy not less than 20 percent of the area of the 
advertisement involved. 

• Section 111 (d) [p. 31, line 6, - p. 33, line 15], DELETE and replace with-

... "(3) FORMAT.-The label statements under paragraph (2) of subsection 
(a) shall be black when the background is white and white when the 
background is black, and shall be in the point size required under this 
subparagraph. The label statements shall be enclosed by a rectangular 
border that is the same color as the letters of the statements and that is 
the width of the first down stroke of the capital 'W' of the word 
'WARNING' in the label statements." 

"(4) LANGUAGE REQUIREMENT.-The label statements required under 

paragraph (2) of subsection (a) shall be in English, except that-

"(i) in the case of an advertisement that appears in a newspaper, 
magazine, periodical or other publication that is not in English, 
such statements shall appear in the predominant language of the 
publication; or 
"(ii) in the case of any other advertisement that is not in English, 
such statements shall appear in the same language as that 
principally used in the advertisement." 

"(d) ROTATION OF LABEL STATEMENTS.-
"(1) LABELING.-The label statements specified in paragraph (2) of 
subsection (a) shall be randomly displayed in each 12 month period, in 
as equal a number of times as is possible on each brand of the product 
and be randomly distributed in all areas of the United States in which 
such product is marketed in accordance with a plan submitted by the 
manufacturer, importer, distributor or retailer and approved by the 
Secretary." 

"(2) ADVERTISING.-The label statements specified in paragraph (2) of 
subsection (a) shall be rotated quarterly in alternating sequence in 
advertisements for each such brand of cigarettes in accordance with a 
plan submitted by the manufacturer, importer, distributor or retailer and 
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approved by the Secretary." 

"(3) APPROVAL OF PLANS.-The Secretary shall review each plan 
submitted by a manufacturer, importer, distributor or retailer of cigarettes 
under this paragraph and approve such plan if the plan will provide for 
the equal distribution and display on packaging and the rotation required 
in advertising under this paragraph and if such plan assures that all of the 
labels required under subparagraphs (1) and (2) will be displayed by the 
manufacturer, importer, distributor or retailer at the same time." 

• DELETE Section 111 (e) [p. 33, lines 16-19]. Exports are addressed in Section 
117 [pp. 39-40]. 

Sec. 112. Smokeless tobacco warnings 

• Section 112(a)(2) [p. 34, lines 14-16], modify as follows (add words in bold)-

• 

... (2) ADVERTISING- It shall be unlawful for any manufacturer, ei: importer, 
distributor, or retailer of smokeless tobacco products to advertise or 
cause to be advertised .... 

ADD at the end of Section 112(a)(2) [p. 35, line 4], the following-

... "(3) ADDITIONAL WARNINGS.-Beginning on the date that is 18 months 
after the date of enactment of this subchapter, the Secretary may 
substitute for, or require warnings in addition to, those otherwise required 
under subparagraphs (1) and (2) if the Secretary determines that such 
warnings would be more effective in deterring the use of smokeless 
tobacco products." 

• Section 112(b)(1) [p. 35, lines 5-8], modify as follows (add words in bold)-

... (1) LOCATION- Each label statement required ~y paragraph (1) of 
subsection (a) shall be located on the two principal display panels of the 
product and occupy not less than 25 percent of sl:fGR each panel. 

• Section 112(c) [p. 35, lines 22-24], delete (1) after (d) (conforms to changes 

above)-

.,. "(c) ADVERTISING AND ROTATION-The provisions of subsections (c) 
and (d~ of section 111 shall apply to advertisements for smokeless 
tobacco products and the rotation of the label statements required under 



subsection (a)(1) on such products." 

• DELETE Section 112(d) [p. 36, lines 3-7]. Exports are addressed in Section 
117 [pp. 39-40]. 

• After 112(e) [p. 36, line 11], ADD the following-

• (f) OTHER TOBACCO PRODUCTS-The Secretary may prescribe such 
regulations as may be appropriate to establish warning labels for other 
tobacco product packaging, labeling, and advertising. 

Sec. 113. Ingredients [p. 36, lines 12-17] 

• This refers to a proposed new provision of the FDCA; the requirements of 
proposed FDCA section 119 do not need to be repeated here. Should delete. 

Sec. 114. Enforcement. regulations. and construction [pp. 36-37] 

• At minimum, a violation of section 113 (a proposed new FDCA provision) should 
not be enforced by FTC but by FDA. 

• Suggest deleting sections 114(a)-(c), and have provisions be enforced under 
FDCA. Warning statements are a concept encompassed by FDCA. Given the 
public health purpose of these statements, they are appropriately administered 
and enforced by FDA. 

Sec. 115. Preemption [p. 38, lines 1-14] 

• Delete "or in any advertisement" in subsections (a), (b) [lines 6 and 12-13]. 

Sec. 116. Reports 

• No comments at time. 

Sec. 117.Exports 

• Warning statement requirements would not be required for exports. Is there a 
policy issue? 

Sec. 118. Repeals 

• No comments. 



SUBTITLE C-RESTRICTION ON ACCESS TO TOBACCO PRODUCTS [pp. 40-44] 
Sec. 121. Requirements relating to retailers 
Sec. 122. Manufacture. sale. and distribution 

• These provisions codify the FDA access restrictions. To retain flexibility (and 
simplify this legislation), it may be preferable to simply expressly affirm FDA 
authority to enact access restrictions and recognize the 1996 regulations. See 
comments on section 101, above. 

SUBTITLE D--LICENSING OF RETAIL TOBACCO SELLERS [p. 44-52] 
Sec. 131. Establishment of program 
Sec. 132. Requirements 
Sec. 133. Penalties. revocations and suspensions 
Sec. 134. Federal licensing of military and other entities 
• These provisions would, in effect, shift enforcement of the FDA access 

restrictions to individual state programs. FDA believes that a comprehensive 
federal enforcement strategy is necessary. 

• There have been extensive discussions within the administration (DPC, 

HHS/FDA, DOJ, Treasury) to finalize a federal approach to "licensing" that 
would achieve this goal as well as provide necessary controls over the chain of 
distribution. Legislative language is being drafted now. 

• The penalty scheme is based on violations within a 2 year period; FDA's current 
enforcement strategy does not impose any time restrictions on the schedule for 
escalating penalties. 

SUBTITLE E-'REGULATION OF TOBACCO PRODUCT DEVELOPMENT AND 
MANUFACTURING 
Sec. 141. Reference 
Sec. 142. Treatment of tobacco products as drugs 
• These provisions should be deleted and replaced with the provisions for 

express affirmation of FDA authority. 

... To express affirm FDA jurisdiction, and amend the definitions of d_rug and 
device to specifically include nicotine in tobacco as a drug and tobacco 
products as devices, the following is needed-

Drug: Section 201(g)(1) is amended by striking"; and (D)" and inserting 
";(D) nicotine in tobacco products; and (E)" 

Devices: Section 201 (h) is amended-in paragraph (2) by striking "or" at 
the end; in paragraph (3), by striking "and" at the end and inserting "or"; 
and by inserting after paragraph (3), "(4) a delivery component of a 



• 

tobacco product; and" 

Consistent with the traditional FDCA approach of defining regulated products 
rather than specific products within the category, it would be only necessary to 
define "tobacco products," e.g.-

"201 (kk) The term 'tobacco product' means any product made or derived 

from tobacco leaf made for human consumption." 

• If desired, the following clause could also be included, but is not 
necessary: 

", including, but not limited to, cigarettes, cigarillos, cigarette tobacco, 
cigars, little cigars, pipe tobacco, and smokeless tobacco, and 
roll-your-own tobacco." 

• Thus, p. 52, line 20, - p. 55, line 4, should be deleted and replaced with the 
above. 

Sec. 143. Health and safety regulation of tobacco products [pp. 55-83] 

• Should not create a separate chapter for tobacco products; tobacco products 
should be subject to regulation as drugs and devices. (Specific comments on 
proposed sections follow). 

Section 901 

• Incorporates definitions of Sec. 100; some of the definitions are more narrow 
than current FDA provisions or interpretations. FDA could face unnecessary 
obstacles if it wished to promulgate a broader definition of a particular term 
(such as manufacturer). 

Section 902: purpose 
• Unnecessary. 

Section 903: regulations 

• FDA already has this authority under section 701. 

Section 904: minimum requirements 

'-



• Already have misbranding and adulteration authority in sections 501, 502. 

Section 905: performance standards [pp. 57-60] 

• Already have this authority under section 514; may wish to include authority for 
FDA to issue performance standards prior to classification (because 
classification is a lengthy process and the issuance of performance standards 
requires notice and comment rulemaking). 

• 

.. The following would provide such authority-

"The Secretary may adopt a performance standard under section 
514(a)(2) for a tobacco product regardless of whether the product has 
been classified under section 513." 

.. If there is a desire to specify what the standards could encompass, the 

following could be added, but is not necessary-

"Such standards may include-

"(1) the reduction or elimination of nicotine yields of the product; 

"(2) the reduction or elimination of other constituents or harmful 
components of the product; or 
"(3) standards relating to any other requirement pursuant to 

section 514(a)(2)." 

"(b) TOBACCO CONSTITUENTS.-The Secretary may require that a 
manufacturer test, report and disclose tobacco and tobacco smoke 
constituents, including labeling and advertising disclosures relating to 
such constituents, includinQ. but not limited to, tar and nicotine." 

In particular, the agency opposes the limitations on its authority in 905(f), (g) [p . 
61]. Developments in nicotine replacement products or nicotine analogues may 
make these options appropriate at some point in the future. 

Section 906: scientific advisory committee [pp. 61-63] 

• Already have provision under current FDCA section 904 to establish advisory 
committee (and there are requirements in various operational device provisions 
to consult with an advisory group). Not opposed to special provisions for a 
tobacco scientific advisory group, provided that there is no requirement of 
tobacco industry representation. 

·_·i:: . ... 
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Section 907: nicotine and other constituents [pp. 63-68] 

• Unnecessary and unduly burdensome. 

