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Regulation of Tabacco |

ndustry, Tobacco Products, and Product Use

Title 1

Titles11 & IV

Titles[ & 11

Markelting and
Advertising
Restrictions

Prohibits outdoor tobacco product
advertising; prohibits use of human or
cartoon images in advertising; prohibits
Iniernet advertising; restricls point-af-
sale advertising. [Sec. 101] Reslricts use
of non-tobacco trade or brand names for
tobacco products; limits advertising to
FDA-specified medig; restricts
glamarization of tobacco. [Sec. 102)
Resiricts advertising in mon-adult
facililies and publications to black-on-
white format. [Sec. 101] Requires
statement of intended use on
advertisements. [Sec. 104] Prohibils non-
tobacco merchandise and brand-name
sponsorship: {Sec. 105]

Prohibits outdoor tebacco product
adventising; prohibits use ot human or
cartoon immages in adverlising; prohibits
Intetnet advertising; restricts point-af-
sale advertising. [Sec. 212] Restricts use
of non-tobacco trade or brand names for
tobacco praducts; limits advertising to
FDA-specified media; restvicts
glanarization of fabacco. {Sec. 213]
Restricls adventising in non-adult
facilities and publications to black-on-
white format. [Sec. 2 14] Prohibits non-
tobacco merchandise aod brand-name
sponsorship. [Sec. 215]

Waroings, Labeling
and Packagiog

Requires new, explicit warning Jabels in
bold type. [Sec. | 11-112] Precmpts
labeling by state and local governments.
[Sec. 113] Exempts tobacco praduct
exports from labeling requirements. [Sec.
117) Repeals existing federal tobacco
product labeling laws. [Sec. 118]

Requires new, explicit warning labsls in
bold type. Exempts tobacco praduct
exporls from labeling requireraents. [Sec.
401] Repeals existing federal tobacco
product labeling laws. [Sec. 402]

Requires new, explicit warning labels in
bold type. Limited preemplion of
warning labels by silate and local
governments. Exempts tobacca producl
exporis from laheling requirements.
Does not repeal exisling federal tabaeco
prodnct fabeling laws. {Sec. 204]

Youth Access
Restrictions

Probibits sales to minors; requires pheto
ID if under age 27, requires face-fo-face
transactions; bans vending machine; bans
sell-service sales except in adult-only
facilities; allows mail-order sales subject

to FDA review. [Sec. 121-122]

Similar provisions to S. 1414, except hat
vending machines are permitted in adult-
only facilities. [Sec. 401]
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Licensing of Retailers

Mandates state licensing of lobacco
relailers and stipulates penallies,
including license suspension and
revocation, far non-compliance. [Sec.
131-134]

Mandates state licensing under mode|
state law (see section 301-102).

Amendment of
Federal Food, Drug,
and Cosmetic Act:
Regulation of
Tohaeco Product
Develapment and
Manufacturing

Amends Federal Food, Drug, and
Cosmetic Act as follows: Defines
lobacco products as drugs and Class )1
devices. Establishes stricl regulatory
requireinents for reducing or eliminating
nicotine and other tobacco product
constituents, which iuclude formal rule-
making with judicial review, and
demonstrating that the modified product
reduces health risks and does not create a
black markel. Requires testing,
reporting, and disclosure of (obacco
smoke constituents. Establishes DHHS
scientilic advisory committee. Requires
FDA approval of all health claims for
reduced-risk tobaceo produets. Subjecls
roanufacturers 1o good manufactuning
practice slandards. Requires disclosure
of amoumis of all non-tobacco ingredients
for each brand. [Sec. 142-143]

Amends Federal Food, Drug, and
Cosmetic Act as follows: Defines
tobacco products as drugs. Directs
DHHS Secretary 1o issue regulations,
through notice-and-commen! rulemaking
and io consultation with experts, for
reducing or eliminating nicotine and
other tobacco product canstituents.
Requires Secretary (o consider various
factors in any such action, including.
reducing health risks and the creation of
a black market. Requires disclosure of
amounts of all non-tobacco ingredients
for each brand. Subjects manufacturers
1o good manufacturing practice
standards. Mandales new warning labels
and youth access restrictions {described
carlier in fable). Provides incentives for
development of reducsd-risk tobacco
praducts. Eslablishes DHHS scienlific
advisory committee. [Sec. 401 ]

Amends ihe Federal Food, Dmg, and
Cosinetic Act as follows: Defines
niootine in tobacco products as a drug,
and tobacco products as Class U devices.
Reguires FDA to issue regulations,

through natice-and-comment rulenaking,

for manufacturing, marketing,
advertising, and distributing tobacco
products. Authorizes FDA 10 reguire
product modification, including nicotine
conient and yield, based on pubic health
findings. Requires testing, reporting, and
disclosure of tabacco smoke constituents.
Requires disclasure ol amounts of all
non-tabacco ingredients for each brand.
Subjects manufacturess to good
manufacturing practice standands.
Mandates new warning labels (described
earlier in table). Provides incentives for
development of reduced-risk tobacco
products. Establishes DHHS scientific
advisory committee, [Sec. 204]

——

Corporate Culture
and Compliance,
Lobbyists, and
Whistleblowers

Mandates industry plan to comply with
all new laws on the manufacture and
distribution of tobacco. Pratects industry
whistleblowers. Reguires lobbyists o
comply with the Act and agree nat to
support or oppose any federal or state
legislation without consenl of
manufacturers. Disbands the Tobacco
Institute and the Council for Tobacco
Research. [Sec. 151-156)

Protects industry whistleblowers. [Sec.
902] Requires lobbyists ta comply with
the Act and agree not lo support or
oppose any lederal or state legislation
without consent of manufaciurers. [Sec.
221] Disbands the Tobacco Institute and
the Council for Tobacco Research. [Sec.
222

L2l

Protects industry whistleblowers.
Establishes a Tobacco Oversight and
Compliance Board, with subpoena
power, 1o maoaitor industry compliance
with all provisions of this Act. [Sec. 101]
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Reduction in Underage Tobacco Use

Title I}

Title TH

Title )

Underage Tobacco
Use Targels

Sets reduction targets for underage use of
cigarcttes (by 30% in 5 years, 50% wn 7
years, and 60% in 10 years) and
smokeless tobacco products (by 25% in 3
years, 35% in 7 years, and 45% in 10
yeacs). [Sec. 202-204]

Same provisions as S. 1414. {Sec. 4,
312-314]

Sets reduclion targets for underage use of
cigarettes (by 50% im 5 years, 65% in 7
years, and 80% in )0 years). Sets same
reduction targels far underage use of
smokeless tebacco products. [Sec. 101]

Industry Penallies

Fines nanufacturers up ta $2 billion per
year if reduction in underage tobacco use
does not meet largels. Allows
manufacturers (o recover up ta 75% of
the fine if they pursued all reasonably
available measures to reduce underage
tobacco use and did nothing to
undermine any provisions of the Acl.
[Sec. 205-206]

Fines manufacturers up (0 $5 hillion per
year in the first 5 years afler enachment
and $10 billion per year thereafter if
reduction in underage tobacco use does
not meet targets. Allovss manofacturers

to recover all of (he line if they pursued -

all reasonably available measures to
reduce underage tobacco use and did
nothing to undermine any provisions of
the Act. Provides industry with
incentives (i.e., reduced annual
pavments) to exceed reduction targets.
(Sec. 311-317]

Requires manufacturers fe pay a non-
compliance fee of up ta $1.00 for each
unit of tobacco product sold if reduction
in underage tobacco use does not meet
targets. No comparable provisions to
recover non-campliance fecs. [Sec. 101]
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Environmental Tobacco Smoke

Title 1O

Title VI

Title I

Smoking Restrictions
in Public Facilities

Restricts smoking in publie facilittes (i.e.,
those entered by 10 or more individuals
at leasl | dlay a week) to enclosed,
separately veatilaled, designated smoking
areas. Specifies that employees may nol
be required to enter smoking areas.
Exempts restauranis (other than fast
focd), bars, private clubs, holel guest
rooms, casinos, bingo parlors, tobacco
autlets, and prisons. Allows state and
local govermments to enact stricter laws.
[Sec. 301-306]

Reslricts smoking in public facilities (i.e.,
those entered by 10 or more individuals
at least ] day a week) to enclosed,
separately ventilated, designated smoking
areas. Specifies that employees may not
be required to enter smoking areas.
Exempts bars, private clubs, hotel guest
rooms, casinos, bingo parlors, and
tobacco vutlets. No exemplion for
prisons or restaurants with a seatiog
capacity over 50. Restricts smoking and
use of smokeless tobacco products in
schools and wrher facilities serving
children to enclosed, separately
ventilated, designaled smaoking areas.
Allows state and local governments to
enact stricter laws. [Sec. 601-605]

Amends the Occupational Safety and
Health Act 1o restrict smoking in public
facilities (i.e., those entered by 10 or
iore individuals at least 1 day a week) to
enclosed, separately ventilated,
desigoated smoking areas. Specities that
employees may nol be required to enter
smoking aress. Exempls bars, botel guest
raoms, iobacco outlets, and prisons.
Prohibits smoking and use of smokeless
lobacco products in schaols and other
facilities serving children. Prohibits
smoking on public lransportacion.
Allows slate and local governments to
enact stricter laws. [Sec. 301)

Tobacto Trust Fund

Title 1V .

Title |

Establishment of
Tobacco Trust Fund
and Annual Industry
Payments

Establishes National Tobacco Settlemenl
Trust Fund. Mandates tax-deductible
industry payents into Trust Fund for 25
years: an up-front sum of 310 billion, and
annual payments beginning at $8.5
billion in the first year, increasing to S13
billion in the fifth year, and remaining at
$15 billien a year thereafier. Total
payments =$364.5 billion, Annual
payments subject to inflation adjustment.
Authorizes manulaclurers o raise prices
to cover cost of payinents. |Sec. 402]

Esrablishes National Tobacco Settlement
Trust Fund. Mandates industry payments
intd Trust Fund for 25 years: an up-front
sum of $10 billion, and: anoual payments
beginning at $9.8 billion in the first year,
increasing to $16.5 billion in the sixth
year, and remaining at approx. $16.5
billion a year thergafter, Total
payments = $398.3 billion. Annual
paymeunts subject to inflation adjusiment,
and subject to a vohiime-of-sales
adjustment. [Sec. 101-102] Allows
manufaclurers lo raise prices ta cover
cosi of payments. [Sec. 904)
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Autharization of

Trust Fund
Expendilures

Authornizes expenditures from Trust Fund
to award block grants te states and
support national tobacco control
programs (see Title V). [S=c. 40)]

Authorizes and allocates expenditures
from Trust Fund: §8 bLillion a year lo
states and $8 billion a year for federal

| research and public health programs (see

Title V); $200 million a year for
asbestos-related compensalion; $200
million a year for Native Americans (see
Title IX); and a total of $16 billion over
25 years for the agriculture program (see
Title VIII). [Sec. 101]

Distribution/Allocation of Tyust Funds or Excise Tax Revenues

Titde V

Title V

Title |

State Reimbursement

(Medicald) -

Establishes a separate Public Health
Trust Fund within the Settlement Trust
Fund (see Title 1V) to award block grants
to states based on an allocation farmula
(1o be determined). [Sec. $01-503] Block
grant funds may be used for Medicaid
reimbursement and to provide health
insurance lo uninsured minors. {Sec. 504)
Allows DHHS Secretary to withhold
black graut funds if states do not use
tbem in accordance with section 504,
[Sec. 505]

Allucates a wolal of £8 billion annually to
states based on state-by-state percentages
detailed in Act. Allows each stale to use
its state matching share (according lo
Medicaid matching percentage rates) for
purposes i deems appropriate. Allows
each state to refain its federal matching
share provided (he funds are usex! tor
existing programs including child
nutrition pragrams, maternal and child
health, Head Start, school lunch, Indian
Health Service, Community and Migrant
Health Ceuters, and social services block
grants. [Sec. 501-502]

Allocates 43% (i.e., 65 cencs) of 1he
amual revenues from The $1.50 per pack
excise 1ax, or approx. $15 billion a year,
as follows: reimburses state Medicaid
accounts and allows each stale (o retain
ils federal matching share provided the
funds are used for existing child health
and wellare programs (similar 10 S.
1530); provides approx. $2.3 billion a
year lor nalional and state counter-
advertising and smoking cessation
programs; establishes tobacco victims
compensation fund (approx. $5 billion a
year). (Sec. 101}

Federal/State/Local

Programs and
Research

Establishes and authorizes tunding faor (i}
1he National Smoking Cessation
Program, (ii) the National Reduction in
Tobacco Usage Program, (iii) the
National Tobacco-Free Public Education
Program, (iv) the Nationa) Event
Sponsarship Program, (v) the National
Cammunily Action Program, and (vi) the
National Cessation Research Program.
[Sec. S11-517]

Alocates a total of $8 billion annually.
$4 billion goes to fund biomedical
research at the National Institutes of
Health, and the remaining $4 billion is
used 10 Tund national anti-tobacco
campaigns (including counter-
advertising) antl cessation programs.
Note: At lcast one balf of the non-NIH
funds must be made available to slates as
black prants. [Sec. 521-522]

Allocates 57% (i.e., 85 cents) of the
annual revenues from the $1.50 per pack
excise lax, or over $15 billion a year, as
follows: one-half to be awarded as grants
for biomedical and basic rescarch; and
one-half to be allocated for child heahl
and development research and national
programs (e.g., Head Stan). [Sec. 101]
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Consent Decrees, National Protocel, Noo-Participafing Manufactu

rers, Altorneys’ Fees, and Stale Enforcement of Youth Access Laws

Title V1

Tie 11 & 1N

Consent Decrees and
National Pratocel

Requires manufacturers and states to
enter into consent decrees that include
many of the provisious of this Act, and
that also include a waiver of’
constitutional claims. Within 6 months ef
enactment, requires manufacturers to
enter into a legally binding and
enforceable contract (the National
Tobacca Control Protocol) develnped by
DHHS Secretary, which embodies the
terms of this Act. [Sec. 611-612]

Requires manufacturers and states ta
enler into consent decrees (hat include
ruany of the provisions of this Act, and
that also include a waiver of
constitutional claims. [Sec. 241-242]
Within 90 days ol enactinent, requires
each mannfacturer to enter inlo a legally
bindipg and enforceable contract (the
National Tabacca Control Protocol) with
the U.S. Attorney General and each
state’s Govemor, which embodies 1he
restvictions on advertising, promotion,
and lobbying (described earlier in table).
|Sec. 201]

Non-Patticipating
Manufacturers

Denies non-panticipating manufacturers
liability protection (see Title VII), and
imposes user fees on them, as well as
annual payimenls into a reserve fund to

Same provisions as S. 1414. [Sec. 243,
259]

Altorneys' Fees

settle liability claims. [Sec. 613]

" | equal to 5% of Trust Fund receipis for

Establishes a 6-person arbitration panel
to determine and award attormeys' fees
and expenses, subjecl to an anaual cap

the applicable year. Awards to be paid
by participating manufacturers, not by
Trust Fund. [Sec. 227]
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S. 1414 (Mchm)

-§ s.|492 (Keunedv)

State Enforcement of
Youth Access Laws

Requires states to enforce laws
prohibiting the sale or distribution of
lobacco products to minors, and conduct
monthly unannounced inspections (a1
least 250 per 1 million state residents).
States must aeet compliance targets
(75% compliance by year 5, 85% by year
7, and 90% compliance by year 10) or
risk losing block grant funds. (Sec. 621-
623]

Expands on Synar Amendment* by
requiring states to enact a law cansistent
with the provisions of a model state law
described in the Act, or risk lesing Title
V fitnds (see Sec. 50t). Model sfate law
includes retailer licensing, slate
inspections and enforcement, fines for
minars and adulls supplying minors, and
no direct access to tobacco products.
[Sec. 301-302)]

Civil Liability

Title VI

Title 1IC

Legal Immunily

Terminates all pending class-action
lawsuits, civil actions by state attorneys
general, and nicoline addiction and
dependence claints, and provides
manufacturers with immuaity from such
fawsuits in the future. Preserves the right
of individuals ta bring personal injury
claims. Prohibits awarding punitive
damnages in civil actions arising (rom past
industry conduct. Limits the total
ddinages paid by the industry each year to
33% of the annual payment to the Trust

Same provisions as S. 1414, [Sec. 255-
258] In addition, requires each state fo
adop these civil liability provisions as
state law in order 1o receive Title V funds
{(sce Sec. 501). [Sec. 261]

Fund. [Sec. 701-703]
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Industry Document Disclosure

TitleVIII

Title VII

Title 1

National Tobacco
Document Depasitory

Establishes a public depository of
industry beallh research documents.
Requires manufacturers (o deposit all
documents provided to plaintiffs in
recent specified lawsuits. Allows
manufacturers (o determine and withhold
documents protected by attarney-client
privilege. Requires manufacturers to
deposit a detailed, itemized log of
privileged docnments. Establishes a
three-judge federal arbitralion panel o
seftle disputes over making privileged
documents public. [Sec. 802]

Similar provisions to S.1414. [Sec. 701-
703)]

Simitar provisions. {Sec. 101]

Agriculture and ‘Raral Community Adjustment

Title [X (S. 1310, Ford)

Title VII

Title IV

Funding

Tobacco Coitnmunity Revitalizalion Trust
Fund of $28.5 billion. [Sec. 911-912)

Tobacco Transition Account of S16
billien. [Sec. 101, 811, B31-842]

Taust Fund (from higher excise taxes)
expected to spend §13 billion on this
Title. [Sec. 101, subsaction 28135]

)

Farmer compeniation

Payments (o tobacco farm quola owners
(up to S8/Ib) and tenants for production
losses from baseline levels (tofaling
about $15.8 billion). Quota and no-net-
cost price suppor! loan programns
maintained. [Sec. 921]

Quuta owner buyout (38//b) and tenant
compensation ($1.20/1b) (lotaling about
$14.7 billion with 100% participation).
Mandatory end to quoia program and 3-
year phase out of price support loan
program. | Sec. 812-314)

Quota buyout offer ta owners (§4/1b) and
tenant compensalion offer ($4/1b) ($9.2
billion exposure with 100%
participation). Quola and price suppon
loan programs continue. [Sec. 411-414d]

Other USDA lgbacco
activities

All costs for exiension services, crop
insurance, loan program administration,
leaf grading and inspection, and uther
aclivities associated wilh tobacco
productivn will be paid from Trust Fund
(totaling about $2.5 billion). [Sec. 922]
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Community & Annual community econamic Annual community economic Annual community economic

Waoarker Economic development grants for 25 years (tolaling | development grants for 3 years (totaling development grants for 6 years (totaling
Assistance $8.3 billion). [Sec. 923] $300 mnillion). [Sec. 821] $3.8 billion). [Sec. 431]

Assistance for displaced industry workers
(not more than $500 million). [Sec. 931]

Educalion grants for tobacca farm
families (about $1.4 billion). {Sec. 932]

Assistance for displaced industry workers
(not more than $500 million). [Sec. 816]

Education grants for fann families (abaut
$1.4 billien). {Sec. 817]

Immunity Provisions

Agriculture sector imimune to penalties
for lack of manufacturer compliance with
national settlement legislation. [Sec. 94 1]

Native Americans, Stafe and Lacal Precemption, International Tobacco Coatrol, Autitrust Exemption, and Asbeslos

Title X

Title IX

Title 1

Native Americans

Provides ihat the requirernents of 1his Act
relating to the manufacture, distribution,
and sale of tobacco products apply on
tribal lands., Cousiders tribes as states for
the purposes of eligibility for public
health funding (see Title V). [Sec. 1002]

Provides that the requirements of this Act
relaling to the manufacture, distribution,
and sale of tobacco products apply on
tribal lands. Considers tribes as states for
the purposes of this Act. Provides [HS

with $200 million a year from Trust Fuad _

for Indian health programs (se¢ Title I).
[Sec. 901]

Preemplion

Altows state and local governments to
impose any additional tobacco product
control measures that are not inconsistent
with the provisions of this Acl. [Sec.
1003)

Allows state and local governments lo
impose any additional tobacco product
control measures that do not conflicl with
the regulatory provisions in ﬂ\ls Act.
[Sac 40[]

Allows state and local povernments to
impose any additional tobacco product
contro§ measures that are nof inconsistent
with the provisions of this Acl. [Sec. 10},
214)

Juiernational Tobacco
Contro!

Antitrusi Exemption

Provides paiticipating nannfaciurers
with limiled exemption from federal and

| state anlitrust laws. [Sec. 903
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Asbestos S REET -} Allocates $200 million per year to pay
L DLl G =| asbeslos claims of smokers. [Sec, 101]

* The Synar Amendment to the Public Health Service Act (42 U.S.C. 300x-26; 45 C.F.R. 96.130) requires stales to enforce their laws prohibiting the sale of tobacco
products to individuals under age 18. States must corduct annual random, unannounced mspccnons of retail ontlets to ensure compliance with the [aw. Slates risk
losing federal substance abuse block grant funds for failure to comply.
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Titles 11, VII anst VIII

Titles T, VII and VIII

Titles L and Il

Marketing and
Advertising
Restrictions

-
L]

Prohibits outdoor tobacco product
advertising; prohibits use of human or
cartoon images in adverising; prohibits
Internet advertising; restricts point-of-
sale advertising. [Sec. 726] Restricts use
of non-1obacco trade or brand names lor
tobaceo products; limits advertising to
FDA-specified media; restricts
glamorization of tabacca. {Sec. 727]
Restricts advertising in non-adult
facilities and publications to black-an- -
white fonnat [Sec. 728] Prohibits non-
tobacco merchandise and brand-name
sponsorship. {Sec, 729]

Same provisions as S. 1638. [Sec. 726-
729]

Prohibits outdoor fubacco product
advertising; prohibits use of human or
cartoon images in advertising; prohibits
Tnternet adveRising; resiricts point-of-
sale advertising. Restricts use of non-
tobacco trade or brand names for tobacco
products; limils advertising to FDA-
specified media; restricts glamorization
of tobacco. Restricts advertising in non-
adult facililies and publications 1o black-
on-white format. Prohibits non-tobacco
merchandise and brand-name
sponsorship. {Sec. 101)

‘Warnings, Labeling
and Packaging

Requires new, explicit waming labels in
bold typ=. Preempts labeling by state and
local governments. [Sec. 205] Repeals
existing federal tobacco product labeling
laws. [Sec. 206]

Same provisions as S. 1638, [Sec. 205-
206)

Requires new, explicit wamning labels in
bold type. Exempts iobacco product
exports from labzling requirements. [Sec.
101] Supercedesfrepeals existing federal
tobacco product labeling laws. [Sec. 102] §

Youth Access
Resirictions

Prohibits sales to minors; requires photo
D if under nge 27; requires face-to-face
transactions; bans vending machine and
self-service sales except in adult-only
facilities; peanits rail-order sales subject

10 FDA review. [Sec. 202]

Same provisioas as S. 1638. [Sec. 202]

Prohibits ssles to minors; requires photo
ID if under age 27; reguires face-to-face
transactions; bans vending machine and
self-service sales except in adull-only
facilitizs; permits mail-order sales subject
to FDA review. [Sec. 202]
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H.R. 3474, and S.1648)
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Licensing of Retailers

Mandaies stace liceasing of lobacco
retailers and stipulates penalties,
including license suspension and
revocation, Jor non-campliance. [Sec.
205)

_

Same provisions as S. 1638. Also allows
states to provide technologies to aid
redailers in verifying the age af
purchesers. [Sec. 205]

Mandales slate licensing of tobacco
retailers and slipulates penalties,
including license suspension and
revocation, for non-compliance. [Sec.
202)

Amendment ol
Federal Foud, Drug,
and Cosmetic Acl:
Regutation of
Tobaceo Product
Development and
Manufacturing

Amends Federal Food, Drug, and
Cosnetlic Act as follows: Defines
niocotine as a drug, and tobacco products
as devices, and gives FDA authority to
regulate vabacco products as a drug, a
device, or both. Gives FDA authority to
regulate acoess to, and the advertising
and promotion of, tobacco products.
Exempts tobacco product regulalion from
the gencral safety and efficacy standard il
it is achieves the best public health result.
Permits FDA to issue regulations through
notice-and-comments rutemaking that
may include the reduction or elimination
of nicotiae or other harmlu)] coastituents.
Requires tesling, reporting, and
disclosure of tobacco smoke constiluents.
Requires disclosure of amouits of all
ngo-tobacco ingredients in each brand.
Requires ingredients to bz included on
the product label. Establishes DHHS
scientiftc advisory committee. [Sec. 201-
205])

Same provisions as S. 1638. [Sec. 201-
205]

Amends Federal Food, Drug, and
Cosmetic Act as follows: Creates new
FDA authorily fo regulate tobacco
products. Permits FDA to issue
regulations through notice-and -comments
rulemaking to reduce or eliminate
picatine ar other harmful constitueats,
subject to congressional review/approval.
Encourages tobacco companies (o
develop and market reduced risk tobacco
products. Requires disclosure of
amounts of all nan-tobacco ingredients in
each brand. Redquires ingredients to be
included an the produci labzl. Establishes
DHHS scientific ndvisory committee.
Authorizes assessment and collection of
$100 million annually i fees to fund
FDA regulation. [Sec. 101]

Corporate Culture
and Compliance,
Lobbyis¢s, and
Whistleblowers

Protecls industry whistieblowers. [Sec.
802]

Same pravisions as S. 1638. [Sec. B02]




Reduction in Underage Tobacco Use

Title 111

Title 111

Title 11

Underage Tobacco
Use Targets

Mandales an annual survey to detennine
the percentage of individuals under age
18 who used a tobacco product in the
past 30 days, and the percemtage who
used each brand in the past 30 days. (S=c.
302] Sets reduction targels for underage
use of cigarettes by 40% in 5 years, 55%
in 7 years, and 6744 in 10 years] and
smokeless tobacca products (by 25% in 3
years, 35% in 7 years, and 45% in 10
years). [Sec. 303]

Exlends the survey requirements in S.
1638 10 include the percentage of each
ethnic gronp of individuals under age 13
who used each brand in the past 30 days.
[Sec. 302] Sets the same reduction
targets Tor underage use of cigareltes and
smokeless tobacco products (by 40% in 5
years, 55% in 7 years, and 67% in 10
years). [Sec. 303]

Sets reduction targets for underage use of
cigarettes (by 30% in S years, 50% in 7
years, and 60% in 10 years) and
smokeless tobacco praducts (by 25%in 3
years, 35% in 7 years, and 45% in 10
years). [Sec. 202]

| _ :
Industry Penalties

Mandates industry-wide and
manufacturer-specific penalties (not tax-
deductible) if targets are naot met.
Industry-wide penaity = $0.10 per unit
sold. Manufacturer-specilic penalty = up
to $0.40 per unit sold by a manutacturer
whose products fail to meet (he largets.
Penalties increase with repeated non-
compliance. {Sec.304] A manutacturer
may have its penalty reduced if it can
demonstrate that an arbitrary and
capricious survey overcstimated youth
tobacco use. [Sec. 306]

Mandates only manufacturer-specific
penalties (not (ax-deductible) if targets
are not met. For each manufacturer
whose products il to imeet the largets,
the penalty = $0.02 per percentage paint
short of the targzt per unit sold. Penalties
increase wilh repeated non-compliance.
[Sec. 304]) A manufacturer may have its
penalty reduced if it can demonstrate thal
an arbitrary and capricious survey
overestimated youth tobacco use. (Sec.
306]

Fines manufacturers up to $300 million
per percenlage point short of the farget
for underage use of cigarettes targets.
Allows manuFacturers (0 recover 75% of
the tine if they pursued all reasonably
available measures to reduce underage
tobacco use and did nothing to
undermine any provisions of the Act.
Provides industry with incentives to
excead reduction targets. [Sec. 202]




CRS-23

;T()picg X

T and 5,160

Environmental Tobacco Smoke

Title V

Title V

Title [1]

Smoking Restrictions
in Public Facilitics

Amends the Occupational Safety and
Health Acl to restrict smoking in public
facilities (i.c., those entered by 10 or
maore persons at least | day a week) to
enclosed, separately ventilated,
designated smoking areas. Specifies that
employees may noi be required to enter
smoking areas. Exempts small
reslauran(s (other than fast food), bars,
private clubs, hotel guest roowns, casinos,
bingo parlors, tobacco autlels, and .
prisons. Prohibits smoking in schools
and other facilities serving children, and
on public transporfation. Allows state
and local goveriunents to enact stricter
laws. |[Sec. 501)

Sane provisions as S. 1638 except that
there is no exemption for small
restauranis. [Sec. 501]

Amends the Occupational Safety and
Health Act to require OSHA to issue
willun 12 months a final indoor air
quality regulaiion, which includes
smoking restrictions in industrial and
nonindustrial worksites. {Sec. 301]

Tobacco Trust Fund

Title 1

Titke [

Title T

Establishment of
Tobacco Trust Fund
and Annual Indusiry
Payments

Establishes the Health Enbancement and
Lowered Tobacco Hazards for Young
Kids (HEALTHY Kids) Trust Fund.
Mandates initial indusiry payment of $15
billion (not tax-deductible). Mandates
annual assessments of each manufacturer
as follows: $0.50/pack in (irst year,
$1.060/pack in second year, and
$1.50/pack in third year and thereafter.
Begiuaing in fourth year, payments
subject 1o inflation adjusiments. Five-
year projected tatal = 382 billion.
Companies may nol use inswrance
coverage to make payments, [Sec. 101,
102]

Establishes the FHealth Enhancemeni and
Lawered Tobacco Hazards for Young
Kids (HEALTHY Kids) Trust Fund.
Mandates initial industry payment of $16
billion (not tax-deductible). Thereatter,
mandaltes anoual, tax-deductible

payments into Trust Fund for 25 years, -

beginning at $24.33 billion and
increasing to more than S29 billion by
year (0. Annual payments subject to
inflation adjustmenL. Five-year
projecied net twtal= 382 billion. *
Campanies may not use inswrance
coverage lo make paymerits. [Sec. 101,
102]

The Act assumes the establishment of a
Tobacco Settlement Trust Fund under
separate legislation.
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_TABLE 1b: COMPARISON OF TOBACCO SETTLEME

4, and'S. 1648)

Tapic

§,.1638 (Conrad) .