• The approach that would be more consistent with the public health would be to 
codify the approach explained in the preamble to the FDA Tobacco Rule, 61 
Fed. Reg. 44412-13, in the device provisions: 

~ Section 513(a) is amended in paragraph (1 )(B), by inserting after the first 
sentence 

"For a device which is a tobacco product, the assurance in the previous 
sentence need not be found if the Secretary finds that special controls 
achieve the best public health result."; and in paragraph (2) by 
redesignating subparagraphs (A), (B) and [C] as clauses (i), (ii), and (iii), 
respectively; by striking "(2) For" and inserting "(2)(A)For"; and by adding 
at the end "(B) For purposes of paragraph (1)(8), subsections (c)(2)(C), 
(d)(2)(B), (e)(2)(A), (f)(3)(B)(i), and (f)(3)(C)(i), and sections 514, 519(a), 
520(e), and 520(f), the safety and effectiveness of a device that is a 
tobacco product need not be found if the Secretary finds that the action 
to be taken under any such provision would achieve the best public 
health result. The finding as to whether the best public health result has 
been achieved shall be determined with respect to the risks and benefits 
to the population as a whole, including users and non-users of the 
tobacco product, and taking into account-[i] the increased or decreased 
likelihood that existing customers of tobacco products will stop using 
such products; and (ii) the increased or decreased likelihood that those 
who do not use tobacco products will start using such products." 

Recall Authority: Section 518(e)(1) is amended by inserting after 

"adverse health consequences or death," the following-

"and for tobacco products that the best public health result would be 
achieved," 

Section 908: reduced risk [pp. 68-73] 

• Suggest deleting entire section. 

• The provision allowing reduced risk claims are very problematic. FDA has 
authority under FDCA to address these issue. If Congress wishes to make 
express this authority, the following provision would do so-

.. 
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MISBRANDING.-Section 502 (21 U.S.C. 360) is amended by adding at 
the end the following: 

"(u) The regulations promulgated in accordance with this chapter 
with respect to devices that are tobacco products shall, at a 
minimum, require that a tobacco product be deemed to be 
misbranded if the labeling of the package of the product, or any 
claim of the manufacturer in connection with the product, states or 
implies (as determined by the Secretary) that the product presents 
a reduced health risk unless it is demonstrated to the satisfaction 
of the Secretary that the product will achieve the best public health 
result, taking into account all relevant factors including, but not 
limited to, the probability of the increased number of new users of 
tobacco products and the reduced probability that existing users of 
tobacco products will quit." 

• The provisions for development of reduced risk technology contain authority that 
FDA has under the FDCA and authority that goes beyond the FDCA. FDA is 
·available to discuss these issues further. Mandatory cross-licensing would 
create disincentives to research and development efforts. At minimum, 
licensing should not be mandatory. In addition, FDA does not have experience 
in setting patent license fees. Commerce might be a more appropriate authority 
to set such fees. 

• The provision requiring the Secretary/PHS manufacture reduced risk products 
would require HHS involvement in an entirely new area, and could expose the 
government to tort liability. 

Section 909: good manufacturing practices [pp. 73-78] 

• Have gmp authority in device provisions, section 520(f). Already have 
regulations for device gmps that were the result of several years of rule-making. 
Industry could comply with these existing regulations (in fact, industry has been 
consultations with private gmp consultations on this issue). At some later date, 
FDA will likely promulgate tobacco-specific gmp regulations for some areas. 
But that is not the same as starting with a new statutory provision. 

• If there is a concern about agricultural producers, see proposed 909(d) [p. 77], 

the FDCA could be amended to include the following-

"AGRICULTURAL PRODUCERS. The Secretary may not promulgate any 
regulation directed towards devices that are tobacco products under this 



chapter that has the effect of placing regulatory burdens on tobacco producers 
(as such term is used for purposes of the Agricultural Adjustment Act of 1938 (7 
U.S.C. 1281 et seq.) and the Agricultural Act of 1949 (7 U.S.C. 1441 et seq.)) in 
excess of the regulatory burdens generally placed on other agricultural 
commodity producers. This section shall not be construed to limit the regulatory 
requirements that may be imposed on producers who are also manufacturers 
under this Act." 

Section 910: ingredients [pp. 78-82] 

• FDA has authority under FDCA to issue regulations related to ingredient review 
and regulation. The agency is available to work with the Committee to develop 
appropriate statutory provisions, similar to those proposed, that would eliminate 
need for rulemaking. Appropriate changes are discussed below. · 

• Section 91 O(a)(1 )(A): the exclusion of reconstituted tobacco from submission 
requirements is a significant omission; the fact that the tobacco is reconstituted 
can reveal information concerning the nicotine content and delivery of a 
product. Modify as follows-

... "(A) a list of all ingredients, constituents, substances, and compounds 
(other than tobacc0; or water er recenstit1::1tea tebacce sheet made wholly 
from tebacce) that are added to the tobacco (and the paper, eF-filter, or 
packaging of the product if applicable) in the manufacture of the tobacco 
product, for each brand of tobacco product so manufactured; and 

... "(B) a description of the quantity of the ingredients, constituents, 
substances, and compounds that are listed under subparagraph (A) with 
respect to each brand of tobacco product." 

• Other information appropriate for disclosure to the agency-

"(C) the nicotine content of the product, measured in milligrams of 
nicotine; 

"(D) for each brand or variety of cigarettes~ (i) the filter ventilation 
percentage (the level of air dilution in the cigarette as provided by the 
ventilation holes in the filter, described as a percentage); (ii) the pH level 
of the smoke of the cigarette; and (iii) the tar, nicotine, and carbon 
monoxide delivery level under Federal Trade Commission parameters 
and any other smoking conditions established by the Secretary, reported 
in milligrams of tar, nicotine, and carbon monoxide per cigarette; 



"(E) for each brand or variety of smokeless tobacco products- (i) the pH 
level of the tobacco; (ii) the moisture content of the tobacco expressed as 
a percentage of the weight of the tobacco; and (iii) the nicotine content­
(!) for each gram of the product, measured in milligrams of nicotine; (II) 
expressed as a percentage of the dry weight of the tobacco; and (Ill) with 
respect to unionized (free) nicotine, expressed as a percentage per gram 
of the tobacco and expressed in milligrams per gram of the tobacco; and 

"(F) any other information determined appropriate by the Secretary." 

• The Secretary should have authority to promulgate regulations on this issue 

(consistent with existing authority under the FDCA-

~ "METHODS.-The Secretary shall have the authority to promulgate 
regulations to establish the methods to be used by manufacturers in 
making the determinations required under paragraph (1)." 

• Section 910(b) [p. 79]: Manufacturers have 5 years to submit their assessments 
of ingredients, etc.. This would allow them to flood FDA with information shortly 
before the 5 year period ends. FDA has to act within 90 days or else the 
ingredient is deemed approved. FDA should be able to require information 
earlier, on a staggered basis. Appropriate language would be-

~ "The Secretary shall develop a procedure for the submission of safety 
assessments of such ingredients, constituents, substances, or 
compounds that staggers such safety assessments within the 5-year 
period." 

• Section 91 O(b)(2), basis of assessment: the "the minds of competent scientists" 
concept in the second element, (8), is not currently in the FDCA, and would be 
hard to measure (particularly). Should delete (8) (p. 79, line 22, - p. 80, line 2). 
Replace with-

"(8) demonstrate that there is a reasonable certainty among experts 
qualified by scientific training and experience who are consulted, that the 
ingredient, constituents, substance, or compound will not present any risk 
to consumers or the public in the quantities used under the intended 
conditions of use." 

• Section 91 O(c)(2) [p.80]: 90 days is a short period of time to complete review, 



particularly given that the ingredient is deemed approved if this deadline is not 
met, section 910(c)(2)(C). Some other bills allow 180 days and allow the 
Secretary to later disapprove an ingredient if the deadline is not met. The 
following edits would address these concerns-

... "(A) GENERAL REVIEW- Not later than 90 days after the receipt of a 
safety assessment under subsection (b), the Secretary shall review the 
findings contained in such assessment. 

"(8) APPROVAL OR DISAPPROVAL- Not later than W 180 days after 
the completion of a review under subparagraph (A), the Secretary shall 
approve or disapprove of the safety of the ingredient, constituent, 
substance, or compound that was the subject of the assessment and 
provide notice to the manufacturer of such action. The Secretary may, 
for good cause, extend the period for such review. 

"(C) INACTION BY SECRETARY- If the Secretary fails to act with 
respect to an assessment during the 9G-180-day period referred to in 
subparagraph (B), the safety af the ingreelient, s1:1bstanoo, er sampa1:1nel 
invalvea shall be aeemea ta be appraveel. the manufacturer of the 
tobacco product involved may continue to use the ingredient, 
constituents, substance, or compound involved until such time as 
the Secretary makes a determination with respect to the 
assessment. 

• Section 910(d) [p.81], disclosure: it is not clear how the public health would be 
served by having tobacco products meet only the food standards for public 
disclosure of ingredients (rather than regulations pursuant to device law). A 
way to address this would to include a provision that provided-

... "a package of a tobacco product shall disclose all ingredients, 
constituents, substances, or compounds contained in the product in 
accordance with regulations promulgated under section 701 (a) by the 
Secretary." 

• Section 910(d)(2) [pp. 81-82]: the food labeling standard is not appropriate. 

• Section 91 O(d)(3) [p.82]: Section 301 U) of the FDCA would prohibit FDA from 

disclosing this information. Need to add a clause after "Notwithstanding 

paragraph (1 )"-

... "or section 301 (j)," 



• Section 91 O(e), confidentiality [p. 82]: this is unnecessary. FDA already has 
statutory provisions, regulations, and procedures to protect trade secret 
information. In addition, the prohibition on using this information to establish a 
performance standard would significantly reduces its use and would detract 
from the agency's ability to reduce the risks of these products. FDA has 
experience in using procedures in rulemaking to ensure trade secrets are 
protected. 