H-R3474 éﬁa’zﬁo) ;.;-:;:__'_:.- e

... S.1648 (Jeffords)

Authorization of
Trust Fuad
Expenditures

Anthorizes annual expenditures from
Trust Fand (see below). [Sec. 101]

Authorizes anoual expendilures fram
Trust Fund (sec belaw). [Sec. 101]

Authorizss annual expenditures for 10
years from Tobacco Settlement Trust
Fund (see below). [Sec. 2G2]

Distribution/Allocation af Trust Funds or Excise Tax Revenues

Title I

Title |

Title 11

State Reimbursement
(Medicaid)

Allocates 14.5% annually ($12 hillion
over first 5 years) for reimbursement of
state and local Medicaid programs, based
on each state’s share of total federal
Medicaid payments. [Sec. 111] Allocates
17% annually ($14 billion over first 5
years) to stales for child care programs.
[Sec. 131] Allocates 6% amnually ($5
billion over ficst 5 years) ta states for
elernentary school teachers. [Sec. 132]
Allocates 4% anunually ($3 billion over
first 5 years) to states to expand
children’'s health care coverage. [Sec.
133]

Allacaies 14.5% annually ($12 billion
over firsl 5 years) for reimbursement of
stare and local Medicaid programs, based
on each state’s share of tolal federal
Medicaid paymeats. {Sec. 111] Allocates
20% arnually for the first § yeass (for a
total of $16.5 billiun) and 17% annually
thereafter to states for child care
programs. [Sec. 131] Allocates 9%
annually for the first § years (for a total
ot $7.5 biltion) and 6% annually
thereafter to states for elementary school
teachers. [Sec. 132] Allocales 4%
annually (53 billion over first 5 years) to
states to expand children’s health care
coverage. [Sec. 133]
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TABLE lb CO\{PARISON OF TOBA CCO SETTLEMENT BILLS. (S 1638

Tupic

S 1638 (Conrad)

~H. R 3474 (Fazm)

HR 3474 andS 1648)
s 1&43 (Jefrords)

Federal/State/Locsal
Programs and
Research

Allocates 15.5% annually ($13 billion
over first S years) for tobacco control
activities including: $300 million/yr far
FDA; $200 million/yr for Indian Heallh
Service; $200 million/yr for bebavioral
research; $100 million/yr for
surveillance; $300 million/yr for schoal-
and community-based programs; $500
million/yr for counter advertising; $700
million/yr For cessalion programs; and
£60 million/yr tor smokers' medical
costs. (Funding amounts are estimates
over first S years.) |Se-. 602, 603, 611,
621-626]) Allocates 21% annually (317
billion over first 5 years) to NIH
research. [Sec. 121, 601] Allocates 12%
annually ($10 billion over first 5 years) to
tobacco fanners and communities (see
Title [V). Allocates 4% annnally ($3
billion aver first 5 years) ta Medicare,
and 6% annually ($3 billioa over first 5
years) to Social Security; allocations
grow to 10% aud 12%, respectively, afler
10 years. [Sec. 101]

Allacates 15.5% annualty ($13 billion
over first 5 years) for lobacco contro)
activities including: $300 milliow/yr for
FDA; $200 million/yr for Indian Health
Service; $200 million/yr for behaviaral
reseacch; $100 million/yr for
surveillance; $300 million/yr for scheol-
and community-baszd programs; $500
millionfyr for counter advertising; $700
millian/yr for cessation programs; and
$60 million/yr for smokers’ medical
costs. (Funding amounts are estimates
over first 5 years.) [Sec. 602, 603,611,
621-626) Allocates 21% annually (817
billion over first § years) to NIH
research. Requires that research be
conducted at minority institutions. [Sec.
121, 601] Allocates 12% annually ($10
billion over firsl 5 yenrs) to tobacco
farmers and communities (see Title V).
Allocates 4%% annually ($3 billion over
first 5 years) to Medicare, and, beginning
in year 6, 6% annually (35 billion over
firat 5 years) to Social Security;
allocations graw to 10% and 12%,
respectively. [See. 101]

Requires CDC 1o allocate annually ta
stales up to 3440 million o promote stafe
and communmity lobacco control
programs. Allocates annually to states up
ta $1.5 billien for tobacco cessation
programs, including efforis to encourage
health plans and insurers to provide
coverage for cessalion treatment.
Mandates ag Institute of Medicine report
te provide recoramendations for tobacco-
related research. Creates interagency
National Tobacco Task Force 1o address
tabacca-related research priorities.
Allocates up to $345 million annually to
CDC far tobacco-related surveillance,
epidemialogy, and prevention. Allocates
$2.5 billion annually to NIH for tebaccu-
related research. Allocates $500 million
anoually for counter advertising. [Sec.
202]




' COMPARISON OF TOBACC
 Sc1638(Conrad) . ¢ -

5, 1648 Jeflords)

Consent Decrees, Nalional Protaecel, Nen-Participating Manufacturers, Attorneys’ Fees, and Slatc Enforcem

ent of Youth Access Laws

Title VII Title VI
Consent Decrees and Requires manufactucers and states 1o Same provisions as S. 1638. (Sec. 721,
National Proioecol enter into consent decrees that include 725-729]

many of the provisions af this Act. [Sec.
711] Within 90 days of enacimenl|,
requires each mannfachurer to enter into a
legally binding and enforceable contract
(the Narional Tobacco Control Protocol)
with the U.S. Attoney General and the
Attorney Genersl of each stale. The
Protocol embodies the advertising and
promotion restrictions in the June 20,
1997, propesed settiement (described - -

Nou-l'articipalltig
Manufacturers

earlier in table). [Sec. 721, 725-729]

Atltorneys’ Fees

Establishes p 7-person arbitration panel
to determine and award attorneys’ fees
and expenses, subject to the American
Bar Association’s ethical guidelines.
[Sec. 702]

Same provisions as S. 1638. [Sec. 702)
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TABLE lb COMP -\R]SON OF TOBACCO SETTLBMENT BlLLS'(S- 1638» _H_R 3474, and S. 1648)

Topje . .. - -

S 1633 (Conrad)

s 1643 (Jeﬂ'onds)

State Enforcement of
Youth Access Laws

Recquires states ta restrict access of
minors to tobacco products, through
ticensing, compliance checks, and
enforcement. States must roeet
compliance target of 95% within 3 years.
Established penalties for retailers, their
employees, and minors for sales lo
minors. [Sec. 205]

Same provisions as S. 1638, [Sec. 205]

Requires states fo enacl a law consistent
with the provisions of a model state law
described in the Act, or risk losing
funding provided by this section. Grants
CDC enforcement authority. States must
meet compliance farget of 30%. Model
state faw includes retailer licensing, slate
inspectiois and enforcement, fines for
Tetailers, their employees, and minors for
sales to minors. Allncates $65 million
annually ta states from the Trust Fund.
[Sec. 202]

Civil Liability

Title VH

Tide VII

Lega) Immunity,

s

Settles state lawsuits aud prohibits state
and local lucal governments from future
aclion against the industry based on its
past conducl. States that elect not lo
receive any funds ever from the Trust
Fund may continue with their Jawsuits.
Prohibits federal lawsuits for past actions
by the industry. [Sec. 701)

Same provisions as S. 1638. [Sec. 701]
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Topic -

Industry Document Disclosure

Title Ul

Title I

Title |

National Tobaceo
Document Deposilory

Reguires industry to submit to DHHS
Secretary all heulth-related documents.
Secretary will make them available tothe
public. Public health considerations
override privileged documents. [Sec.
205]

Same provisions as S. 1638. [Sec. 205]

Requires iodustry to submit to DHHS all
health-related research documents.
Secretary will detennine whether
privileged infarmation be exempt from
disclasure, (Sec. 101]

Fkgricullnre and Rural Community Adjustment

Title 1V

Title 1V

Fuuding

Establishes Tobacco Transition Trusi
Fund lo receive payments from
HEALTHY Kids Trust Fund: $40 billion
over first S years, then gradually phased
out over 235 years. Requires Congress to
enact legislation by lan. 1, 2000,
authorizing use of finds for assisting
tobacco farmers and their communities.
(Sec. 101, 401}

Establishes Tobacco Transitian Trust
Fund to receive payments from
HEALTHY Kids Trust Fund: $21 billion
over first 10 years, then gradually phased
out over 25 years. Requires Congress ta
enact lepislation by Jan. ), 2000,
authorizing use af funds for assisting
tobacco fanmers and their communitics.
(Sec. 101, 402] Requires that cigarette
manufaclurers purchase a cerfain amount
of tobacce grown in the United States.
{Sec. 401)

Farmer compensalion

Other USDA (obacco
activities

Community &
Worker Economic
Assistance

Immunity Pravisions
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TADLE lb COMPARISON OF TOBACCO sp'

‘Topic

- S 1638 (Connd)

- H.R. 3474:(Fazio). ;

S 15-18 f.k[t‘ords)

Native Americans, State and Leocal Preempfion, International Tobacco Cootrol, Autitrust Exer_npiion, and Asbestos

Titles VIl and IX

Titles VIII, IX and X~

Tiile

Nalive Americans

Appilies provisions of the Act to [ndian
lands (exempts religious or ceremonial
use of lobacco). Tribes that manufacture
whbacco products are subject to the same
annual assessments as the tobacco
companies. Provides the [HS with §200
millionfyr for Indian health programs.
[Sec. 901]

Same pravisions as S. 1638. [Sec. 901]

Preemption !

Allpws state and local governments fo
impose and enforce additional measures
lo further the purposes of this AclL [Sec.
304]

Same provisions as S. 1538, [Sec. 804)

Allaws state and local govermments to
impose and enforce additional measures
to further the purposes of this Ael. {Sec.

101]

International Tobacco
Control

Creates non-prolit corporation and
provides funds for intemational tobacco
control programs. [Sec. 624] Prohibits
use of federp! funds to promote U.S.
lobacco exports or to seek to remove
noadiscriminatory restrictions on tobacco
praducts by foreign countries. {Sec. 801])
Ptobibits U_S. employees of tobacco,
companies from marketing (o children
overseas. - Requires tobacco product
exporis to carry warning labels. [Sec.
803]

Same provisions as S. 1638. |Sec. 624,
801, 303}

Antitrust Exemption

Asbestos

Establishes the Tobacco Asbestos Trust

B Fund. Transfers up to 83 billion/yr of the

annual industry payment to the Trust

“| Fund. Total amount transferred aver 15

years = §20 billion. Kequires funds to be

.| used lo pay asbestos claims of smokers.
7] (Sec. 100(-1003]
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* The projected 5-year total is based on Dept. Treasury estimates and excludes money transfemred to (he asbestos trust fund and money withhield in lieu of taxes. Note
that the annual industry payroenls are tax-deductible. .
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APPENDIX

_ SUMMARY OF PROPOSED TOBACCO SETTLEMENT (Jup

Tobacco Industry Reformation

Marketing and Advertising

Wamines, Labeling aud Packaging

Incorporates the following provisions of the FDA rule: (i) Prohibits use of non-tobacco brand names for tobacco
products unless such naines were in existence as of 1/1/95 (897.16(a)); (ii) Restricis tobacco product advertising to
FDA-specified media (897.30(a)); (iii) Restricts pennissible tobacco product adventising to black text on a white
background except for advertising in adult-only facilities and adult publications (897.32 (a-b)); {iv) Requires
advertisements to include FDA-mandated statement, “Nicotine-Delivery Device for Persons 18 and Older"
(897.32(c)); {v) Bans sale and distribution of non-{obacco items, services, and gifts, and brand-name sponsorship of
sporting and other cultural events (897.34(a-c)).

Modifies and extends the FDA rule as follows: (i) Bans all outdoor tabacco product adverlising and all brand-nane
adverlising directed outside from a retail store (modifies 897.30(a-b)); (ii) Bans the use of human and certoon images
in tubacco advertising and packaging; (iii) Prohibits tobacco product advertising on the Interwet unless designed 1o be
inaccessible from the United States; (iv) Proliibits payments to glamorize tobacco use in media appealing to minors,
(v) Prohihits payments for tobacco product placement in movies, TV prograins, and video games; (vi) Establishes
additional restrictions on point-of-sale advertising (e.g., repulates number of permissible advertisements).

Amends the Federal Cigaretie Labeling and Advertising Act (15 US.C. 1331 ef seq.) and the Camprzhensive
Smokeless Tobacco Health Education Act (15 U.S.C. 4401 ef seq.) to require new warning labels on tobacco product
packages and cartons, and on all tobacco advertisements. For cigarettes, the wamings would be in bold type and
occupy 25% oflthe front of the package.* Requires packages to include FDA-mandated statement, *Nicotine-Delivery
Device for Persons 18 and Older” (897.25).

Traasfers (rom e Federal Trade Commissian (FTC) 1o FDA the authority co measure and report far, nicotine, and
carbon mouoxide levels in fobaceo smoke, aad the authorily to require disclosure of such infarmation on labels and
advertising.




—

Tllle

NT (June 20, 1997)

Restrictions on Access (o Tobacco
Products

Licensing of Retail Sales

-

\

Tobaceo Product Developmnent and
Manufacturing :

Incorporates the following provisions of the FDA rule: (i) Sets a miniwium age of |8 to purchase ‘obacco products
and requires retailers 1o check photo 1D of anyone under age 27 (897.14(a-b)); (ii) Requires face-1o-Tace transactions
for al! tobacco sales, bans sale of individual cigarelfes, and requires refailers to remove all displays and advertising
that do not comply with this regulation (897.14(c-¢)). (iii) Establishes a minimum package sizc of 20 cigareltes and
bans Ihe sampling of tobacco products (897.16(b)(d}); (iv) Bans self-service displays except in adult-only facilities
(897.16(c)).