• If these provisions are enacted, would also need to add misbranding and 
prohibited act provisions to provide enforcement mechanisms. 

Section 911 [p. 83]: 

• As discussed above, these provisions should apply. Should delete this section. 



SUBTITLE F-COMPLIANCE PLANS AND CORPORATE CULTURE [pp. 83-99] 
Sec. 151. Compliance plans 
Sec. 152. Compliance programs 
• Issue: could these provisions be used as defenses in enforcement FDCA 

actions? 
• The provision regarding retail establishments (d) may raise anti-trust/anti­

competitive concerns [p. 87] 

Sec. 153. Whistleblower protections 

• No comments. 

Sec. 154. Provisions relating to lobbying 
Sec. 155. Termination of certain entities 
Sec. 156. Enforcement [p.94] 
• These provisions will be difficult to police. Also, there may be First Amendment 

concerns. 
• Not clear what part of HHS is enforcing this, section 156(b) [p.95]. Depending 

on the component responsible, it may already have regulations for hearings. 
Separate procedures should not be required. 

• Also, there is an item "(f) Scarlet Letter Advertising" that has no text. 

TITLE II-REDUCTION IN UNDERAGE TOBACCO USE 
Sec. 201. Purpose 
Sec. 202. Determination of underage use base percentages 
Sec. 203. Annual daily incidence of underage use of tobacco products 
• Daily use may not provide the most accurate/useful measure. Other studies 

based their numbers on usage over the past 30 days. 

Sec. 204. Required reduction in underage tobacco use 
Sec. 205. Application of surcharges 
Sec. 206. Abatement procedures 
• The provision allowing any attorney general to be heard at an abatement 

hearing might significantly prolong the process. Also, this provision might be 
inconsistent with the way the funding provisions of this legislation is drafted. 
There may be legal concerns with essentially giving the AGs such an express 
interest in the money coming in from the companies (i.e., to the extent we wish 
to condition recipient of the money on particular state actions). 

TITLE Ill-STANDARDS TO REDUCE INVOLUNTARY EXPOSURE TO TOBACCO 
SMOKE 
Sec. 301. Definitions 
Sec. 302. Smoke-free environment policy 



Sec. 303. Citizen actions 
Sec. 304. Preemption 
Sec. 305. Regulations 
Sec. 306. Effective date 
• No comments. 

TITLE IV-PUBLIC HEAL TH AND OTHER PROGRAMS SUBTITLE A--PUBLIC 
HEAL TH BLOCK GRANT PROGRAM 
Sec. 401. Public Health Trust Fund 
• Having the Commissioner be trustee of the fund (along with the Secretary) may 

not be entirely consistent with FDA's mission; also, may not serve intended 
purpose as the Commissioner reports to the Secretary. 

Sec. 402. Block grants to States 
Sec. 403. Allotments 
• There is no allotment formula (item (b) has no text). 

Sec. 404. ·Use of funds 
Sec. 405. Withholding of funds 
• No comments. 

SUBTITLE B-OTHER PROGRAMS 
Sec. 411. National Smoking Cessation Program 
Sec. 412. National Reduction in Tobacco Usage Program 
Sec. 413. National Tobacco-Free Public Education Program 
• No comments. 

Sec. 414. National Event Sponsorship Program 
• Does HHS have an interest in doling money out to groups that lose sponsorship 

after the ban on brand name sponsorship goes into effect? 
• Section (c) refers to a section 401(d)(5) with respect to the amounts of money 

available for this section. There is no section 401 ( d) in this legislation. 

Sec. 415. National Community Action Program 
Sec. 416. National Cessation Research Program 
Sec. 417. Use of surcharge payments 
• There are various references to a section 401 (d); this subsection is not in 

current draft. 

TITLE V-CONSENT DECREES, NON-PARTICIPATING MANUFACTURERS. AND 
STATE ENFORCEMENT 
Sec. 501. Purposes 
SUBTITLE A-CONSENT DECREES AND NON-PARTICIPATING 



MANUFACTURERS 
Sec. 511 . Consent decrees 
Sec. 512. National tobacco control protocol 
Sec. 513. Non-participating manufacturers 
• This provisions are under review for Constitutional and anti-trust concerns by 

DOJ. 

SUBTITLE B-STATE ENFORCEMENT 
Sec. 521. Requirement of no sale to minors law 
Sec. 522. State reporting 
Sec. 523. Reduction in State payments 
• DOJ should do a federalism review. 

TITLE Vl--PROVISIONS RELATING TO TOBACCO-RELATED CIVIL ACTIONS 
Sec. 601. General immunity 
Sec. 602. Civil liability for past conduct 
Sec. 603. Civil liability for future conduct 
Sec. 604. Non-participating manufacturers 
• Immunity issues are being reviewed by the administration; position has not been 

finalized. 

TITLE VII-PUBLIC DISCLOSURE OF HEAL TH RESEARCH 
Sec. 701. Purpose 
Sec. 702. National Tobacco Document Depository 
• These provision have been extensively analyzed and discussed within the 

administration; DOJ is working on modifications to this language consistent with 
agreed upon approach. 

TITLE VIII-ASSISTANCE TO TOBACCO GROWERS AND COMMUNITIES 
Sec. 801. Short title; table of contents. 
Sec. 802. Definitions 
SUBTITLE A-TOBACCO COMMUNITY REVITALIZATION TRUST FUND 
Sec. 811. Establishment of Trust Fund 
Sec. 812. Contributions by tobacco product manufacturers and importers 
SUBTITLE B-AGRICUL TURAL MARKET TRANSITION ASSISTANCE 
Sec. 821. Payments for lost tobacco quota 
Sec. 822. Industry payments for all Department costs associated with tobacco 
production 
Sec. 823. Tobacco community economic development grants 
Sec. 824. Modifications in Federal tobacco programs 
SUBTITLE C--FARMER AND WORKER TRANSITION ASSISTANCE 
Sec. 831. Toba·cco worker transition program 
Sec. 832. Farmer opportunity grants 
• No comments. 



SUBTITLE D--IMMUNITY 
Sec. 841. Gel'ileral immunity for tobacco producers and warehousers 
• This provision should be amended to make clear that this "general immunity" 

does not apply to "an active tobacco producer, tobacco-related growers 

association, or tobacco warehouse owner or employee" who is also a "tobacco 

product manufacturer, distributor, or retailer." 

TITLE IX-EFFECTIVE DATES AND OTHER PROVISIONS 
Sec. 901. Effective dates 
• These appear to be generally acceptable; need to review more carefully (some 

of them may be insufficient, but FDA would taken individual circumstances into 
account in taking enforcement action). 

Sec. 902. Native Americans 
• No comments at this time. 

Sec. 903. Preemption [p. 227) 

• Suggest modifying 903(a)--

... (a) GENERAL PREEMPTION- Except as otherwise provided for in this 
section, nothing in this Act shall be construed as prohibiting a State from 
imposing requirements, prohibitions, penalties or other measures to 
further the purposes of this Act that are equal to or in addition to the 
requirements, prohibitions, or penalties required under this Act .... 

• Not clear whether it is the legislation's intent to exempt tobacco products from 

FDCA section 521, 21 U.S.C. § 360k, which preempts any state or local 
requirement with respect to a device which is different from, or in addition to, 
any requirement applicable under the FDCA to that device, or relates to the 
safety or effectiveness of the device. Under the FDCA, states and localities 
may apply for exemptions from preemption. 
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I SEC._l. FINDINGS. [Congress finds that ... (Commerce findings ... )] 

2 SEC._l. DEFINITIONS. 

3 (a) CIQaR.--The term "cigar" means any roll of tobacco wrapped in leaf tobacco 

4 or in any substance containing tobacco (other than any roll of tobacco which is a cigarette 

5 within the meaning of subsection.(b)(2)). 

6 (b) CJGAREITE.-The term "cigarette" means--

7 (I) any roll of tobacco wrapped in paper or in any substance not 

8 containing tobacco; and 

9 (2) any roll of tobacco wrapped in any substance containing tobacco 

l 0 which, because of its appearance, the type of tobacco used in the filler, or its 

11 packaging and labeling. is likely to be offered to, or purchased by. consumers as a 

12 ciFarette described in paragraph (1). 

13 (c) ·· COMMJSS!ONEB.-The term "Commi.ssioner" means the Commissioner of 

14 the.Food and Drug Administration. as defined in 21 U.S.C. § 321, er seq. 

15 {d) CotffRASAND TOBA,CCO PRODUCT.- The tenn "contraband tobacco product" 

16 means any tobacco product that is manufactured, sold or offered for sale, shipped, 

17 delivered, transferred or possessed in violation of this chapter or of Chapter 52 of the 

18 Internal Revenue Code. 

19 (e) IlEALER.--The term ''dealer" means any person lawfully engaged in the 

20 business of selling tobacco products. 

21 (f) ENGAGED IN THE BUSJNESS.-- The term "engaged in the business" meWlS-

22 . ( 1) as applied to a manufacturer of tobacco products, any person who 

23 

24 

25 

26 

27 
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devotes time, attention, and labor to manufacturing tobacco products for sale or 

distribution; 

(2) as applied to an importer of tobacco products, any person who devotes 

time, attention, and labor to importing tobacco products into the Uni~ed States 

from a place outside the United Sta~e~ for sale or distribution; 

.. 
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(3) as applied to an exporter of tobacco products. any person who devotes 

time, attention, and labor to exporting tobacco products for sale or distribution 

outsi~e the United States; 

(4) as applied to a wholesaler in tobacco products, any person who devotes 

time, attention, and labo~ to the sale or distribution of tobacco products at 

wholesale; and 

(5) as applied to a retailer in tobacco products, any person who devotes 

time, attention, and labor to the sale or distribution of tobacco products to 

consumers. 

(g) ExpomR.-The term "exporter .. means any person engaged in the business of 

exporting tobacco products from the United States for purposes of sale or distribution; 

and the term "licensed exporter" means any such person licensed under the provisions of 

this chapter. 

(h) lMPORTER.--The term "importer" means any person engaged in the business of 

importing tobacco products into the United States for purposes of sale or distribution; and 

the term "licensed importer" means any such person licensed under the provisions of this 

chapter. 

(i) MANUFACTURER.-- The tenn "manufacturer" means any person engaged in the 

business of manufacturing a tobacco product for purposes of sale or distribution; and the 

term "licensed manufacturer" means any such person licensed under the provisions of this 

chapter, except that such tenn shall not include a per5on who produces cigars, cigarettes, 

smokeless tobacco, or pipe tobacco solely for his own personal consumption or use. 

(j) PACKAOE.-The term "package" means the innermost sealed container, 

irrespective of the material from which such container is made, in which a tobacco 

product is placed by the manufacturer and in which such tobacco product is offered for 
I 

sale to a member of the general public. I 
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1 (k) PERSQN.--The term "person'' includes any individual, corporation, company, 

2 associatio~ finn, partnership, society, or joint stock company. 

3 (I) Pree TQaAcco.-The term "pipe tobacco" means any tobacco which, because 

4 of its appearance, type, packaging, or labeling, is suit.able for use and likely to be offered 

5 to, or purchased by, consumers as tobacco to be smoked in a pipe. 

6 (m) RETAILER.-The term ''retailer" means any person engaged in the business of 

7 distributing or selling tobacco products at retail; and the tenn ·'registered retailer'' means 

8 any such person registered under the provisions of this chapter. 

9 (n) RoL!,-VOUR-OWM ToaAcco.-The term ''roll-your-own tobacco" means any 

I 0 tobacco that. because of its appearance, type, packaging, or labeling, is suitable for use 

I I and likely to be offered to, or purchased by, conswners as tobacco for making cigarettes. 

12 (o) SECRETAB.Y..--The term "Secretary" means Secretary of the Treasury or his 

13 . delegate. 

14 (p) SMOKELESS TOB6CCO.--The term "smokeless tobacco" means any snuff or 

15 chewing tobacco. 

16 (1) The term "snuff' means any finely cut, ground, or powdered tobacco 

17 that is not iritended to be smoked. 

18 (2) The teim "chewing tobacco" means any leaf tobacco that is not 

I 9 intended to be smoked. 

20 (q) SIATE.-The term "State" includes the several States, the District of 

21 Columbia. the Commonwealth of Puerto Rico, and the possessions of the United States. 

22 (r) ToBACCO Psooucrs. --The term "tobacco products" means cigars, cigarettes, 

23 smokeless tobacco, pipe tobacco. and roll-your-own tobacco. 

24 (s) UN]TEQ SrATEs.-The tenn ~'United States" means the several States, the 

25 District of Colwnbia, the Commonwealth of Pueno Rico and the possessions of the 

26 United States. / 
I 
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1 (t) ~HOLeSALER.-The tenn "wholesaler" means any person engaged in the 

2 business of purchasing tobacco products for resale at wholesale, or any person acting as 

3 an agent or broker for any person engaged in .the business of purchasing tobacco products 

4 for resale at wholesale. 

5 SEC. _3. LICENSING AND RETAILER REGISTRATION. 

6 (a)(l) LICENSlNO.-No person shall engage in the bminess as a manufacturer, 

7 importer, exporter, or wholesaler of tobacco products until such person has received a 

8 license to do so from the Secretary. The application shall be in such form and contain 

9 such information necessary to detennine eligibility for licensing as the Secretary shall by 

10 . regulation prescribe. Each applicant shall pay an annual fee for obtaining and 

11 mafotaining such a license, a separate license and fee being required for each place in 

12 which the applicant is to do business. Failure to pay this annual fee will result in the 

13 automatic termination of the license. 

14 (2) ELIG!BJLITY.-A person shall be entitled to a license unless the 

15 Secretary finds-

16 (A) that such person has been previously convicted of a Federal 

17 crime relating to tobacco, including the taxation thereof; 

18 (B) that such person has, within five years prior to the date of 

19 application. been previously convicted of any felony under Federal or 

20 State law: or 

21 (C) that such person is, by virtue of his or her business experience, 

22 financial standing. or trade connectiQns, not likely to maintain such 

23 operations in conformity with Federal law. 

24 (3) ISSUANCE Of LICE~.--Upon the filing of a proper application, 

25 payment of the prescribed annual fee, and a finding that the person is entitled to a 
' 

26 license, the Secretary shall issue to a qualified applicant the appropri~te license 

27 subject to the provisions of this chapt~r and other applicable provisions of law, 

March 13. 1998 
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shall entitle the licensee to engage in the business of manufacturing, importing, 

exporting, or wholesaling in tobacco.products as the case may be. 

(4) CONQ!T!ONS.--All licenses issued under this chapter shall be 

conditioned upon compliance with the provisions of this chapter, all Federal laws 

relating to the taxation of tobacco products, the Contraband Cigarette Trafficking 

Ac4 18 U.S.C. Chapter 114, the Jenkins Act, 15 U.S.C. § 375, et seq., and any 

regulations issued pursuant to such statutes. 

(b )( 1) RETAILER R.EGISTRATIDN.--No person shall engage in the business as a 

retailer of tobacco products until he has registered with the Secretary and paid a fee for 

obtaining such registration, a separate registration and fee being required for each place in 

which the retailer is to do business. The registration shall be in such form and contain 

such information deemed ~ecessary as the Secretary shall by regulation prescribe. Any 

registration issued under this chapter shall continue in effect for a period of one year. 

Such registration may not be leased. sold, or transferred, by operation of law or 

otherwise. The fee imposed by this subsection shall be paid in such form and manner as 

the Secretary by regulation shall prescribe. All fees under this chapter shall be imposed 

on the first day in each year, or on commencing operations as a retailer. No fee shall be 

pro-rated if a retailer commences operations any time after the first of the year. Any 

registration issued under this chapter shall terminate when the registration is leased, sold, 

or transferred, by operation of law. or otherwise ·to another person. _ 

Mlltth 13. 1998 

(2) ISSUANCE Of REOISTRAil,ON.--Upon the filing of a proper registration 

and payment of the prescribed fee, the Secretary shall register a qualified retailer 

which, subject to the provisions of this chapter and other applicable provisions of 

law, shall entitle the retailer to engage in the business as a retailer in tobacco 

products, unless the Secretary finds that the person submitting a registration has 

previously had a registration under this chapter revoked. /. 
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(3) CONDITIONS.-A retailer registration shall be conditioned upon 

compliance with this chapter, all F edexal laws relating to the taxation of tobacco 

products, the Contraband Cigarette Trafficking Act, 18 U.S.C. Chapter 114, the 

Jenkins Act, 15 U.S.C. § 375, et seq., and any regulations issued pursuant to such 

statutes. 

(c) PRQCEDURES. 

(1) ANNui.M~T.--The Secretary may, after providing notice, annul any 

license or registration issued Wlder this chapter if the Secretary finds that the 

license or registration was procured through fraud, misrepresentation, or 

concealment of material fact. If the Secretary annuls a license or registration, he 

shall, upon request by the aggrieved party, promptly hold a hearing to review the 

~ulment of such license or registration. 

(2) DENIAL.-The Secretary may, after providing notice. deny any 

application for a license Cir reject any registration submitted under this chapter by 

a person the Secretary has reason to believe is not entitled to receive such license 

or registration. If the Secretary denies an application for a license or rejects a 

registratio~ he shall, upon request by the aggrieved party, promptly hold a 

hearing to review the denial. revocation or suspension of such license or 

registration. 

(3) REYOCATION OR SUSPENS!ON.-The Secretary may, after providing 

notice, revoke or suspend any I icense or registration issued under this chapter if 

the Secretary finds the person holding the license or registration has violated the 

conditions of licensing or registration. If the Secretary revokes or suspends a 

license or registration, he shall. upon request by the aggrieved party, promptly 

hold a hearing to review the revocation or suspension of such license or 
, 

registration. / 
I 
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(4) Y.Qul.-A registration is void by operation oflaw upon a final 

determination by the Commissioner that the registered retailer has violated section 

__ of Title_, United States Code. The appeal procedures contained in .this 

subsection do not apply with respect to voided registrations. 

(d)(l) PROCEss.-Any person whose application for a license is denied or 

·application for registration, is rejected, or any holder of a license or registration that is 

revoked. suspended or annulled shall receive a written notice from the Secretary stating 

specifical1y the grounds upon which the application was denied or upon which the license 

or registration was revoked. suspended or annulled. Any notice of a revocation or 

suspension of a license or registration shall be given to the ho1der of such license or 

registration before the effective date of the revocation or suspension. 

(2) NoIICE.-Written notice of any denial of application, rejection of 

registration, suspension, revocation. annulmentt or other proceedings, shall be 

served--

(A) in person by any officer or employee of the Secretary 

authorized for the purpose; or 

(B) by mailing the order certified mail, addressed to the applicant 

or respondent at his last known address in the records of the Secretary. 

(e) DURAT!ON.--~y license issued under this chapter shall continue in effect 

until revoked. suspended or annulled as provided in this subsection, or volwitarily 

surrendered, except that-

. Murcli IJ. 1993 

( 1) if leased, sold. or otherwise transferred, the license shall be 

automatically terminated; and. 

· (2) if transferred by operation oflaw or if actual or legal control of the 

licensee is acquired. directly or indirectlyt whether by stock-ownership or in any 

other manner, by any person, then such license shall be terminated ~r thirty 
I 

days; provid~. that if within a tbirt.Y.:?aY period application is made for a new 
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license, then the outstanding license shall continue in effect until such application 

is :finally acted upon by the Secretary. 