Modifies and extends the FDA rule as follows: (i) Bans all vending machine sales; (ii) Permits mail-order sales,
subject to proof of age and FDA review (modifies §97.16(c)); (iii) Mandates that 1obacco products be placed out of
reach of the customers (i.e., behind counter or under lozk and key), exoept in adult-only facilities.

Mandates minimum federal standards for licensing tobacco product retailers. Retailers would face fines for selling
tobacco without a license of at least $1,000 per violation. Licensed retailers who sell to minors would face fines
slarting at $500 and rising to $25,000 for repeated vialations. Retailers canght selling ta minors 18 times within any
two-year period cauld lose lieir Jicense. Licensing fees would cover the administrative costs of issuing state licenses.

Recogaizes explicitty FDA's authority to regulate tobaceo products. Classifies tobacco products as Class [T devices®
under the Federal Food, Drug, and Cesmetic Act (21 U.S.C. 360c) and permits FDA to require the modification of
tobacco products in accardance with Performance Standands:

(i) For at least 12 years following enactment of the seitlement, FDA would be pemmilted (o adopt Performance
Standards to reducz nicotine yiekis and eliminate other harmiful tobacco product ingredients, provided that the
madification significantly reduces health risks, is technologically feasible, and does not create a black market for
unmodified products. FDA must shaw “substantial evidence” for any such modification in a formal rolemaking
subject to the Administrative Procedure Act, with the right of judicial review. Any such action would also be subject
1o congressional review under the Regulatory Reform Act of 1996.°

(ii) ARer the injtial 12-year period, FDA would be penmnitted to adopt Performance Standards to eliminate nicotine,
provided that the modification meets the same crileria listed in item (i). FDA nwsl base any such madification an a
"preponderance aof evideace” pursuant to a Parl 12 hearing, oc notice and conunent rulemaking, with the right of
Jjudicial review.* Any such action would be phased in after a two-yvear period to allow fer congressional review under
the Regulatory Relonm Act of 1996,

(iii) Requires IFDA approval of al! liealth claims for tobacco products. Permits FDA (o mandaie the intraduction of
Jess hazardous tobavco praducts 1hat are techiologically feasible.' Aay stich action wounld require a forma) rule-
making subject to the Administralive Procadure Act, with tlie right of jidicial review. Renuires FDA to establish a
scienuific advisory commillee to study issuies related to the regulation of nicotine and ather healili and satety issues.
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SUMMARY OF PROPOSED TOBACCO §

T (Ve 20, 1997)

Good Manufacturing Praclice

Industry Decumenls

Non-Tobacco Ingredients

Carporate Culture and Compliance

Subjects tobacco campanies to good manufacturing practice standards comparable (o thase applicable to other FDA-
regulaled industries (see 820.1(el(D)-

Establishes a public depositary of industry documents related to smoking and healih, addiction or nicotine
dependency, safer or less bazardous cigarettes, and underage tobacco use and marketing. The depository would not
include documents that are determined by the industry fo bs “privileged against disclosure,” but would instead include
a derailed, descriptive log of such privileged documents. Establishes a three-judge federal arbilration panel (o setile
disputes over making privileged documents public.

Supersedes the current federal ingredient law by requiring manufacturers to disclose annually to FDA on a “strictly
confidential® basis the amounts of all non-tobacco ingredients added to each brand.® Requires manunfacturers to
disclose ingredients infonmation fo the public in a manner comparable 10 current federal requirements for food
products. Manufacturers must submit safety testing resulls for each non-tobacce ingredient within live years, and
demonstrale that there is a Teasonable cerfainty that the ingredient is not hanmful under the intended condilions of use.
FD.A would have 90 days 1o review each satety assessment. ’

Includes requirements to ensure that the industry complies with both the letter and spint of the seitlement, including
the establisbment of internal procedures to promote compliance with laws bairing tobacco sales (o minors. Provides
swhistleblowers® in the tobacco industry with protection. Reguires tobacco lobbyists lo agree in writing to comply
with all the provisions af the settlement, and nat supparl or oppose any state or federal legislation without the
mauufacturer’s authorization. Disbands the Tobacco Tnstitute and the Courcil for Tobacco Research.”

Grants tobacco companies immunity from federal and slate antitrus! laws thereby allowing them to confer and act in
concert to meet the requirements of the settlement (¢.g., raising prices to cover annual payments).

II. Laok-Back Provisions, State Enforcement
Incentives

215 targets for veduction in vinderage cigarette use. The indusiry would face (ines of up lo $2 billion per year if
underage cigareite use does not decline by 30% in five years, 50% in seven yeass, and 60% in 10 years, or underage
use of smakeless tobacco products does not decline by 25% in five years, 15% in seven years, and 45% in L0 years.
Allows the industry to petition FDA ta recover 75% of the fine if it caa eslablish that it pursved all "reasonably
available measures” ¢a rednce youth smoking and did nothing to undennine the seitlement goals.

Renquires states 1o undertake sigaificant enlorcement steps ta reduce the incidence of underage tobacco use, which go
beyond the provisious of the Synar Amendment (42 U.S.C. 3002-26; 45 C.F.R. ¥6.110). States miust maingain a
specific tevel uf enforcement activily of risk losing heaith care funds (see Tille VI
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_ SUMMARY OF PROPOSED TOBACCO SETTLEMENT (fuae 20, 1997)

Tide

Provisions

Penalties, Consent Decrees, Non-
Participaling Tobacco Companies

Raquires manufacturers and states to enter into legally enforceable conseut decrees thal include many of the
provisiuns of the settlement. Violalions of the proposed seltlement's requirements would carry civil and criminal
penalties based upon the penalty provisions of the Food, Drug and Cosmetic Act and the provisions of the United
States criminal code. In addition, the industry would face civil penalties of up to $10 million for each violation of the
requirements 1o disclose information aboit nen-tobacco ingredients and the health eftects of tobacca producis. Non-
participating tabacco companies would be suhject to all the regulations outlined in Title I of the seitlement, but would
recive none of 1he civil liability protection outlined in Title VIII. Requires non-participating companies (o make
annual payments into an escrow fund earmarked for potential liability claims apainst the companies.

1.

Eoviranmental Tobacco Snioke

Restricts smoking in public facilities (i.c., any building entered by 10 or more individuals at least one day a week) to
separately ventilated locations. Ensures that no employec may be required involuntarily 1o enter a smoking area.
Exempls restaurants (ather thau fast food restaurants) and bars, privale clubs, hotel guest reoms, casinos, bingo
parlors, tobacco merchanis and prisons.| Allows state and local govemments 10 enact stricter laws.

V.

Scope ant‘I_ EfTect

The settlement includes all tobacco products sold in U.S. commierce, and also covers imports and U.S. duty free
items. Preserves the legal autharity of state and local governmenis to regulate further the sale and distribution of
tobacca products. Retains the fiscal authority over tobacco products of Ihe Bureau of Alcohel, Tobacco and
Firearms, and the existing anthority of the FTC, except for tax, nicotive and carbon monoxide testing (see Title [, sec.
B).

YL

Programs ahd Funding

Mandates annual indusiry payments in perpetuity fo reimburse stales for Medicaid outlays for simoking-velated
ilinesses * pay damages lo sellle individual lawsuits (see Title VIII), provide funds for public health programs and
research, and 1o cover the costs of implementing and enforcing the proprams and 1egulations outlined in the
settlement (see Tille VII).

The industry would pay an up-front sum of $10 billion, and annual payments beginning al $8.5 billion in the first
year, increasing to $15 billion in the filth year of the settlement. The annual payments would remain at S13 billion
per year thereafler. The annual payments would be subject (o adjustinent for infMalion, and would be deemed an
ordipary and necessary business expense and, therefore, tax deductible. Corapanies would raise prices on lobacco
praducts to cover the cosl of the annual payments! The annual payments would also be subject 10 a sales-volume
adjustment. If adull consumption decreases, annval payments woukl be reducerd proportionately. 1t total
consumption increases, annual payment woukl be increased propartionalely.

Tolal estimated payments over 1he fivst 25 years = $368.5 billion (in 1998 dollars)”
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_ SUMMARY OF PROPOSED TOBACCO SETTLEMENT (June 20, 1997)

V. Distribution of Annual Payments

Recormmends distribution of aniual payments as follows: (i) Unrestricted funds to states 1otaling $3 billion/yr by the
sixth year (allocated according (o a formula) to reimburse Lheir Medicaid programs; (ii) Fundinz for tobacco cessation
programs {totaling $1.5 billion‘yr by the sixih year); (iii) Funding for a public health trust to pay for hiomedical and
behavioral tobacco-related research (payments into trusi total $25 billioa over the first 8 years); (iv) Funding for
tobacco control programs (tolaling $1.5 billiowyr by the fourth year), which includs counter advertising (30.5
billion/yr), FDA regulation, local community programs, research on reducing tobacco use, and also comipensalion for
spurting and cultural events that lose tobaccn industry sponsorship.

Provides up to $4 billionfyr to pay damages in individual lawsuits (see Title VII]). Unused funds would be allocated
for ather tobacco-related activities and programs by a presidential commissicn .

VIN. Civil Liability

Provides the participaling coinpanies with protection from civil liability by legislatively settling the state attomey's
generals' and class-action lawsnits. Probibits future cluss-action lawsuits. Preserves the rights of individuals 1o sue
tobacco companies for past or future conduct. lndividual lawsuits arising from past conduct could claim anly
compensalory damages, whereas individual lawsuits arising from future conduct could claim both compensatary and
pusitive damages. Defines permissible parties Ihat can act as plaintifTs and defendants in such lawsuits. Limits the
total damages paid by the industry in any one year to 33% of the annual industry base payment’ Aliows industry Lo
deduct B0% of its liability costs each vear from the annual payment.

IX. DBoard Approval

The terms of the setilement are subject to approval by the Boards of Directass of the participating tobacce companies.

' The nine warnings on cigarettes packs include: "WARNING: Cigarettes are addictive” and "WARNING: Cigarettes cause cancer.” The four warnings on smokeless

tobacco products include: *"WARNING: Smokeless tobacco is addictive” and *WARNING: This product can cause month cancer.” The wamings would appear in

Canadian format (i.e., atternating black text on a white background and white text on a black background). They would be introduced concurrently on all tobacca
product packages and cartans, and rotated quarterly on all advertisements. The settiement preserves the preamnptive language in both the Fedzral Cigarelte Labzling
and Advertising Act and the Comprehensive Smakeless Tobacca Health Education Act, which prevenis stale and local governments from requiring additional health
warnings on tabacca products.

b Class 1D inedical devices (e.g., syringes, hearing aids, and powered wheelchairs) are those for which FDA requires special controls o assure safety and eflectiveness.

These contrals may include special labeling requirements, mandatory performance staadards, and postmarkel surveillance.

« Most regulations are issued informally under the noticz-and-comment procedure established hy tha Administrative Procedure Act {APA; S U.S.C. 551 ef seq ). The
agency publishes a notice of proposed rulemaking in the Federal Repister, permits interested persons to sihmil comments, and incorporales in the tinal rule 2 concise
statement of the rule's basis and purpose. These regulations are reviewed under the "arbitrary, capricious, abuse of discretion” standasd. Under this standard, a

reviewing court would uphold an agency's action if it is ralional, based vn a consideration of the relevait factors, and within the scape ol the awl.ority designated
to the agency by Congress. The seitlement, however, would require FDA to underiake a formal rulemaking subject to the APA. This would involve tmial-type hearings
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at which parties present evidence and conduct cross examinations. Furihermore, the "substantial evidence" standard required by the settlement may be more stringent
than the "arbitrary, capricious, abuse of discretion” standard emnployed in informal rulemaking.

¢ This presumably refers to the Small Business Regulatory Fairness Enforcement Acl of 1996 (P.L. 104-121), under which Congress has 60 session days to block

aregulation by passing a joint resolution of disapproval. This procedure may be applied to any rule (hat results in an annual etfect on the economy of at least $100
million.

¢ A Part 12 hearing refers to a formal evidzntiary public hearing under FDA regulations (21 C.E.R. 12), involving presentalion of evidence, cross examination, and
ather trial-type procedures. Requiring that an agency base its aclion on a “preponderance of evidence” is, according lo some analysts, extremely unusual.

‘The term "less hazandous tobacco products” refers to innovative products such as smokeless cigarettes, as opposed fo chemically medified existing products.

% Under current law, the industry is required 1o provide annually to the Secretary of Health and Human Services a list of all the additives used in the manufacture of
tobacco praducts. The Secretary is granted no authority to regulate additives that are suspected of being hazardous.

» The Tobacco Institute is the industry's Washington DC-based lobbying arganization, and the Council for Tobacco Research provides industry fuads for biomedical
research.

i The Synar Amendment to the Public Health Service Act requires states to enlorce their laws prehibiting the sale of tobacco products to individuals under age 18..
States must conduct annual random, unannounced inspections of retail outlets to ensure compliance with the law. States risk losing federal substance abuse block
grant funds for failure to comply. Under the setilement, a stale would lose up 1o 20% of its Medicaid reimbwrsemen funds (see Title VI) if after 10 years ils
enforcement program failed to reach a 90% compliance rate.

) On March 25, 1994, the Occupational Safety and Health Organization (OSHA) proposed aa indoor air quality regulation thal would restrict smoking to separately
ventilated, designated smoking rooms. The smoking restriction would apply fo all industrial and non-industrial buildings under OSHA's jurisdiclion, including
restauranis and bars. :

k The seltlement negotiators intend that Rinding provided fo the states wonld be sufficien to exlend health insurance lo uninsured children.

| Arithmegically, am increase of 62 cents per pack would raise $15 billion in additional revenue, based on {1996) cigarette sales of 24.165 biflion packs. However,

this estimate does nol take into account any wholesale or retail price mark-up.

* This 25-year total includes $60 billion in lieu of punitive damages for the tabaccau industry's past conducl.