(f) Af:PJ;'.AL.-An applicant, registrnnt, or licensee may appeal any final order of 

the Secretary denying an application for a license, rejecting a registration, or suspending, 

revoking, or annulling, a license qr registration. The aggrieved party may at any time 

within sixty days after the date the notice of such final order was given file a petition in 

the circuit court of appeals of the United States within any circuit in which such person 

resides or has as a principal place of business, or in the United States Court of Appeals 

for the District of Columbia, asking that the order of the Secretary be modified or set 

aside in whole or in part. A copy of th~ petition shall forthwith be transmitted by the 

clerk of the court to the Secretary, or any officer designated by him or her for that 

purpose, and thereupon the Secretary shall file in court the record upon which the order 

complained of was entered, as provided in section 2112 of Title 28. Upon the filing of 

such petition such court shall have exclusive jurisdiction to affirm, modify, or set aside 

such order, in whole or in part. No objection to the order of the Secretary shall be 

considered by the court unless such objection shall have been urged before the Secretary 

or unless there were reasonable grounds for failure so to do. The finding of the Secretary 

as to the facts, if supported by substantial evidence, shall be conclusive. If any party s11all 

apply to the court for leave to adduce additional evidence, and shall show to the 

satisfaction of the court that such additional evidence is material and there were 

reasonable grounds for fatlure to adduce such evidence in the proceeding before the 

Secretary, the court may order such additional evidence to be taken before the Secretary 

and to be adduced upon the hearing in such manner and upon such tenns and conditions 

as the court may deem proper. The,Secretary may modify his or her findings as to the 

facts by reason of the additional evidence so taken, and he or she shall file With the court 

such new or modified findings, which, if supported by substantial evidence, -~I be 

conclusive, and his or her recommendation, if any, for the modification or setting aside of 

March IJ, 1998 
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I the original order. The judgment or decree of the cowt affirming, modifying, or setting 

2 aside, in whole or in part. any such order of the Secretary shall be final, subject to review 

3 by the Supreme Court of the United States upon certiorari or certification as provided in 

4 sections 346 and 347 of Title 28. The commencement of proceedings under this 

5 subsection shall, unless specifically ordered by the court to the contrary, operate as a stay 

6 of the Secretary's order. 

7 SEC._ 4. UNLAWFUL ACTS. 

8 (a) It shall be unlawful for any person--

9 ( 1) except a licensed manufacturer, licensed exporter, licensed importer or 

10 licensed wholesaler to knowingly engage in the business of manufacturing, 

11 exporting, importing or wholesaling any tobacco product; or 

12 (2) except a registered retailer to engage in the business of selling or 

13 offering for sale tobacco products at retail. 

14 (b) It shall be unlawful for any licensed importer, licensed manufacturer, licensed 

15 wholesaler to knowingly ship, transport, deliver or receive any tobacco products from or 

16 to any person other than a person licensed or registered under this chapter. 

17 (c) It shall be unlawful for any retailer registered under the provisions of this 

18 

19 

20 

21 

22 

23 

24 

25 

26 

27 -

chapter to--
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( 1) knowingly rc.ceive tobacco products from any person other than a 

licensed manufacturer, licensed.imponer, or licensed wholesaler~ or 

(2) knowingly sell or offer for sale to any person in a single transaction 

any tobacco products in quantities of more than 50 packages, other than a direct 

return to a licensee for credit. 

. ( d) It shall be unlawful for any licensed exporter to--

( 1) knowingly ship, transport, sell or deliver for sale any tobacco products 

ro any person other than a licensed manufacturer, licensed importer, l~ensed 

wholesaler, or foreign purchaser; or _ 
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1 (2) knowingly receive any tobacco products from any person other than a 

2 licensed manufacturer, licensed importer, or licensed wholesaler; or 

3 (3) knowingly ship, transport, sell, deliver or otherwise transfer any 

4 tobacco product intended for export unless the package.containing the tobacco 

5 product is marked .. FOR EXPORT ONLY FROM THE UNITED STA TES." 

6 (e) It shall be unlawful for any person other than a licensed exporter to knowingly 

7 ship, transport, receive or possess, for purposes of resale, any tobacco product in 

8 packages marked "FOR EXPORT ONLY FROM THE UNITED STATES," other than 

9 for direct return to the manufacturer or exi>orter for re-packing or for re-exportation. 

10 (f) It shall be unlawful for any licensed manufacturer, licensed exporter, licensed 

11 importer, or licensed wholesaler to willfully make any false entry in, to fail to make 

12 appropriate entry in, or to fail to properly maintain any record that he is required to keep 
I . 

13 as required by this chapter or the regulations promulgated thereunder. 

14 (g) It shall be unlawful for any registered retailer to willfully make any false 

15 entry in, to fail to make appropriate entry in. or to fail to maintain properly any record 

16 that he is required to keep as required by this chapter or the regulations promulgated 

17 thereunder. 

18 (h) It shall be unlawful for any person knowingly to ship, transport. receive, 

19 possess. selL offer for sale. distribute. or purchase contraband tobacco products in or 

20 affecting commerce. 

March 13. 1998 
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1 (c) CQMJ>ROMISE OF LIABILITY.--The Secretary is authorized, with respect to any 

2 violation of this chapter, to compromise the liability arising with respect to such violation 

3 upon payment of a sum for each offense prior to referral to the Department of Justice for 

4 prosecution or defense; an Attorney General or his delegate may compromise any such 

5 case after referral to the Department of Justice for prosecution or defense. 

6 (d) FOB.EEI'tURE.-

7 (1) The Secretary of the Treaswy shall seize and forfeit, in accordance 

8 with 31 U.S.C~ 9703(0), any conveyance; tobacco products, or monetary 

9 instrwnent (as defined in 31 U.S.C. 5312) involved in a violation of this section or 

1 0 any property, real or personal, which constitutes or is derived from proceeds 

t l traceable to a violation of this chapter. 

12 (2) No property shall be forfeited under this section to the extent of the · 

13 interest of an owner or lienholder by reason of any act or omission established by 

14 that owner or lienholder to have been committed without the knowledge of that 

15 owner or lienholder. 

16 (3) The coun, in imposing sentence on a person convicted of violating this 

1 7 section, shall order that person to forfeit to the United States any property 

18 described in paragraph ( 1) involved in such violation. The seizure and forfeiture 

19 of such property shall be governed by subsections (b), (c) and (e) through (p) of 

20 section 413 of the Comprehensive Drug Abuse Prevention and Control Act of 

21 1970 (21u.s.c.§853). 

22 SEC._6. GENERAL ADMINISI8ATIVE 'ROYISIONS. 

23 (a) RECORDS.-

24 (I) Every manufacrurer, importer, wholesaler, or exporter shall keep 

25 records in such manner as the Secretary shall prescribe by regulations. 

26 (2) Every retailer of tobacco products shall keep records in afoanner as 

27 the Secretary shall prescribe, includin_g but not limited to records of tobacco 

March 13, 1998 
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products received. and the person from whom such tobacco products were 

received. 

(3) The records Tequired by this subsection shall be maintained 

for a period of not less than five years and the Secretary may, by giving written 

notice to the manufacturer. importer, wholesaler, exporter, or retailer require the 

retention for an additional period.ofnot more than two years. 

(b) fRESERV Aii~ oND fNSPECTJON OF RECORPS.-Any records or documents 

required to be kept under subsection (a) or any regulations issued pursuant thereto shall 

be preserved by the person required to keep such records or docwnents available for 

inspection by the Secretary during business hours. 

(c) ENTRY OF PREMISES FOR INSPECTION.--llie Secretary may enter during 

business hours the premises (including ·places of storage) of any manufacturer, importer, 

wholesaler, c:xporter. or retailer for the purposes of inspecting such premises and for the 

examination of any required record or inventory of tobacco products kept or stored by 

such person on the business premises. 

March 13, 1998 

(d) EXAMINATION AND SUMMONS.--

( 1) For the purpose of ascertaining whether any manufacturer, importer, 

wholesaler, exponer, retailer. or any other person is in compliance with the 

provisions of this Act. the Secretary is authorized at all reasonable times to 

examine and copy any books, paper, records. or other data that may be relevant or 

material to such inquiry. 

· (2) In order to conduct an inspection, investigation, or maintain an 

enforcement action, the Secretary may summon .any person having information on 

the compliance of the provisions of this Act by any manufacturer, importer, 

wholesaler, exporter, retailer, or any other person to appear before the Secretary at 

a time and place named in the swrunons and to give testimony under dath or 
I 
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produce such books, papers, ~ords, or other data as may be relevant or material 

to such inquiry. 

. (3) A summons shall be served by the Secretary, by an attested copy 

delivered in hand to the person to whom it is directed, or left at such person's last 

place of business or abode; and the certificate of service signed by the person 

serving the swnmons shall be evidence of the facts it states on the hearing· of an 

application for the enforcement of the summons. When the summons requires the 

production of books, papers, records, or other data. it shall be sufficient if such 

books, papers, records, or other data are described with reasonable certainty. 

(4) Any of the district courts of the United States within the 

jurisdiction of which such inquiry is carried on may, in case of contumacy or 

refusal to obey a summons, issue to a person an order requiring such person to 

appear before the Secretary and give such testimony or produce such books, 

papers, records, or other data relating to the inquiry; and any failure to obey such 

order of the court may be punished by such court as a contempt thereof. 

(e) INDUSTRY COMPLIANCE rBQGRAM.-The Secretary shall prescribe regulations 

necessary to ensure each licensee establishes and maintains a compliance program. Such 

program shall be designed to ensure that retailers comply with Federal laws and 

regulations relating to the distribution of tobacco products to consumers. 

(f) REPORTS ro THE SECRETARY.--The Secretary is authorized to require, in such 

manner and form as shall be prescribed in regulations. such reports as are necessary to 

carry out the powers and duties under this Act. Such reports will include detailed 

descriptions of licensee compliance programs that have been developed by the licensees 

to ensure that retailers comply with the Federal laws and regulations relating to the 

distribution of tobacco products to conswners. 