% Ry lhe ninth year, the total annual damages paid by the industry is capped al 85 billion per year.
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Regulation of Tabaceo 1

vdustry, Tobacco Products, and Product Use

Title I

Titles Tl & 1V

Titles1 & 11

Markeling and
Advertising
Reslvictions

Prohibits outdoor tobacco product
advertising; prohibits use of human or
cartoon images in advertising; prohibits
Inlemet advertising; restricls point-af-
sale advertising. [Sec. 101] Restricts use
of non-tobacco trade or brand names for
tobacco products; limits advertising to
FDA-specified media; restricts
glamorization of tobacco. [Sec. 102)
Restricts advertising in non-adult
facililies and publicatiens to black-on-
white format. [Sec. 101] Requires
statement of intended use an
advertisements. [Sec. 104] Prohibils nan-
tobacco merchandise and brand-name
sponsorship: [Sec. 105]

Prohibits outdoor tabacco product
advertising; prohibits use ot human or
cartoon images in adverlising; prohibits
Internet advertising; restricts point-af-
sale advertising. [Sec. 212] Resfricts use
of non-tobacco trade or brand names for
1ebacco products; limits advertising ta
FDA-specified media; resfricts
Elamarization of labacco. [Sec. 213]
Restricls advertising in non-adult
facilities and publications to black-on-
white format. [Sec. 2 14] Prohibits non-
tabacco merchandise and brand-name
sponsorship. [Sec. 215]

Whrnings, Labeling
and Packagiug

Requires new, explicit warning Jabels in
bold type. [Sec. | 11-112] Preempts
labeling by state and local governments.
(Sec. 115] Exempts lobacco praduct
exports from labeling requirements. [Sec.
117) Repeals existing federal tobacco
product labeling laws. [Sec. 118]

Requires new, explicic warning labzls in
bold type. Exempts tobacco praduct
exporls from labeling requirernents. [Sec.
401] Repeals existing federal tobacco
product labeling laws. [Sec. 402]

Requires new, explicit warning labels in
bold type. Limited preemption of
waming labels by stale and local
governments. Exempts fobacca producl
exports from laheling requirements.
Dees not repeal existing federal tabacco

product labeling laws. [Sec. 204]

Youth Access
Restrictions

Prohibits sales (o minors; requires pheto
ID if under age 27, requires face-to-face
transactions; bans vending machine; bans
self-service sales except in adult-only
facilities; allows mail-order sales subject
to FDA review. [Sec. 121-122)

Similar provisions 10 S. 1414, except that
veuding machines are permitted in adulk-
vnly facitities. [Sec. 401]
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TABLE la‘ COMPAR]SON OF TOBACCO SE'l"I‘LEl\ﬂ.INT.BlLLS (S 1414

S l330 ANDQ 1492)

-Tapic..

S. 1414 (McCain) .

. 530 (Hiteh) -

Licensing of Retailers

Mandates state licensing of tobacco
relailers and stipulates penallies,
including license suspension and
revocation, far non-compliance. [Sec.
131-134]

Mandates state licensing under model
state law (see section 301-102),

.- S 1492 (Kennedy)

Amendment of
Federal Faed, Drug,
and Cosmetic Act:
Repulation of
Tohacco Product
Develapment and
Manufacturing

Amends Federal Food, Drug, and
Cosmetic Act as follows; Defines
lobacco products as drugs and Class 11
devices. Establishes strict regulatory
requirements for reducing or c¢liminating
nicotine and other tobacco product
constituents, which iuclude {formal rule-
making with judicial review, and
demonstrating that the mudified product
reduces health risks and does not creats a
black markel. Requires testing,
reporting, and disclosure of tobacco
smoke constituents. Establishes DHHHS
scientilic advisory committes. Requires
FDA approval of all health claims for
reduced-risk tobacco products. Subjecls
manufacturers (o good manufactuning
practioe slandards. Requires disclosure
of amoumls of all non-tobacco ingredients
for each brand. [Sec. 142-143]

Ameuds Federal Food, Drue, and
Cosmetic Act as follows: Delines
tobacco products as drugs. Directs
DHHS Secretary to issue regnlations,
through notice-and-comment rulemnaking
and in consultation with experts, for
reducing or eliminating nicotine and
other tohacco product constituents.
Requires Secretary to consider various
factors in any such action, including
reducing health risks and the creation of
a black market. Requires disclosure of
amounts of all non-tobacco ingredients

" for each brand. Subjects manufacturers

1o good manufacturing practice
sandards. Mandates new warning labels
and youth access restrictions {described
carlier in fable). Provides incentives for
development of reduczd-tisk tobacco
praducts. Eslablishes DHHS scienlific
advisory committee. [Sec. 401}

Amends the Federal Food, Drg, and
Cosinetic Act as follows: Defines
nicotine in tobacco products as a drug,
and tobacco products as Class Il devices.
Requires FDA (o issue regulations,

throwgh natice-and-comment ruleinaking,

far manufacturing, marketing,
advertising, and distributing tobacco
products. Authorizes FDA 1o reguire
product madification, including nicotine
conient and yield, based on pubic heatth
findings. Requires lesting, reporting, and
disclosure of tabacco smoke constituenis.
Requires disclasure of amounts of all
non-fobacco ingredients for each brand.
Subjects manufacturess to good
manufacturing practice standards.
Mandates new warnimg labels (described
earlier in table). Provides incentives for
development of reduced-risk tobacco
products. Establishes DHHS scientific
advisory commiltee. [Sec. 20d]

R

Carporate Culture
and Compliance,
Lobbyists, and
Whistleblowers

Mandates industry plan to comply with
all new laws on the manufacture and
distribution of tobacco. Protzcts industry
whisticblawers. Reguires lobbyists to
comply with the Act and agree not to
suppart or oppose any federal or state
legishation withoul consent of
manufacturers. Disbands the Tobacco
Institute and the Council for Tobacco
Research. {Sec. 151-156])

Protects industry whistleblowers. [Sec.
902] Requires lobbyists ta comply with
the Act and agree not lo support or
oppose any lederal or srate legislation
wilhout consent of manufacturers. [Sec.
221] Disbands the Tobacco Institute and
the Council for Tobacco Rescarch. [Sec.
292

X4

Protects industry whistleblowers.
Establishes a Tobacco Oversight and
Compliance Bonrd, with subpoena
power, Lo monitor industry compliance
with all provisions of this Act. [Sec. 101]
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Toph

Reduction in Underage Tobacco Use

Title I

Title Il

Title |

Underage Tobacco
Use Tarpets

Sets reduction targets for underage use of
cigarettes (by 30% in 5 years, 50% in 7
years, and 60% ia 10 years) and
smokeless tobacco products (by 25% in 5
years, 35% in 7 years, and 45% in 10
yeacs). [Sec. 202-204])

Same provistons as S. 1414. {Sec. 4,
312-314]

Sets reduclion targets for underage use of
cigarettes (by 50% in 5 years, 65% in 7
years, and 80% in 10 years). Sets same
rechiction fargets far underage use of
smokeless tobacco products. [Sec. 101]

Industry Penallies

Fines manufacturers up to $2 billion per
year if reduction in underage tobacco use
does not meet targets. Allows

manu facturers to recover up ta 75% of
the fime if they pursued all reasonably
available measures 1o reduce underage
tobacco use and did nothing to
undermine any provisions of the Acl.
[Sec. 205-206]

Fines manufacturers up (o $5 hillion per
year in the first 5 years after enaclment
and $10 billion per year thereafier if
reduction in underage tobacco use does
nut meet targets. Allovss mannfacturers
to recaver all of (he line if they pursued
all reasonably available measures to
reduce underage tobacco use and did
nothing to undermine any provisions of
the Acl Provides industry vith
incentives (i.e., reduced annual
payvmeats) to exceed reduction targets.
(Sec. 311-317]

Requires manulacturers fo pay a non-
compliance fee of up to $1.00 for cach
unit of tobacco product sold if reduction
in underage tobacco nse does not meet
targets. No comparable provisions (o
recover non-compliance fees. [Sec. 101]
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T“PW o

114, (McCain

O SETTLEMENT BIELS (S, 414, S. 1530, AND §. 1492)

02 (Kennedy): .

Environmental Tobaceo Smoke

Title 10

Title VI

Title 1

Smoking Restrictions
in Public Facilities

Restricts smoking in public facilities (i.c.,
those entered by 10 or more individuals
at least | diay a week) to enclosed,
separately ventilated, designated smoking
areas. Spexifies that employees may nol
be required to enter smoking areas.
Exempts restaurants (other than fast
food), bars, private clubs, hotel guest
rooms, casinos, bingo parlors, tobacco
outlefs, and prisons. Allows state and
local governmenis to enact stricter laws.
|Sec. 30(-306]

Reslricts smoking in public facilivies (i.e.,
those enlered by 10 or mere individuals
at least 1 day a week) to enclosed,
separately ventilated, designated smoking
arcas. Specifies (hat employees may not
be requiced to enter smoking areas.
Exempts bars, private clubs, hotel guest
rooms, casinos, bingo parlors, and
tobacco outlets. No exemption for
prisons or restaurants with a seating
capacity aver 30. Restricts smoking and
use of smokeless tobacco products in
schools and sther facilities serving
children to enclosed, separately
ventilated, designaled smaking areas.
Allows state and local governments to
enact stricter laws. [Sec. 601-605)

Amends the Occupational Safely and
Health Act to restrict smoking in public
Tacilities (i.e., those entered by 10 or
inore individuals at least | day a week) to
enclosed, separately ventilated, _
designated smoking areas. Specifies that
employees may nol be required to enter
smoking areas. Exempts bars, botel guest
rooms, tebacco outlets, and prisons.
Prohibits smoking and use of smokeless
lobacco praducts in schools and other
facilities serving children. Prohibits
smoking on public lranspartation.
Allows slafe and local governments to
enact siricter laws. [Sec. 301]

‘Tobacto Trust Fund

Title 1V .

Title |

Establishment of
Tobacco Trust Funil
and Annual Industry
Payments

Establishes National Tobacco Settlemen)
Trst Fund. Mandates tax-deductible
industry payments into Trust Fund for 25
years: an up-front sum of $10 billion, and
annual payment(s beginning at $8.5
billion in the first year, increasing lo S13
billion in the fifth year, and remaining at
$15 hillion a year thereafter. Total
payments =$364.5 billion, Annual
payments subject to inflation adjustment.
Authocizes manulaclurers to raise prices
to cover cost of paymnents. [Sec. 402]

Establisles National Tobacco Settiement
Trust Fund. Mandates industry payments
into Trust Fund for 25 vears: an up-front
som of $10 bitlion, and annual payments
beginnime at $9.8 billion in che first year,
increasing to $16.5 billion in the sixth
year, and remaining at approx. $16.5
billion a year thereafter. Tofal
payments =$398.3 billion. Annual
paymerits subject to inflation adjustment,
and subject o a vohime-of-sales
adjustment. [Sec. 101-102] Allows
manufaciurers 1o raise prices ta cover
cosi of payments. [Sec. 904
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| TABLE 1a: COMPARISON OF TOBACCO SETI‘LEMEN’I‘ BILLS (S 1414 S 1530 AND S 1492)

Tople

: S. 1414 (McCam)

S. la]O(Halth):.., SRR

S 1492 (](ennedy)

Authorization of
Trust Fund
Expenditures

Authorizes expenditures from Trust Fund
10 award block grants to states and
support national tobacco control
programs (see Title V). [Szc. 401]

Anthorizes and allocates expenditures
from Trust Fund: $8 Lillion a year to
states and $8 bLillien a year for federal

| research and public healih programs (see

Title V); $200 million a year for
asbestos-related compensation; $200
million a year for Native Americans {se2
Title 1X); and a total of $16 billion over
25 years for the agriculture program (see
Title VIII). [Sec. 101]

Distribution/Allocation of Trust Funds or Excise Tax Revenues

Tidle V

Title V

Title ]

Slate Reimburgemenl
(Medicatd) "

Establishes a separate Public Henlth
Trust Fund within the Settlement Trust
Fund (see Title V) to award bleck grants
1o states based on an allocation farmula
(to be determined). [Sec. $01-503] Block
grant funds may be used for Medicaid
reimbursement and to provide health
insurance lo uninsured minors. [Sec. 504)
Allows DHHS Secretary to withhold
black grant funds if states do not use
them in accordance with sectiop 504,
[Sec. 505]

Alucates a tolal of $£8 billion annually to
statea based on state-by-state percentages
detailed in Act. Allows each stale 1o use
its state matching share (sccording 1o
Medicaid matching percentage rates) for
purposes il deeros appropriate. Allows
each state to retain its federal mnaiching
share provided the funds are useil for
existing programs including child
nutrition programs, matemnal and child
health, Head Start, school lunch, Indian
Health Service, Community and Migranl
Health Centers, and social services block
grants. [Sec. S01-502]

Allocates 43%5 (i.e., 65 cents) of the
annual revenues from the $1.50 per pack
excise tax, or approx. $15 billion a year,
as follows: reimburses state Medicaid
accounts and allows each stale (o retain
its federal matching share provided the
funds are used for existing child health
and welfare programs (similar 19 S.
1530); provides approx. $2.3 billion a
year [or nalional and state counter-
adverlising and smoking cessation
progtams; establishes tobacco victims
compensation fuad (approx. $5 biltion a
year). {Sec. 101}

Federal/State/Local
Programs and
Research

Establishes and authorizes tunding for (i)
the National Smoking Cessation
Program, (i) the National Reduction in
National Tobacco-Free Publ ic Educaticn
Program, (iv) the National Eveni
Sponsatship Program, (v) the National
Cammunity Action Program, and (vi) the
National Cessation Research Program.
[Sec. S11-517]

Allocates a total of §3 billion annually.
$4 billion goes to fund biomedical
research at the National Institutes of
Health, and the remaining $4 billion is
used o fund national anti-tobacco
campaigns (including counter-
advertising) ant! cessation programs.
Note: At lcas! oae half of the non-NIH
funds must be maie available to slates as
black prants. [Sec. 521-522]

Allocates 57% (i.e., 85 cenrs) of the
annual revenues from the $1.50 per pack
excise fax, or over §15 billion a year, as
follows: one-half to be awarded as grants
for biomedical and basic research; and
one-half to be allocated for child healih
aud developmenl research and national
programs (e.¢g., Head Stan). [Sec. 101]
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Topic. -

0 SETTLEMEN

i 8.1492 (Kenneny)

prE————

Consent Decrees, National Protocol, Non-Participating Manufacturers, Altorneys’ Fees, and Stale Enforcem

ent of Yauth Access Laws

Title V1

Title 11 & 11l

Consent Decrees and
National Protocol

Requires manufacturers and states to
enter inlo consent decrzes that include
many of the provisions of this Act, and
that also include a waiver of’
constitutional claims. Within 6 months of
enactment, requires manufacturers to
eirter into a legally binding and
enforceable contract (the National
Tobacco Control Protocol) develnped by
DHHS Secretary, which embodies the
terms of this Act. [Sec.611-612]

Requires manufachirers and states to
enter into consent decrees that include
many of the provisions of this Act, and
that also include a waiver of
constitutional claims. [Sec. 241-242)
Within 90 days ol enactment, requires
each mannfacturer (o enter into a legally
binding and enforceable contract (the
National Tabacca Control Protocol) with
the U.S. Attorney General and each
state’s Govemor, which embodies the
restrictions on advertising, promotion,
and lobbying (described earlier in table).
[Sec. 201]