(g) UIILIZATIQt:LOF OTHER GOVERNMENT AGENCIES.-The Secretary ~ay, with 

the consent_ of the department or agency affec;ted, utilize the services of any department or 

March 13. 1991! 
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other agency of the Government to the extent necessary to carry out the powers and duties 

under this Act and authorize officers and employees thereof to act as agents of the 

Secretary. 

(h) MARKINGS. BRANDrNG, IQENTJFJCATJON.- Packages of tobacco products 

(and cases of such packages) shalJ be marked, brand~ or identified in such a manner as 

the Secretary shall prescribe by regulations. 

(i) EROCEEDS OE INYESTIGATIVE OPE&ATIONS.-With respect to any undercover 

investigative operation of the B~u of Alcohol, Tobacco and Firearms (hereinafter 

,; ATF") that is necessary for the detection and prosecution of offenses against the United 

States under Titles_·_ of the United.States Code involving tobacco products which are 

within the jurisdiction of the Secretary of the Treasury, and notwithstanding any other 

provision of law- . 

( 1) swns authorized to be appropriated to A TF and the proceeds from such 

operation may be deposited in banks or other financial institutions; 

(2) the proceeds from such operation may be used to offset necessary and 

reasonable expenses incuned in such operation; 

(3) sums authorized to be appropriated to A TF may be used to purchase 

property, building. and other facilities, and to lease space within the United States, 

the District of Columbia, and the territories and possessions of the United States, 

and to establish or acquire proprietary corporations or business entities and 

operate.·such corporations or business entities on a commercial basis; and 

( 4) A TF shall comply with liquidation, deposit, audit, and reporting 

provisions in 19 U .S.C. § 2081 (b) • ( d) to the extent applicable and not 

inconsistent with this subsection; 

provided, however, that the Director or his delegate has certified in writing the actions 

authorized by paragraphs ( l }, (2), and (3) are necessary for the conduct of su~ operation. 
I 
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SEC. 7. FVNDmJG. --
(a) LICENSINGANQREOISTRATIONFEES.-The Secretary may, in the. 

Secretary's sole discretion, set the licensing and registration fees required by this chapter, 

as the Secretary deems nece$sary or appropriate. 

(b) .QISPQSITION OF FEES.-

(1) There is established in the general fund of the Treasury a separate 

account which shall be knqwn as the "Tobacco Registration and Licensing Fee 

Account". There shall be deposited into the Tobacco Registration and Licensing 

Fee Account all fees collected under subsection (a). 

(2) All funds in the Tobacco Registration and Licensing Fee Account 

shall be available without fiscal year limitation to pay the costs incurred by the 

Depamnent of the Treasury in administering this chapter, including but not 
' 

limited to all costs associated with the enforcement of the Program. None of the 

funds deposited into the Account shall be available for any other purpose. 

SEC. _8. TRANSITIONAL RULES. 

Man::h 13, 1998 

(a) GENERAL RULES.-

( 1) ·Any manufacn&.rer or export warehouse proprietor, who, on the date of 

enactment of this Act, ·is a permittee under chapter 52 of the Internal Revenue 

Code of 1986. and whv submits an application pursuant to the provisions of this 

chapter before (date). may continue to engage in such business pending final 

action on such application. 

(2) Any person engaged in the business of importing, manufacturing, 

exporting, wholesaling, or retailing tobacco products on the date of enactment of 

this Act, who submits an application pursuant to the provisions of this chapter 

before (date), may continue to engage in such business pending final action on 

I 
I such application. 

TOTAL P.17 
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I SEC._1. FINDINGS. [Congress finds that ... (Commerce findings ... )] 

2 SEC._ 2. DEFINITIONS. 

3 (a) CIQa.B.--The term "cigar" means any roll of tobacco wrapped in leaf tobacco 

4 or in any substance containing tobacco (other than any roll of tobacco which is a cigarette 

5 within the meaning of subsection .(b )(2)). 

6 (b) CIGAREm.-The term "cigarette" means-

7 (I) any roll of tobacco -wrapped in paper or in any substance not 

8 containing tobacco; and 

9 (2) any roll of tobacco wrapped in any sub~tance containing tobacco 

10 which, because of its appearance, the type of tobacco used in the filler, or its 

1 1 packaging and labeling. is likely to be offered to, or purchased by, consumers as a 

12 cigarette described in paragraph (1). 
; 

13 ( c) .. COMM!SSIONER.-The tenn "Commi_ssioner" means the Commissioner of 
14 the.Food and Drug Administration. as defined in 21 U.S.C. § 321, er seq. 

15 (d) CONTRABAND TOBACCO PRODUCT.- The term "contraband tobacco product" 

i 6 means any tobacco product that is manufactured, sold or offered for sale, shipped, 

17 delivere~ transferred or possessed in violation of this chapter or of Chapter 52 of the 

18 ln!emal Revenue Co.de. 

l 9 (e) DEALER.--The term ''dealer" means any person lawfully engaged in the 

20 business of selling tobacco products. 

21 (f) ENGAGED IN IBE BUSJNESS.-- The tenn "engaged in the business" means-

22 . ( l) as applied to a manufacturer of tobacco products, any person who 

23 devotes time, attention, and labor to manufacturing tobacco products for sale or 

24 

25 

26 

27 

Marek IJ, J9Q8 

distribution; 

(2) as applied to an importer of tobacco products, any person who devotes 

time. attention. and labor to imponing tobacco products into the Uni~.ed States 

from a place outside the United Stat~ for sale or distribution; 

.. 
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(3) as applied to an exporter of tobacco products, any person who devotes 

time, attention, and labor to exporting tobacco products for sale or distribution 

outsi~e the United States; 

(4) as applied to a wholesaler in tobacco products, any person who devotes 

time, attentio~ and labo~ to the sale or distribution of tobacco products at 

wholesale; and 

(5) as applied to a retailer in tobacco products, any person who devotes 

time, attention, and labor to the sale or distribution of tobacco products to 

consumers. 

(g) ExpoRJ'ER.-The tenn "ex~rter" means any person engaged in the business of 

exporting tobacco products from the United States for purposes of sale or distribution; 

and the term "licensed exporter" means any such person licensed under the provisions of 

this chapter. . 

{h) IMPORTER.--The term "importer" means any person engaged in the business of 

importing tobacco products into the United States for purposes of sale or distribution; and 

the term "licensed importer" means any such person licensed under the provisions of this 

chapter. 

(i) MANUFACTURER.-- The tem1 "manufacturer" means any person engaged in th~ 

business of manufacturing a tobacco product for purposes of sale or distribution; and the 

tenn .. licensed manufacturer" means any such person licensed under the provisions of this 

chap~er, except that such tenn shall not include a perSon who produces cigars, cigarettes, 

smokeless tobacco, or pipe tobacco solely for his own personal consumption or use. 

(j) PACKAGE.-The term "package" means the innermost sealed container, 

irrespective of the material from which such container is made, in which a tobacco 

product is placed by the manufacturer and in which such tobacco product is offered for 
I 

sale to a member of the general public. I 

·March 13, 1998 
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(k) fER.S<lli,.--The term ''person" includes any individual, corporation. company, 

associatio~ finn, partnership, society, or joint stock company. 

(1) PrPE TQBACCO.-The term "pipe tobacco" means any tobacco which, because 

of jts appearance, type, packaging, or labeling, is suitable for use and likely to be offered 

to, or purchased by, consumers as tobacco to be smoked in a pipe. 

(m) REIAILER.--The tenn ''retailer" means any person engaged in the hlL~iness of 

distributing or selling tobacco products at retail; and the tenn ·'registered retailer'' means 

any such person registered under the provisions of this chapter. 

(n) ROLL-YOUR-OWN TOBACCO.--The term ''roll-your-own tobacco" means any 

tobacco that. because of its appearance, type, packaging, or labeling, L~ suitable for use 

and likely to be offered to, or purchased by, conswners as tobacco for making cigarettes. 

(o) SECRETAl.U'.--The term "Secretary" means Secretary of the Treasury or his 

delegate. 

(p) SMOKELESS TOBACCO.--The term "smokeless tobacco" means any snuff or 

chewing tobacco. 

(1) The term "snuff' means any finely cut, ground. or powdered tobacco 

that is not iritended to be smoked. 

(2) The term "chewing tobacco" means any leaf tobacco that is not 

intended to be smoked. 

(q) SIATE.-The tenn "State" includes the several States, the District of 

Colwnbi~ the Commonwealth of Puerto Rico, and the possessions of the United States. 

(r) ToBACCO PRODUCTS. -The term "tobacco products" means cigars, cigarettes, 

smokeless tobacco, pip~ tobacco. and roll-your-own tobacco. 

(s) UNITED STATES.-The tenn ~United States" means the several States, the 

District ofColwnbia. the Commonwealth of Pueno Rico and the possessions of the 

United States. · / 
I 
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1 (t) WHOLESALER.-The term "wholesaler" means any person engaged in the 

2 bu.o:;iness of purchasing tobacco products for resale at wholesale, or any person acting cs 

3 an agent or broker for any person engaged in the business of pW'Chasing tobacco products 

4 for resale at wholesale. 

5 SEC. _3. LICENSING AND RETAILER REGISTRATION. 

6 (a)(l) LICEHSINO.-No person shall engage in the business as a m~ufacturer, 

7 importer, exporter, or wholesaler of tobacco products until such person has received a 

8 license to do so from the Secretary. The application shall be in such form and contain 

9 such inf onnation necessary to detennine eligibility for licensing as the Secretary shall by 

10 . regulation prescribe. Each applicant shall pay an annual fee for obtaining and 

11 mafotaining such a license, a separate license and fee being required for each place in 

12 which the applicant is to do business. Fail w-e to pay this annual fee will result in the 

13 automatic termination of the license. 

14 (2) ELIGJBJL!TY.-A person shall be entitled to a license unless the 

15 Secretary finds-

16 (A) that such person hac; been previously convicted of a Federal 

17 crime relating to tobacco, including the taxation thereof; 

18 (B) t.ltat such person has, within five years prior to the date of 

19 application. been previously convicted of any feiony under Federal or 

20 State law; or 

21 (C) that such person is, by virtue of his or her business experience, 

22 financial standing. or trade connectiQns, not likely to maintain such 

23 operations in conformity with Federal law. 