Non-Patlicipating
Manufacturers

Denies nun-participating manufacturers
liability protection (see Title VII), and
imposes vser fees on them, as well as
annual payimenls into a reserve fund to

settle liability claims. [Sec. 613]

Same provisions as S. 1414, [Sec. 243,
259]

Altorneys' Fees

Establishes a 6-person arbitration panel
to determine and award altormneys' fees
and expenses, subjecl to an annual cap

¢ - | equal to 5% of Trust Fund receipis for

;| the applicable year. Awards (o be paid

by participating maaufacturers, not by
Trust Fund. [Sec. 227)
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S -:1530_ AND S. 1492)

poic :

$.1414/(McCain)

Siate Enforcement of
Youth Access Laws

Requires states w enforce laws
prohibiting the sale or distribution of
lobacco products to minors, and conduct
monthly unannounced inspections (at
least 250 per | million state residents).
States must meet compliance targets
(75% ocompliance by year 5, 85% by year
7, and 90% compliance by year 10) or
risk losing block grant funds. (Sec. 621-
623]

Expands on Synar Amendment by
requiring slates to enact a law cansistent
with the provisions of a model stale law
described in the Aci, or risk losing Title
V fitnds (see Sec. 501). Modzl state law
includes retailer licensing, state
inspections and enforcement, fines for
minars and adalis supplying minoss, and
no direct access to tobacco products.
[Sec. 301-302]

; S.I492 (Keunedv)

Civil Liability

Title VI

Title 1IC

Legal Immunidy

Terminates all pending class-action
lawsuits, civil actions by state attorneys
general, and nicoline addiction and
dependence claims, and pravides
manufacturers with immuaity from such
{awsuits in the future. Preserves the right
of individnals to bring personal injury
claims. Prohibits awarding punitive
damages in civil actions arising from past
indusiry conduct. Limits the total
ddinages paid by the industry each year to
33% of (he annual payment to the Trust
Fund. [Sec. 701-703]

Same provisions as S. 1414. [See. 255-
258] In addition, requires each state fo
adop! these civil liability provisions as
state law in order 1o receive Title V funds
(see Sec. 501). {Sec. 261]




. NDS. 1492)
Topic ... S.149% (Kenniedy) ..
Indusiry Document Disclosure

TitleVII Title VI Title 1

National Tobacco
Document Depasitory

Establishes a public depository of
industry healih research documents.
Requires manufacturers (o deposit all
documents provided to plaintiffs in
recent specified lawsuits. Allows
manufacturers to determine and withhold
documents protected by atarney-client
privilege. Requires manufacturers to
depasit a detailed, itemized log of
privileged docnments. Eswablishes a
three-judge federal arbitration panel to
seftle disputes over making privileged
documents public. [Sec. 802)

Similar provisions to S.1414. [Sec. 701-
701]

Simitar provisions. {Sec. 101]

Agriculture and ‘Raral Community Adjustment

Title IX (S. 1310, Ford)

Title VI

Title IV

Funding

Tobacco Cotamunity Revitalizalion Trust
Fund of $28.5 billion. [Sec. 911-912)

Tobacco Transition Account of S16
billivn. [Sec. 101, 811, B41-842]

Tiust Fund (frum higler excise taxes)
expected to spend $13 billion on this
Title. [Sec. 101, subszction 2813

Farmer compensation

Payments (o tobacco farm quola owners
(up 10 S8/lb) and tenants for production
losses from baseline levels (totaling
about $15.8 billion), Quola and no-net-
cost price support loan programns
maintained. [Sec. 921}

Quuta owner buyout ($8/1b) and tenant
compensation ($1.20/1b) (fotaling about
$14.7 billion with 100% participation).
Mandatory end to quota program and 3-
year phase out of price support loan
program. [ Sec. 812-§14]

Quota buyout offer to owners (84/1b) and
tenant compensation offer ($4/1b) ($9.2
billion exposure with 100%
participation). Quola and price suppon
loan programs continue. [Sec. 411-4 14}

QOther USDA tabacco
artivities

All casts for exiension services, crop
insurance, loan program administration,
leaf grading and inspection, and alher
aclivities associated willl tobacco
production will be paid from Trust Fund
(tolaling about $2.5 billion). [Sec. 922]
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S :530"' ANDS 1492;

‘Tapic .

8 |4l4 (McCaln)

. S l492 (Kcnnedy)

Community &
Workler Econontic
Assisiance

Annual community econaraic
development grants for 25 years (tolaling

$8.3 billion). [Sec. 923]

Assistance for displaced industry workers
{(not more than $500 million). [Sec. 931}

Educalion grants for tebacca farm
families (about $1.4 billion). {Sec. 932]

Annual community economic
development grants for 3 years (totaling
$300 million). [Sec. 821]

Assistance for displaced industry workers
(not more than $500 million). {Sec. 816]

Education grants for fann families (abaut
$I 4 blllum) [Se:. 817]

Annual community economic
developinent grants for 6 years (totaling
$1.8 billion). [Sec. 431]

Immunity Provisions

Agricnlture sector immune to penalties
for lack of manufacturer compliance with
national settlement legistation. [Sec. 541]

Native Americans, State and Local Preemption, International Tobacco Control, Autitrusi Exemption, and Asbestos

Title X

Title IX

"Title 1

Native Americans .

Provides that the regquirements of this Act
relating to the manufacture, disiribution,
and sale of tobacco products apply on
tribal lands., Cousiders tribes as states for
the purposes of eligibility for public
health funding (see Title V). [Sec. 1002]

Provides tha the requirements of this Act
relaling to the manufacture, distribution,
and sale of 1ohacco products apply an
tribal lands. Considers tribes as states for
the purposes of this Act. Provides [HS '
with $200 million a year from Trust Fund |-
for Indian health programs (se¢ Title I). |
[Sec. 901

Preemption

Allows state and local governments to
impose any additional tohacco product
cantrol measures that are not inconsistent
with the provisions of this Acl. [Sec.

Allows state and local governments ko
impose any additional tobacca product
contro! measures that do not conflict with
the regulatory provisions in ﬂns AcL
[Sec 4OI|

Allows state and local povernments to
impose any additional tobacco product
controd measurcs that are nol inconsistent
with the provisions of this Acl. [Sec. 101,

International Tobacco
Contro!

1003}

204]

Antitrusi Exemption

Provides participating manufacturers
with limited exemption from federal and
" | state anbitrust kws. [Sec. 903




Topic . . | - - S14MMeCan) ] i

1414; 8. 1530, AND S. 1492)
';-3.1452(Ke||)|edy)
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Asbesdos C : SR ] Allocates $200 million per year lo pay
BRPCPSS : .| asbestoa claims of smokers. [Sec. 101]

* The Synar Amendment to the Public Health Service Act (42 U.S.C. 300x-26;45 C.FR. 96. 130 requires states to enforce their laws prohibiting the sale of tobacco
products ta individuals under age 18. States must corduct annual random, unannounced inspections of retail ontlets to ensure compliance with the law. Slates risk
losing federal substance abuse block grant funds for failure to comply. :



" TADLE 1h: COMPARISON OF TOBACCO SETT

- §: 1638 (Conrad

Repulation of Tobaeco |

ndustry, Tobaceo Products, and Produet Use

Titles 11, V[T and VII

Titles T, VIl and VIII

TillesLand Il

Marketing and
Advertising
Restrictions

-
]

Prohibits putdeor fobacco product
advertising; prohibits use of human oz
cartoon images in adverlising; prohibits
Internet advertising; restricts point-of-
sale advertising. (Sec. 726] Restricts use
of non-tobacco trade or brand names lor
tobacco products; limits advertising to
FDA-specified medsa; reslricts
glamorization of tabacce. (Sec. 727]
Restricts advertising in non-adult
facilities and publications to black-on- -
white forinat. [Sec. 72B] Prohibits non-
tobacco merchandise and brand-name
sponsorship. [Sec. 729]

Same provisions as S. 1638. [Sec. 726-
729]

Prohibits outdeor tubacco product
advertising; prohibils use ¢f huimnan or
cartoon images in advertising; prohibits
Tnternet advertising; resliricts point-of-
sale advertising. Restricts use of non-
tobacco trade or brand names for tobacco
products; limits advertising to FDA-
specified media; restricts glamorization
of tobacco. Resfricts advertising in non-
adult facdlilies and publicatiuns to black-
on-white format. Prohibits non-tobacco
merchandise and brand-name
sponsorship. [Sec. 101)

Warnings, Labeling
and Packaging

Requires new, explicit wamiag labels in
bold type. Preemots labeling by state and
local governments. [Scc. 205] Repeals
existing federal tobacco produs! labeling
laws. [Sec. 206] '

Same provisions as S. 1638. [Sec. 205-
206]

Requires new, explicit waming labels in
bold type. Exempts 1obacco product
exports from labzling requirements. [Sec.
{01] Supercedesfrepeals existing federal
tobacco product labeling Jaws. [Sec. 102]

Youth Access
Restrictions

Prohibits sales to minors; requires photo
D if under nge 27; requires face-to-face
transactions; bans vending machine and
self-service sales except in adult-only
facilities; pennits mail-order sales subject

to FDA review. [Sec. 202]

Same provisioas as S. 1638. [Sec. 202]

Prohibifs sales to minors; requires photo
ID if under age 27; requires face-to-face
transactions; bans vending machine and
self-service sales except in aduli-only
facilitics; permits mail-order sales subject
to FDA review. [Sec. 202}




S.(S. 1638, FLR. 3474, nd . 1648)

Topic.

S, 1638 (Conead)

. oo 51048 (Jeffords)

Licensing of Refailers

Mandaies state licensing of tebacco
retailers and stipulates penalties,
including license suspension and
revocation, for non-campliance. {Sec.
205)

Same provisions as S. 1638. Also allows
states to provide technologies to aid
relailers in verifying the age of
purchesers. [Sec. 203]

Mandates state licensing of tobacco
retailers and stipulates penalties,
including license suspension and
revocation, fur non-compliance. |Sec.
202]

Amendment of
Federal Foud, Drag,
and Cosmetic Acl:
Regulation of
Tobacen Product
Development and
Manufacturing

Amends Federal Foad, Drag, and
Cosmnetic Act as follows: Defines
niooline as a drug, and tobacco products
as devices, and gives FDA authority ta
regulate vabacco products as a drug, a
device, or both. Gives FDA authority to
regulate acoess to, and the advertising
and promotion of, tobacco products.
Exempts tobacco product regulation from
the general safety and efficacy standard if
it is achieves the hest public health result.
Permits FDA to issue regulations through
notice-and-comments rulemaking that
may include the reduction or elimination
of nicotige or other harmful coustituents.
Requires testing, reporting, and
disclosure of tdbacco smoke constituents.
Requires disclosure of smaounts of all
non-tobacco ingredients ih each brand.
Requires ingredients to be included on
the product label. Establishes DHHS
scientiftc advisory cammittee. [Sec. 201-
203]

Same provisions as S, 1638. [Sec. 201-
205)

Amends Federal Food, Drug, and
Cosmelic Act as follows: Creates new
FDA authority to regulate tobacco
products. Permits FDA to issue
regulations through notice-and-comments
rulemaking to reduce or eliminate
nicatine or other harmful constitueats,
subject to congressional review/approval.
Encourages tobacco companies to
develop and market reduced risk tabacco
products. Requires disclosure of
amounis of all nan-tobacco ingredients in
each brand. Requires ingredients to be
included an the produci labzl. Establishes
DHHS scientific advisory committee.
Authorizes assessment and collection of
$£100 million annually in fees to fund
FDA regulation. {Sec. 101]

Corporate Culture
and Compliance,
Lobhyists, and
Whistleblowers

Protects industry whistleblowers. [Sec.
802]

Same pravisions as S. 1618. [Sec. 802]




Reduction in Underage Tobacco Use

Title 111

Title 111

Title 1l

Underage Tobacco
Use Tarpgets

Mandales an annual survey to deterinine
the percentage of individuals under age
18 who used a 1obacco product in the
past 30 days, and the percentage who
used each brand in the past 30 days. [Szc.
302] Sets reduction targels for underage
use of cigarettes (by 40% in 5 years, 55%
in 7 years, and 67% in 10 years) and
smokeless tobacca products (by 25% in 5
years, 35% in 7 years, and 45% io 10
years). [Sec. 303]

Extends the survey requirements in S.
1638 10 include the percentage of each
cethnic gronp of individuals nader age 18
who used each brand in the past 30 days.
[Sec. 302] Sets the same reduction
targets for underage use of cigareftes and
smokeless tobacco products (by 40% in 5
years, 55% in 7 years, and 67% in 10
years). [Sec. 303]

Sets reduction targets for underage use of
cigarettes (by 30% in § years, 50% in 7
years, and 60% in 10 years) and
smokeless tobacco products (by 25% in 5
years, 35% in 7 years, and 45% in 10
years). [Sec. 202]

Industry Pennilie_s

Mandates industry-wide and
manufacturer-specific penalties (not tax-
deductible) if targets are not met.
Industry-wide penalty = $0.10 per unit
sold. Manufacturer-specilic penalty = up
to $0.40 per. unit sold by a manufacturer
whose products fail to meet the largets.
Penalties increase with repeated non-
compliance. [Sec.304] A manufacturer
may have its penalty reduced if it can
demonstrate that an arbitrary and
capricious survey overestimated youth
tobaceo use. [Sec. 306]

Mandates only manufactucer-specific
penalties (not (ax-deductible) if tarzets
are not met. For each manufacturer:
whose products fail co meet the largets,
the penalty = $0.02 per percenlage point
short of the target per unit sold. Penalties
increase with repeated non-compliance.
[Sec. 304) A mapufacturer may have its
penalty reduced if it can demonstrate thal
an arbitrary and capricivus survey
overestimated youth tobacco use. [Sec.
306]

Fines manufacturers up to $500 million
per percenlage point short of the farget
for underage use of cigarettes targets.
Allews manuFacturers to recover 75% of
the fine if they pursued alt reasonably
available measuses to reduce underage
tobacco use and did nothing to
undermine any provisions of the Act.
Provides industry with incentives to
excead reduction targets. [Sec. 202]
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4, and S, 1648)

S 1648 (Jeffords)

Environmental Tobacco Smoke

Title V

Title V

Title (1]

Smaking Restrictions
in Puhlic Facilities

Amends the Occupational Safety and
Health Act to restrict smoking in public
facilities (1.e., those enteted by 10 or
more persons al least | day a week) o
enclosed, separately ventilated,
designated smoking areas. Specifies that
employees may noi be required fo enter
smpking areas. Exempts small
reslaurants (other than fast food), bars,
private clubs, hotel guest rootns, casinos,
bingo parlors, tobacco autlets, and
prisons. Prohibits smoking in schools
and other facilities serving children, and
on public transportation. Allows state
and local governments to enact stricter
Jaws. [Sec. 501)

Same provisions as S. 1638 excep! that
there is no exemptian for small
restaurants. [Sec. 501}

Amends the Occupational Safety and
Health Act to require OSHA to issue
willun 12 months a final indoor air
quality regulation, which includes
smoking restrictions in industrial and
nonindustrial worksites. {Sec. 301]

Tobacco Trus{ Fund

Title 1

Tile [

Tile

Establishment of
Tobacco Trust Fand
and Annual lndustry
Payments

Establishes the Health Enbancement and
Lowered Tobacco Hazards for Young
Kids (HEALTHY Kids) Trast Fund.
Mandates initial indusiry payment of $15
billion (not tax-deductible). Mandates
annual assessments of each manufachirer
as follows: $0.50/pack in [irst year,
$1.00/pack in second year, and
$1.50/pack in third year and thereafter.
Begiuning in fourth year, payments
subject to inflation adjusimenis. Five-
year projected tatal = 382 billion.
Companies may nol use insurance
coverage to make payments. [Sec. 108,
102]

Establishes the Health Enhancement and
Lowerad Tobacco Hazards for Young
Kids (HEALTHY Kids) Trust Fund.
Mandates initial industry payment of $16
billion (not tax-deductible). Thereatter,
rmandales anouval, fax-deductible
payments inte Trust Fund for 25 years,
beginming at $24.33 billion and
increasing to more than $29 billion by
year 10. Arnual payments subject to
inflation adjustment. Five-year
projecied net total = $82 billion."
Companies may not use insurance
coverage lo make paymeiits. [Sec. 101,
102]

The Act assurmes the establishment of a
Tobacco Settlement Trust Fund under
separate legislation.