24 (3) ISSUANCE Ot LICEJSSE.--l!pon the filing cf a proper application, 

25 payment of the prescribed annual fee, and a finding that the perso,n is entitled to a 
I 

26 license, the Secretary shall issue to a qualified applicant the appropri~te license 

27 subject to the provisions of this chapt~r and other applicable provisions oflaw, 

March 13. 1998 
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shall entitle the licensee to engage in the business of manufacturing, imponing, 

exporting, or wholesaling in tobacco products as the case may be. 

(4) CoNJ)!TIONS--All licenses issued under this chapter shall be 

conditioned upon compliance with the provisions of this chapter, all Federal laws 

relating to the taxation of tobacco products, the Contraband Cigarette Trafficking 

Ac4 18 U.S.C. Chapter 114, the Jenkins Act, 15 U.S.C. § 375, et seq., and any 

regulations issued pursuant to such statutes. 

(b)(l) RETAILER REGISTRATlQN.-No person shall engage in the business as a 

retailer of tobacco products until he has registered with the Secretary and paid a fee for 

obtaining such registration, a separate registration and fee being required for each place in 

which the retailer is to do business_ The registration shall be in such form ~d contain 

such information deemed ~ecessary as the Secretary shall by regulation prescribe. Any 

registration issued under this chapter shall continue in effect for a period of one year. 

Such registration may not be leased. sold, or transferred, by operation of law or 

otherwise. The fee imposed by this subsection shall be paid in such fonn and manner as 

the Secretary by regulation shall preScribe. All fees under this chapter shall be imposed 

on the first day in each year, or on commencing operations as a retailer. No fee shall be 

pro-rated if a retailer commences operations any time after the first of the year. Any 

registration issued under this chapter shail terminate when the registration is leased. sold, 

or transferred, by operation of law. or otherwise ·to another person. . 

Mnrc:h 13. 1998 

(2) ISSUANCE Of REOISTRATI_ON.--Upon the filing of a proper registration 

and payment of the prescribed fee, the Secretary shall register a qualified retailer 

. which, subject to the provisions of this chapter and other applicable provisions of 

law, shall entitle the retailer to engage in tile business as a retailer in tobacco 

products, unless the Secretary finds that the person submitting a registration has 

previously had a registration under this chapter revoked. / . 
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(3) COND!I!ONS.-A retailer registration shall be conditioned upon 

compliance with this chapter, al! federal laws relating to the taxation of tobacco 

products, the Contraband Cigarette Trafficking Act, 18 U.S.C. Chapter 114, the 

Jenkins Act, 15 U.S.C. § 375, et seq., and any regulations issued pursuant to ~uch 

statutes. 

(c) PROCEPURES. 

(1) ANN1JLMENf.--The Secretary may, after providing notice, annul any 

license or registration issued Wlder this chapter if the Secretary finds that the 

license or registration was procured tln"ough fraud. misrepresentation. or 

concealment of material fact. If the Secretary annuls a license or registration, he 

shall, upon request by the aggrieved party, promptly hold a hearing to review the 

~ulment of such license or registration. 

(2) DENIAL-The Secretary may, after providing notice, deny any 

application for a license 0r reject any registration submitted under this chapter by 

a person the Secretary has reason to believe is not entitled to receive such license 

or registration. If the Secretary denies an application for a license or rejects a 

registratio~ he shall, upon request by the aggrieved party, promptly hold a 

he.aring to review the denial. revocation or suspension of such license or 

registration. 

(3) REYOCAT!ON os SuseENS!ON.-The Secretary may, after providing 

notice, revoke or suspend any license or registration issued ilnder this chapter if 

the Secretary finds the person holding the license or registration has violated the 

conditions of li<~ensing or registration. If the Secretary revokes or suspends a 

license or registration. he shalt upon req11est by the aggrieved party. promptly 

hold a hearing to review the revocation or suspension of such license or 
I 

registration. / 
I 
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(4) YQw.-A registration is void by operation oflaw upon a final 

determination by the Commissioner that th;;: registered retailer has violated section 

__ of Title_, United States Code. The appeal procedures contained in _this 

subsection do not apply with respect to voided registrations. 

( d)( 1) PROCESS.-Any person whose application for a license is denied or 

app!ication for registration, is rejected, or any holder of a license or registration that is 

revoked, suspended or annulled shall receive a written notice from the Secretary stating 

specifically the grounds upon which the application was denied or upon which the license 

or registration was revoked. suspended or annulled. Any notice of a revocation or 

suspension of a license or registration shall be given to the holder of such license or 

registration before the effective date of the revocation or suspension. 

(2) NoIICEr Written notice of any denial of application, rejection of 

registration, suspension, revocation. annulment, or other proceedings. shall be 

served-

(A) in person by any officer or employee of the Secretary 

authorized for the purpose; or 

(B) by mailing the order certified mail, addressed to the applicant 

or respondent at his last known address in the records of the Secretary. 

(e) DURATION.--~y license issued under this chapter shall continue in effect 

until revoked, suspended or annulled as provided in this subsection, or voluntarily 

surrendered, except that-

( l) if leased, sold. or otherwise transferred, the license shall be 

automatically t~tminated; and. 

(2) if transferred by operation of law or if actual or legal control of the 

licensee is acquired. directly or indirectly, whether by stock-ownership or in any 

other manner, by any person, then such license shall be terminated afttr thirty 
. I 

days; provid.!d, that if within a thirt.J'.:faY period application is made for a new 
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license, then the outstanding license shall continue in effect until such application 

is finally acted upon by the Secretary. 

(f) Af:PEAL.-An applicant, registnmt, or licensee may appeal any final order of 

the Secretary denying an application for a license, rejecting a registration, or suspending, 

revoking, or &Illlulling, a license ~r registration. Tue aggrieved party may at any time 

within sixty days after the date the notice of such final order was given file a petiticn in 

the circuit coUI1 of appeals of the United States within any circuit in which such person 

resides or has as a principal place of business, or in the United States Court of Appeals 

for the District of Columbia., asking that the order of the Secretary be modified or set 

aside in whole or in part. A copy of the petition shall forthwith be transmitted by the 

clerk of the court to the Secretary, or any officer designated by him or her for that 

purpose, ~d thereupon the Secretary shall file in court the record upon which the order 

complained of was entered, as provided in section 2112 of Title 28. Upon the filing of 

such petition such court shall have exclusive jurisdiction to affirm, modify, or set aside 

such order, in whole or in part. No objection to the order of the Secretary shall be 

considered by the court unless such objection shall have been urged before the Secreta.cy 

or 1.U1less there were reasonable grounds for failure so to do. The finding of the Secretary 

as to the facts, if supported by substantial evidence, shall be conclusive. If any party shall 

appiy to the court for leave to adduce additional evidence, and shall show to the 

satisfaction of the court that such additional evidence is material and there were 

reasonable grounds for failure to adduce such evidence in the proceeding before the 

Secretary, the court may order such additional evidence to be taken before the Secretary 

and to be adduced upon the hearing in such manner and upon such terms and conditions 

~ L~c cuurt may deem J.iroper. The.Secretary may modify his or her findings as tu the 

facts by reason of the additional evidence so take~ and he or she shall file With the cowt 
' . 

such new or modified .findings, which, if supported by substantial evidence, ;;hall be 

conclusive, and his or her recommendation, if any, for the modification or setting aside of 

'March 13. 1998 
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the original order. The judgment or decree of the court affirming, modifying, or setting 

aside, in whol::: or in part, any such order of the Secretary shall be final, subject to review 

by the Supreme Court of the United States upon certiorari or certification as provided in 

sections 346 and 347 of Title 28. The commencement of proceedings under this 

subsection shall, unless specifically ordered by the court to the contrary, operate as a stay 

6 of the Secretary's order. 

7 SEC. 4. UNLAWFUL ACTS. 
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(a) It shall be unlawful for any person--

( I) except a licensed manufacturer, licensed exponer, licensed importer or 

licensed wholesaler to knowingly engage in the business of manufacturing, 

exporting, importing or wholesaling any tobacco product; or 

(2) except a registered retailer to engage in the business of selling or 

offering for sale tobacco products at retail. 

(b) It shall be unlawful for any licensed importer, licensed manufacturer, licensed 

wholesaler to knowingly ship, transport, deliver or receive any tobacco products from or 

to any person other than a person licensed or registered under this chapter. 

(c) It zhall be unlawful for any retailer registered under the provisions ofthis 

chapter to--

. March IJ. 1998 

(I) knowingly rc.ceive tobacco products from any person other than a 

licensed manufacturer, licensedimponer, or licensed wholesaler; or 

(2) knowingly sell or offer for sale to any person in a single transaction 

any tobacco products in quantities of more than 50 packages, other than a direct 

return to a licensee for credit. 

(d) It shall be unlav..ful for any licensed expaner to-

(1) knowingly ship, transpon, sell or deliver for sale any tobacco products 

co any person other than a licensed manufacturer, licensed importer, l~ensed 

wholesaler, or foreign purchaser; or _ 
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1 (2) knowingly receive any tobacco products from any person other than a 

2 licensed manufa"turer, licensed importer, or licensed wholesaler, or 

3 (3) knowingly ship, transport, sell, deliver or otherwise transfer any 

4 tobacco product intended for export unless the package containing the tobacco 

5 product is marked .. FOR EXPORT ONLY FROM THE UNITED STATES." 

6 (e) It shall be unlawful for any person other than a licensed exporter to knowingly 

7 ship, transport, receive or possess, for purposes of resale, any tobacco product in 

8 packages marked "FOR EXPORT ONLY FROM THE UNITED STATES," other than 

9 for direct return to the manufacturer or exi>orter for re-packing or for re-exportation. 