CRS-24

I . TABLE lb COMPAR]SON OF TOBACCO SE: LE

/LS (3. 1638, HR 3474, andS. 1648)

Tapic

S, 1638 (Conrad)

H.R 3474 (Fuzio)

S l648 (Jeffords)

Authorization of
Trust Fund
Expemditures

Autharizes annual expendilures from
Trust Fund (see below). {Sec. 101]

Authorizes anoual expendilures fram
Trust Fund (sce belaw). [Sec, 101]

Authorizes annual expenditures for 10
years from Tobacco Settlement Trust
Fnnd (see below). [Sec. 202)]

Distribution/Allocation of Trust Funds or Excise Tax Revenues

Title I

Tile [

Title I

State Reimbursement
(Medicaid)

Aliocates 14.5% annually ($12 hillion
over first S years) for reimbursement of
state and local Medicaid programs, based
an each slate’s share of total federal
Medicaid payments. [Sec. 111] Allocates
17% annually (514 billion over first 5
years) to states for child care programs.
[Sec. 131] Allocates 6% annnally (§5
billion over ficst 5 years) to states for
elementary schoal teachers. [Sec. 132}
Allocates 4% annuatly (33 billion over
first 5 years) to srates to expand
children’s bealth care coverage. [Sec.
133] -

Allacates 14.5% annually (312 billion
over firsl § years) for reimbursement of
state and local Medicaid programs, based
on each state’s share of tolal federal

Medicaid payments. [Sec. 111] Allocates | :

20% annually for the first 5 yeass (for a
total of $16.5 billion) and 17% annually
thereafter to states for child care
programs. [Szc. 131] Allocates 9%%
annually for the first 5 years (for a total
of §7.5 biltion) and 6%% annually
thereafier to states for elementary school
teachers. [Sec. 132] Allocates 4%
annually (53 billion over first 5 years) to
states to expand children’s health care
coverage. [Sec. 133]




———

T‘upic

: S. 1638 (Conrad)

H.R.3474 (Fazio)

S 1648 (Jel'fords)

Federal/State/Local
Programs and
Research

Allocates 15.5% annually ($13 billion
over first 5 years) for tobacco control
activities including: $300 million/yr far
FDA; $200 million/yr for Indian Health
Service; $200 million/yr for behavioral
research; $100 miltion/yr for
surveillance; $300 million/yr for schoal-
and community-based programs; $500
million/yr for connter advertising; $700
million/yr For oessalion programs; and
£60 million/yr for smakers' medical
costs. (Funding amounts are estimates
over first S years.) [Sec. 602, 603, 611,
621-626] Allocates 21% annually ($17
billion ever first 5 years) to NIH
research. [Sec. 121, 601] Allocates 12%
annually ($10 billion over first 5 years) lo
tobacco fanners and communities (see
Title IV). Allocates 4% annually ($3
billion aver first 5 years) to Medicare,
and 6% annually ($5 billioa over first 5
ycars) to Social Security; allocations
grow to 10% and 12%, respectively, after
10 years. {Sec. 101]

Allacates 15.5% aonually ($13 billion
over [irst 5 years) for tobacco control
activities including: $300 milliow/yr for
FDA; S200 million/yc for Indian Health
Service; $200 million/yr for beliaviaral
research; $100 million/yr fos
surveillance; $300 million/yr for scheol-
and community-based programs; $500
millianfyr for counter advertising; §700
millien/yr for cessation programs; and
$60 million/yr for smokers’ medical
costs. (Funding amounls are estimates
over [irst 5 years.) [Sec. 602, 6D3, 611,
621-626) Allocates 21% ennually (517
billion over first 5 years) to NIH
research. Requires that research be
conducted at minority institutions. [Sec.
121, 601] Allocates 12% annually ($10
bllhon over firsl 5 years) to tobacco
farmers and communities (see Title ['V).
Allocates 4% aonually (§3 billion over
first 5 years) to Medicare, and, beginaing
in year 6, 6% annually (85 billion over
first 5 years) to Social Security;
allocations grow to [0% and 12%,
respectively. [Sec. 101]

Requires CDC to allocate annually to -
states up to $440 million to promate stae
and commumity tobacco control
programs. Allocates annually to states up
te $1.5 billion for tobacco cessation
pragrams, including efforts to encourage

ealth plans and insurers to provide
coverage for cessation freatment.
Mandates an Institute of Medicine report
ta provide recoramendations for tobacco-
related research. Creates interagency
National Tobaceo Task Force to address
tubacca-related research priorities.
Allocates up to $145 million annually lo
CDC far tobacco-related surveillance,
epidemiulogy, and prevention. Allocates
$2.5 billion annually to NTH for tobaccu-
related research. Allocates $500 million
anoually for counter advertising. [Sec.
202]
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Topic

51638 (Conrad)-

13”'8 HR 3474, ﬁfnds 1649)
S, 1648 (Jefords)

Consent Decrees, National Protaco, Non-Participating Manufacturers, Attorneys’ Fees, and State Enforcement of Youth Access Laws

Titlz VII

Titte VII

Consent Decrees and
National Protocol

Requires manufacturers and states 1o
enter into consent decrees that include
meany of the provisions afthis Act. [Sec.
711) Within 90 days of enactment,
requires each manufactucer to enter into a
legally binding and enforceable contract
(the National Tobacca Control Protocol)
with the U.S. Attorney General and the
Attorney General of each state. The
Protocel embodies the advertising and
promotion restrictions in the June 20,
1997, proposed settlement (described - -
earlier in table). [Sec. 721, 725-729]

Same provisions as S. 1638. (See. 721,
725-729]

Non-l‘articipalldg
Manufacturers

Attorneys’ Fees

Establishes p 7-person arbitration panel
to determine and award attorneys” fees
and expenses, subject to the American
Bar Association's ethical guidelines.
[Sec. 702]

Same provisions as S. 1638. [Sec. 702]
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S-1638 HR 34'74 andS ]648)

Topic. .

X lG]&(Conrad)

e S, 1648 (Jeﬂ'ords)

State Enforcement of
Youth Access Laws

Requires stafes to restrict access of
minors to tobaceo products, through
licensing, compliance checks, and
enforcement. States musi meet
compliance farget of 95% within 3 years.
Established penalties for retailers, their
employees, and minors for sales 1o
minors. [Sec. 205]

Same provisions as S. 1638, [Sec. 205]

Requires states to enact a law consistent
with the provisions of a model state law
described in the Act, or risk losing
funding provided by this section. Grants
CDC enforcement autharity. States must
meet compliance target of 90%. Model
state {aw includes retailer licensing, state
inspections and enforcement, fines for
retailers, their employees, and minors for
sales to minoss. Allncates $65 million
annually ta states from the Trust Fund.
[Sec. 202]

Civil Liability

Title YH

Tide VI

Lega! Immunity,

Settles state lawsuits and prohibits state
and local lucal governments from future
action against the industry based on ifs
past conduct. States that elect not 1o
receive any funds ever from the Trust
Fund may continue with their Jawsuits.

" Prohibits federal lawsuits for past actions

by the induswry. [Sec. 701]

Same provisions as S. 1638. [Sec. 701]
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TOBACCO SETTLEMENT BILLS (5, 1638,
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@elfords) - .,

5164

Industry Document Disclosure

Title 11

Title IT

Tittz |

National Tebacco
Docoment Depository

Reguires industry to submit to DHHS
Sécretary all health-related decuments.
Secretary will make them available tothe
public. Public health considerations
ovemide privileged documents. [Sec.
205]

Same provisians as S. 1638. [Sec. 205]

Requires industry to submit to DHHS all
healili-related research docunents.
Secretary will determine whelher
privileged infarmatiou be exempt from
disclasure. (Sec. 101]

’ Agricultore and Rural Community Adjustment

Title 1V

Title 1V

Funding

Establislies Tobacco Transition Trusl
Fund to receive payments from
HEALTHY Kids Trust Fund: $10 billion
over first 5 years, then gradually phased
out over 25 years. Requires Congress (o
enact legislation by Jan. 1, 2000,
authorizing use of funds for assisting
tobacco farmets and their communities.
(Sec. 101, 401]

Establishes Tobacco Transitian Trust
Fund to receive payments from
HEALTHY Kids Trust Fund: $21 billion
over first 10 years, then gradually phased
out over 25 vears. Requires Congress to
enact legislation by Jan. 1, 2000,
authorizing use of funds for assisting
tobacco farmers and their communities.
(Sec. 101, 402] Requires that cigarette
manufaclurers purchase a certain amount
of tobacco grown in the United States.
{Sec. 401]

Farmer campensation

Other USDA (obacco
activilies

Community &
Worker Economic
Assistance

Im munity Pravisians
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5?38 H R 3474 andS 1648)

Topic

TABLE lb COMPARISON OF TOBACCO SD’I'I‘LEMEN’f BILLS (S, 1

| S 1638 (Conrnd)_ :

S 16-18 (Jc ffords)

Native Americans, State and Local Preempfion, International Tob

acco Cantrol, Autitrust Exempiion, and Asbestos

Titles VI and (X

Titles VIN, IX and X

Title 1

Native Americans

Applies provisions of the Act to [ndian
lands (exempts religious or ceremonial
use of tobacco). Tribes that manufacture
tobacco products are subjecl to the same
annual assessments as the tobacco
companies. Provides the [HS with §200
millionfyr for Indian health pragrams.
[Sec. 901}

Same provisions as S. 1638. [Sec. 901]

h v
Preemption ! Allows slate and local governments to Same provisions as S. 1638. [Sec. 804) Allows state and Tacal governments lo
impose and enforce additional measures impose and enforce additional measures
to further the purposes of this Act [Sec. to further the purposes of this Acl. {Sec.

804}

101]

International Tobacen
Control

Creates non-prolit corporation and
provides funds for intemational fobacco
control programs. [Sec. 624] Prohibils
use of federpl funds to promote U.S.
lobacco exports or 1o seek to remove
notdiscriminatory reswrictions on tobacco
products by foreign countries. {Sec. 801]
Ptohibits U.S. emplayees of tebacco,
companies from marketing to children
overseas. - Requires tobacco product
exports to carry warning Jabels. [Sec.
803]

Same provisions as S. 1638. [Sec. 624,
801, 803]

Antitrust Exemption

Asbestos

Establishes the Tobacco Asbestos Trust

.| Fund. Transfers up to 83 billion/yr of the
| annual indnstry payment to the Trust
| Fund. Total amount transferred aver |5

years = $20 billion. Requires fimds to be
used e pay asbestos claims of smokers.

| (Sec. 1001-10D5]
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* The projected S-year total is based on Depl. Treaswsy estimates and excludes meney transfemred to the asbestos trust fund and money withheld in lieu of taxes. Note
that the annual industry payroents are tax-deductible. .
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APPENDIX

~ SUMMARY OF PROPOSED TOBACCO SETTLEMENT (June 20, 1997)

Tobacco Industry Reformation

Marketing and Advertising

Warnings, Labeling and Packaging

Incorporates the following provisions of the FDA rule: (i) Prohibits use of non-tobacco brand nzames for tobacco
products unless such names were in existence as of 1/1/95 (897.16(a)); (ii) Restricts tobacco product advertising to
FDA -specificd media (897.30(a)); (iii) Restricts pennissible tobacco product advertising to black text on a white
Lackground except for advertising in aduli-only facilities and adult publications (897.32 (a-b)); (iv) Requires
advedisements to include FDA-mandated statement, “Nicoline-Delivery Device for Persons 18 and Otder"
(897.32(c)}); (v) Bans sale and distribution of non-tobacco items, services, and gifts, and brand-name sponsorship of
sporting and other cultural events (897.34(a-c)).

Modifics and extends the FDA rule as foliows: (i} Bans all outdoor tabacco product advertising and all brand-name
advertising directed outside from a retail store (modifies 897.30(a-b)); (ii) Bans the use of human and cartoon images
in tabacce advertising and packaging; (iii) Prohibits tobacco product advertisiug ou the Interwet unless designed ta be
inaccessible from the United Staies; (iv) Prohibits payments to glamorize tobacco use in media appealing (o minors;
(v) Prohihits payments for tobacco product placement in movies, TV prograins, and video games; (vi) Establishes
additional restrictions on point-of-safe adverlising (e.g., repulates number of permissible advertisements),

Amends the Federal Cigarette Labeling and Advertising Act (15 U.S.C. 133} ef seq.) and the Camprehensive
Smakeless Tobacco Health Education Act (13 US.C. 440] ef req.) to require new wacning labels on tobacco product
packages and cartons, and on all tobacco advertisements. For cigarettes, the wamings would be in bold type and
occupy 25% ol the front of the package.* Requires packages to include FDA-mandated statement, "Nicotine-Delivery
Device (or Persons 18 and Older* (897.25).

Transfers fram Ihe Federal Trade Commission (FTC) te FDA the authority to measure and report lar, nicotine, and
carbon monoxide levels in tobacco smoke, and the authorily to require disclosure of such infarmation on labels and
advertising.
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'SUMMARY OF PROPOSED TOBACCO SETTLEMENT (June 20, 1997)

Restrictions on Access (0 Tobacco
Products

Licensing of Retail Sales

-

‘

Tobacco Product Developinent and

Manufacturing .

Incoiporates the following provisions of the FDA rule: (i) Sets a minimum age of | § o purchase lobacco products
and requires retailers 1o check photo 1D of anyone under age 27 (897. 14(a-b)); (ii) Requires facc-lo-face transactions
for all tobacco sales, bans sale of individual cigarettes, and requires retailers to remove all displeys and advertising
that do nct comply with this regulation (897.14(c-¢)); (ifi) Establishes 8 minimum package sizc of 20 cigarettes and
bans lhe sampling of tobacco products (897.16(b)(d)); (iv) Bans self-service displays excepi in adult-only facilities
(897.16(c)).

Modifies and extends the FDA rule as follows: (i) Bans all vending machine sales; (ii) Permifs mail-order sales,
subject to proof of age and FDA review (modifies 397.16(c)}; (iii) Mandates that tobacco products be placed out of
reach of the customers (i.e., behind counter ar under lock and key), exoept in adult-only Ffacilities.

Mandates minimum federal standacds for licensing tobacco product retailers. Retailers would face fines for selling
tobacco without a license of at Jeast $1,000 per violation. Lioensed retailers who sell to minors would face fines
slarting at $500 and rising to $25,000 for repeated violations. Retailers canght selling to miners 10 times within any
two-year period could lose their Jicense. Licensing fzes would cover the administralive costs of issuing state licenses.

Recogaizes explicitly FDA's authority to regulate tobacco products. Classifies tobacco products as Class I devices*
undes the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 360c) and permits FDA to requite the modification of
tobacco products in accardance with Performance Srandands:

(i) For at least 12 years following enactment of the settlement, FDA would be permilted (o adopt Performance
Standards o reduce nicotine yields and eliminate other harmful tohacco product ingredients, provided that the
madificetion significantly reduces health risks, is technologically feasibie, and does not create a black markel for
unmodified products. FDA must shaw "substantial evidence” for any such modilication in a formal rulemaking
subject to the Administrative Procedure Act, with the right of judicial review.® Any such action would also be subject
to congressional review under the Regulatory Reform Act of 1996.°

(ii) ARer the initial 12-year period, FDA would be permitted to adopt Performance Standards to eliminate unicotine,
provided that the modification mceets the same criteria listed in item (i). FDA must base any such modification on a
"preponderance of evidence” pursuant to a Part 12 hearing, or notice and comunent rulemaking, with the righnt of
judicial review.* Any such action would be phased in after a two-year pariod to allow for congressional review under
the Regulatory Reform Act of 1996.

(iii) Requires IFDA approval of al! health claims for tobacco products. Perraits FDA (o mandale (he introduction of
Jess hazardous tobaoco praducts that are lechnologically feasible.! Any such action would require a farmal ruke-
making subject to the Administmalive Procedre Act, with llie right of judicial review. Requires FDA 1o establish a
scientific advisory commiilee (o study issuies related to the regulatian of nicotine and other healili and salety tssues.
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SUMMARY OF PROPOSED TOBA

Goad Manufacturing Practice

Industry Decumenls

Non-Tobacco Ingredients

-

Corporate Culture and Compliance

Subjects tobacco campanies 10 goold manufacturing practice standards comparable to these applicable to other FDA-
regulaled industries (see 820.1(e}(D).

Establishes a public depositery of industry documents related to smoking and healih, addiction or nicotine
dependency, safer or less bazardons cigarettes, and underage tobacco use and marketing. The depository would not
include documents that are determined by the industry to bz “privileged against disclosure,” but would instead include
a detailed, descriptive Jog of such privileged documents. Establishes a threc-judge federal arbitration panel to setile
disputes over making privileged documents public.

Supersedes the current federal ingredient law by requiring manufacturers to disclose annually to FDA on a "strictly
confidential” basis the amounts of all non-tobacco ingredients added co each brand.® Requires manufacturers te
disclose ingredients information to the public in a manner comparable 1o current federal requirements for food
products. Manufacturers must submit safety testing resulis for each non-tobacco ingredient within live years, and
Jemonsirale that there is a Teasonable cerfainty that the ingredient is not hannful under the intended conditions of use.
FDA would have 90 days 1o review each safety assessment. '

Includes requirements to ensure that the industry complies with both the letter and spicit of the settlement, including
the establisbment of internal procedures to promote compliance with laws bairing tobacco sales to minors. Provides
»whistleblowers” in the tobacco industry with protection. Reguires tobacco lobbyists lo agree in writing ta comply
with all the provisions of the settlement, and nat suppari or oppose any state or federal legislation without the
manufacturer’s authorization. Disbands the Tobacco Institute and the Courcil for Tobacco Research.”

Grants tobacco companies immunity from federal and slate antitrust laws thereby allowing them to confer and act in
concert to meet the requirements of the settlement (e.g., raising prices ta cover annual paymernits).

1I. Leok-Back Provisions, State Enforcement
Incentives

ats targets for reduction in underage cigarette use. The industry would face fines of vp 1o $2 billion per year if
underage cigarette use does nol decline by 30% in five years, 50% in seven years, and 60% in 10 years, or underage
use of smakeless (obacco products does not decline by 25% in five years, 15% in seven years, and 95% in L0 years.
Allows the industry to petition FDA ta recover 75% of the finc iF it can eskablish that it pursved all "reasonably
available measures” ta reduce youth smoking and did nothing to undennine the settlement poals.

Reruires states to undertake signiticant enlorcement steps ta reduce the incidence af underage tobacco use, which go
beyand the pravisioas of the Synar Amendment (42 U.S.C. 300x-26; 45 C.F.R. 96.110). Staces must matinzain a
specific level uf enforcement activity or risk losing health care finds (see Title VI1).
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. SUMMARY OF PROPOSED TOBACCO SETTLEMENT (June 24, 1997)

Title

. _.Provisions

Penalties, Consent Decrees, Non-
Participating Tobacco Companies

Raquires manufacturers and states to enter into legally enforceable consent decrees thal include many of the
provisians of the settlement. Violalions of the proposed seltlemeni's requirements would cary civil and criminal
penalties based upon the penalty provisions of the Food, Drug and Cosmetic Act and the provisions of the United
States criminal code. In addition, the industry would face civil penaities of up to $10 million for each violation of the
requirements 1o disclose informaiion abont non-tobaceo ingredients and the health effects of tobacco producis. Non-
participating tobacco companies would be suhject to all the regulations outlined in Title I of the seitlement, but would
reczive none of 1he civil liability proteciion outlined in Title VII1. Requires non-participating companies to make
annual payments into an escrow fund earmarked for potentizl liability claims against the companies.

.

Environmental Tobacéo Smoke

Restricts smoking in public facilities (i.e., any building entered by 10 or more individuals at least one day a week) to
separately ventilated locations. Ensures that no employee may be required involuntasily to enter a smoking nrea.
Exempis restaurants (ather thau fast food restaurants) and bars, privale clubs, hotel guest rooms, casinos, bingo
parlors, tobacco merchanis and prisons.! Allows state and local govemments to enack stricter laws.

Y.

Socope anci EfTect

The settlement includes all tobacco products sold in U.S. commerce, and also covers imports and U S. duty free
items. Preserves the legal autharity of state and local govemnmenis to regulate further the sale and distribution of
tobacca products. Retains the fiscal authority over lobacco products of the Bureau of Alcobol, Tobaceo and
Fircarms, and the existing anthority of the FTC, except for tar, nicotive and carbon monoxide festing (see Title I, sec.
B).

YL

Programs ahd Funding

Mandates annual industry payments in perpetuity 1o reimburse stales for Medicaid outlays for smoking-related
illnesses,* pay damages to setile individual lawsuits (see Title VII1), provide funds for public health programs and
research, and to cover the costs of implemeiting and enforcing the proprams and 1egulations owthined in ithe
settlement (see Tille VII).

The industry would pay an up-front sum of $10 billion, and annual paymnents beginning a1 $8.5 billion in the first
year, increasing to $15 billien in the fiRh year of the settlement. The annual payments would remain at $135 billion
per year thereafler. The annual payments would be subject to adjustinent for inflalion, and would be deemed an
ordipary and necessary business expense and, therefore, tax dsductilile. Companies would raise prices on lobacco
praducts to cover the cost of the annual payments” The annual payrents would also be subjecl to a sales-volume
adjustment. If adufl consumption decreases, annual payments wonkl be neduced propartionately. It (otal
consumption increases, annual payment would be increased proportionately.

Total estimated payments over 1he first 25 years = S368.5 billion (in 1998 dollars)”
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* SUMMARY OF PROPOSED TOBACCO.SETTLEMENT (June 20, 1997)

Tnﬂe

" Provisions

VII. Distribution of Annual Payments

Recormmends distribution of aniual payments as follows: (i) Unrestricted funds to statzs 1otaling $8 billion/yr by the
sixth year (allecated according to a formula) to seimburse Ibeir Medicaid programs; (ii) Funding for tobacco cessation
programs {totating $1.5 billion‘yr by the sixih year); (iii) Funding for a public health trust to pay for hiomedical and
behavioral tobacco-related research (payments into trust total $25 billion over the first § years); (iv) Funding for
tobacco control programs (totaling $1.5 billiow/yr Ly the fourth year), which includs counter advertising ($0.5
billion/yr), FDA regulation, local community programs, research on reducing tobacco use, and also conipensalion for
spurting and cultural events that Jose tobaccn industry sponsorship.

Provides up to $4 billion‘yr to pay demages in individual lawsuils (see Title VI). Unused funds woulkl be allocated
for ather tobacco-related activities and programs by a presidential commission .

V1. Civil Liability

Provides the participaling comnpanics with protection from civil liability by leeislatively seuling the siate attomeys
generals' and class-action lawsnits. Prohibits future class-action lawsuits. Preserves the rights of individuals 10 sue
tobacco companies for past or future conduct. lndividual lawsuils arising from past conduct could claim only
compensalory damages, whereas individual lawsuits arising fram future conduct could claim both compensatory and
puoitive damages. Defines permissible parties Ihat can act as plaintiffs und defendants in such lawsuits. Limifs the
total damages paid by the indusiry in any one year to 33% af the annual inmdustry base payment? Allows indusiry to
deduct 80% of its Liability costs each year from the annual payment.

IX. DBoard Approval

The terms of the setthement are subject to approval by the Boards of Directors of the participating tobacco companies.

T

' The nine warnings on cigarettes packs include:
tobacco products include:

"WARNING: Cigarettes are addictive” and "WARNING: Cigareties cause cancer.” The four warnings on smokeless

"WARNING: Smokeless tobacco is addictive” and “WARNING: This product can cause month cancer.” The wamings would appear in

Canadian format (i.c., atiemating black text on a white backgrownd and white text an a black background). They would be introduced concurrently on all tobacca
product packages and cartons, and rofated quarterly on all advertisements. The setilement preserves the preemptive language in both the Fedzral Cigarelte Labzling
and Advertising Act and the Comprehensive Smakeless Tobacca Health Education Act, which prevents stale and local povernments from requiring additional health

warnings on tabacco products.

b Class I medical devices (e.g., syringes,

hearing aids, and powered wheelchairs) are those for which FDA requires special controls to assure safety and cflectiveness.

These cantrals may include special labeling requirements, mandatory pesformance standards, and postmarket surveillance.

“ Most regulativns are issued informally under the noticz-and-comment procedure established hy the Administrative Procedure Act (APA; 5 U.S.C. 351 ef seq.). The
agency puiblishes a notice of proposed rulemaking in the Federal Repister, permits intercsted persons to submit comments, and incorporales in the tinal rule a concise
statement of the rule’s basis and purpose. These regulations are yeviewed under he "arbitrary, capricious, abuse of discretion” standard. Under this standard, a
reviewing court would uphold an agency's action if it is ralional, based on a coasideration of Ik relevarit factors, and within the scape of the aulkority designated
to the agency by Congress. The seitlement, however, would require FDA to underiake a formal rulemaking subject to the APA. “This would invulve trial-ty pe hearings
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at which parties present evidence and conduct cross examinations. Furihermore, the "substantial evidence™ standard required by the settlement may be more stringent
than the "arbitrary, capricions, abuse of discretion" standard employed in informal rulemaking.

¢ This presumably refers to the Small Business Regulatory Fairness Enforoement Act of 1996 (P.L. 104-121), under which Congress has 60 session days to block

aregulation by passing a juint resolution of disapproval. This procedure may be applizd lo any rule that results in an annual etfect on the economy of af least $100
million. .

¢ A Par |2 hearing refets to a formal evidzntiary public hearing under FDA regulations (21 C.E.R. 12), involving presentalion of evidence, cross examination, and
other trial-type procedures. Requiring that an agency base its action on a “preponderance of evidence” is, according lo some analysis, extremely unusual.

"The term "less hazandous tobacco products® refers to innovative products such as smokeless cigarettes, as opposed to chemically modified existing products.

€ Under current law, the industry is required (o provide annually to the Secretary of Health and Human Services a list of all the additives used in the manufacture of
tobaoco praducts. The Secretary is granted no authority to regulate additives that are suspected of being hazardous.

A The Tobacco Institute is the industry's Washington DC-based lobbying arganization, and (he Council for Tobacco Research provides industry funds for biomedical
research.

" The Synar Amendment to the Public Health Service Act requires states to enforce their laws prohibiting the sale of tobacco products to individuals under age 13.
States must conduct 2nnual random, unannounced inspections of retail outlets ta ensure compliance with the law. States risk losing federal substance abuse hlock
grant funds for failure to camply. Under the settlement, a stale would lose up 1o 20% of its Medicaid reimbursement funds (see Title V1) if after 10 years its

enforcement program failed to reach a 90% compliance rate.

i On March 25, 1994, the Occupational Safety and Health Organization (OSHA) proposed aa indoor air quality regnlation thal would restrict smoking to separately

ventitated, designated smoking rooms. The smoking restriction would apply 10 afl industrial and non-industrial buildings under OSHA's jurisdiction, including
restanrants and bars. :

k The seltlement negotiators intend that funding provided 1o the sfates wonld be sufficien) to exlend health insurance to uninsured children.

' Arithmegically, am increase of 62 cents per pack would raise $15 billiou in additional reventie, based on {1996) cigaretic sales of 24.165 billien packs. However,

this estimate does nof lake into accouni any wholesale or retail price mark-up.

™ This 25-year total includes $60 billion in lieu of punitive damages for the tabacco industry's past conduct.

" By the ninth year, the total annual damages paid by the industry is capped al 35 billion per year.