10 (f) It shall be unlawful for any licensed manufacturer. licensed exporter, licensed 

11 ·importer, or licensed wholesaler to willfully make any false entry in, to fail to make 

12 appropriate entry in, or to fail to properly maintain any record that he is required to keep 
I . 

13 as required by this chapter or the regulations promulgated thereunder. 

14 (g) It shall be unlawful for any registered retailer to willfully make any false 

15 entry in, to fail to make appropriate entry in. or to fail to maintain properly any record 

I 6 that he is required to keep as required by this chapter or the regulations promulgated 

17 thereunder. 

18 (h) It shall be unlawful for any person knowingly to ship, transport. receive, 

19 possess. selL offer for sale. distribute. or purchase contraband tobacco products in or 

. 20 affecting commerce. 

21 SEC._5. PENALTIES A~D COM PROMISE OF LIABILID'. 

22 (a) CRIMINAL PENALI!ES.--Any person violating any of the provisions of section 

23 4 shall upon conviction be fined as provided in section 3571 of Title 18, United States 

24 Code. imprisoned for not more than five years. or both. 

25 (b) CtVJL PENALTIES.--The Secretary, in lieu of criminal penalties imposed upon 

26 any person violating any of the provisions of section 4, may impose a civil p~~alty of not 

27 more than $10,000 for each offense. 

~Man:h 13. 1998 
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1 (c) COMPROMISE OF L!ABILITY.-The Secretary is authorized, with respect to any 

2 violation of this chapter, to compromise the liability arising with respect to such violation 

3 upon payment of a sum for each offense prior to referral to the Department of Justice for 

4 prosecution or defense; an Attorney General or his delegate may compromise any such 

5 case after referral to the Department of Justice for prosecution or defense. 

6 (d) FOBEE!TlJRE.-

7 (1) The Secretary of the Treasury shall seize and forfeit, in accordance 

8 with 31 U.S.C. 9703(0), any conveyance; tobacco products, or monetary 

9 instnunent (as defined in 31 U.S.C. 5312) involved in a violation ofthis section or 

I 0 any property, real or personal, which constitutes or is derived from proceeds 

I I traceable to a violation of this chapter. 

12 (2) .No property shall be forfeited Wlder this section to the extent of the · 

13 interest of an owner or lienholder by reason of any act or omission established by-

14 that owner or lienholder to have been committed without the knowledge of that 

15 owner or lienholder. 

16 (3) The coutt, in imposing sentence on a person convicted of violating this 

1 7 section, shall order that person to forfeit to the United States any property 

18 described in paragraph ( 1) involved in such violation. The seizure and forfeiture 

19 of such property shal 1 be governed by subsections (b ). ( c) and ( e) through (p) of 

20 section 413 of the Comprehensive Drug Abuse Prevention and Control Act of 

21 1970(21 U.S.C.§853). 

22 SEC._6. GENERAL ADMINISI8ATIVE PROYISIONS. 

23 (a) RECORDS.-_ 

24 (I) Every manufacturer, importer, whole~aler, or exporter shall ket!p 

25 records in such manner as the Secretary shall prescribe by regulations .. 

26 · (2) Every retailer of tobacco products shall keep records in afoanner as 

27 the Secretary shall prescribe, includin_g but not limited to records of tobacco 

March 13, 1998 
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products received, and the person from whom such tobacco products were 

received. 

(3) The records required by this subsection shall be maintained 

for a period of not less than five years and the Secretary may. by giving writt~ 

notice to the manufacturer, importer, wholesaler, exporter, or retailer require the 

retention for an additional period of not more than two years. 

(b) PRESERVATlm! AND JNSPECOON Of RECORDS.-Any records or documents 

required to be kept under subsection (a) or any regulations issued pursuant thereto shall 

be preserved by the person required to keep such records or docwnents available for 

inspection by the Secretary during business hours. 

( c) ENTRY OF PREMISES FOR INSPECTION.-Tiie Secretary may enter during 

business ~ours the premises (including ·places of storage) of any manufacturer, importer, 

wholesaler, c:xp0rter, or retailer for the purposes of inspecting such premises 'and for the 

examination of any required record or inventory of tobacco products kept or stored by 

such person on the business premises. 

March 13, 1998 

{d) EXAMINATION AND SUMMONS.--

(1) For the purpose of ascertaining whether any manufacturer, importer, 

wholesaler, exporter, retailer. or any other person is in compliance with the 

provisions of this Act. the Secretary is authorized at all reasonable times to 

examine and copy any books. paper, records, or other data that may be relevant or 

material to such inquiry. 

· (2) In order to conduct an inspection, investigation, or maintain an 

enforcement action, the Secretary may summon any person having information on 

the compliw.ce of the prl)visions of this Act by ruiy manofact11rer, importer, 

wholesaler, exporter, retailer, or any other person to appear before the Secretary at 

a time and place named in the summons and to give testimony under /a.th or 
I 
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produce such books, papers, records, or other data as may be relevant or material 

to !;UCh inquiry. 

-(3) A summons shall be served by the Secretary, by an attested copy 

delivered in hand to the person to whom it is directed, or left at such person's last 

place of business or abode; and the certificate of service signed by the person 

serving the swnmons shall be evidence of the facts it states on the hearing of an 

application for the enforcement of the summons. When the summons requires the 

production of books, papers, records, or other data. it shall be sufficient if such 

boo.ks, papers, records, or other data are described with reasonable certainty. 

( 4) Any of the district courts of the United States within the 

jurisdiction of which such inquiry is carried on may, in case of contumacy or 

re:fusal t9 obey a summons, issue to a person an order requiring such person to 

appear before the Secretary and give such testimony or produce such books, 

papers, records. or other data relating to the inquiry; and any failure to obey such 

order of the court may be punished by such court as a contempt thereof. 

(e) INDUSTRY CoMPLIANC.E PBQCiB6M . ....; The Secretary shall prescribe regulations 

necessary to enslire each licensee establishes and maintains a compliance program. Such 

program shall be designed to ensure that retailers comply with Federal laws and 

regulations relating to the distribution of tobacco products to consumers. 

(f) REPORTS TO THE SECRETARY.--The Secretary is authorized to require, in such 

manner and fonn as shall be prescribed in regulations. such reports as are necessary to 
.. 

carry out the powers and duties under this Act. Such reports will include detailed 

descriptions of licensee. compliance programs that have been developed by the licensees 

to ensure that retailers comply with the Federal laws and regulations relating to the 

distribution of tobacco products to conswners. 
I 

(g) UIILIZATION OF OTHER GOVERNMENT AG£NCJES.-The Secretary may, with 

the consent of the deparunent or agency affec;ted, utilize the services of any department or 

Mart:h IJ. 199!1 
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other agency of the Government to the extent necessary to carry out the powers and duties 

under this Act and authorize officers and employees thereof to act as agents of the 

Secretary. 

(h) MARKINGS. BRANDING, IQENIJFJCAIION.- Packages of tobacco products 

(and cases of such packages) shal~ be marked, brand~ or identified in such a manner as 

the Secretary shall prescribe by regulations. 

(i) l!ROCEEDS OE INVESTIGATIVE OPE&ATIONS.-With respect to any undercover 

investigative operation of the B~u of Alcohol, Tobacco and Firearms (hereinafter 

,; ATF") that is necessary for the detection and prosecution of offenses against the United 

States under Titles_-_ of the United_States Code involving tobacco products which are 

within the jurisdiction of the Secretary of the Treasury, and notwithstanding any other 

provision of law- . 

( 1) swns authorized to. be appropriated to A TF and the proceeds from such 

operation may be deposited in banks or other financial institutions; 

(2) the proceeds from such operation may be used to offset necessary and 

reasonable expenses incWTed in such operation; 

(3) sums authorized to be appropriated to A TF may be used to purchase 

property, building, and other facilities, and to lease space within the United Stat...<>s, 

the District of Columbia, and the territories _and possessions of the United States, 

and to establish or acquire proprietary corporations or business entities and 

operate.·such corporations or business entities on a conunercial basis; and 

(4) ATF shall comply with liquidation,'·deposit, audit, and reporting 

provisions in 19 U .S.C. § 2081 (b) • ( d) to the extent applicable and not 

inconsistent with this subsection; 

provided, however, that the Director or his delegate has certified in writing the actions 

authorized by paragraphs ( l ), (2), and (3) are necessary for the conduct of su9'i operation. 
I 

\ 
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SEC. __ 7. FVNDmG. 

(a) L!CENS!'NG ANQ REolSTRATION FEES.-The Secretary may, in the· 

Secretary's sole discretio~ set the licensing and registration fees required by this chapter, 

as the Secretary deems neceSsar}' or appropriate. 

(b) .QISPOSJTJON OF FEES.-

(1) There is established in the general fund of the Treasury a separate 

account which shall be knqwn as the "Tobacco Registration and Licensing Fee 

Account". There shall be deposited into the Tobacco Registrati()n and Licensing 

Fee Account all fees collected under subsection (a). 

(2) All funds in the Tobacco Registration and Licensing Fee Account 

shall be available without fiscal year limitation to pay the costs incurred by the 

Deparunent of the Treasury in administering this chapter, including but not 
I 

·limited to all costs associated with the enforcement of the Program. None of the 

funds deposited into the Account shall be available for any other purpose. 

SEC. __ 8. TKANSITIONAL RULES. 

MKTCh 13, 1998 

(a) GENERAL RULES.-

( 1) ·Any ma.'1ufacnp;er or export warehouse proprietor, who, on the date of 

enactment of this· Act, -is a permittee under chapter 52 of the Internal Revenue 

Code of 1986. and whc, submits an application pursuant to the provisions of this 

chapter before (date). may continue to engage in such business pending final 

action on such application. 
.. 

(2) Any person engaged in the business of importing, manufacturing, 

exporting. whqlesaling. or r;:tailing tobacco products on the date of enactment of 

this Act, who submits an application pursua'lt to the provisions of this chapter 

before (date), may continue to engage in such business pending final action on 

such application. I 
I 

I 
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