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with certain authority to regulate tobacco products.

IN THE HOUSE OF REPRESENTATIVES

Mr. WaxmaN introduced the following bill; which was referred to the
Committeeon EE R RRRRERERENIN

A BILL

protect the public health by providing the Food and
Drug Administration with certain authority to regulate
tobacco products.

Be it enacted by the Senate and House of Representa-
tives of the United States of America in Congress assembled,
SECTION 1. SHORT TITLE; TABLE OF CONTENTS.

(@) SHORT TITLE.—This Act may be cited as the
“Family Smoking Prevention and Tobacco Control Act”.

(b) TABLE oF CONTENTS.—The table of contents of
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Sec. 3. Purpose.
Sec. 4. Scope and effect.
Sec. 5. Severability.

TITLE I—AUTHORITY OF THE FOOD AND DRUG
ADMINISTRATION

Sec. 101. Amendment of Federal food, drug, and Cosmetic Act.
Sec. 102. Final rule.
Sec. 103. Conforming and other amendments to general provisions.

TITLE II—TOBACCO PRODUCT WARNINGS; CONSTITUENT AND
SMOKE CONSTITUENT DISCLOSURE

Sec. 201. Cigarette label and advertising warnings.

Sec. 202. Authority to revise cigarette warning label statements.

Sec. 203. State regulation of cigarette advertising and promotion.

Sec. 204. Smokeless Tobacco labels and advertising warnings.

Sec. 205. Authority to revise Smokeless Tobacco product warning label state-
ments.

Sec. 206. Tar, Nicotine, and other smoke constituent disclosure to the public.

TITLE 11I—PREVENTION OF ILLICIT TRADE IN TOBACCO
PRODUCTS

Sec. 301. Labeling, recordkeeping, records inspection.
Sec. 302. Study and report.
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(10) The sale, distribution, marketing, adver-

tising, and use of tobacco products are activities in
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5
(14) Reducing the use of tobacco by minors by

50 percent would prevent well over 10,000,000 of to-
day’s children from becoming regular, daily smokers,
saving over 3,000,000 of them from premature
death due to tobacco induced disease. Such a reduc-
tion in youth smoking would also result in approxi-
mately $75,000,000,000 in savings attributable to
reduced health care costs.

(15) Advertising, marketing, and promotion of
tobacco products have been especially directed to at-
tract young persons to use tobacco products and
these efforts have resulted in increased use of such
products by youth. Past efforts to oversee these ac-
tivities have not been successful in adequately pre-
venting such increased use.

(16) In 2003, the cigarette manufacturers
spent more than $15,000,000,000 to attract new
users, retain current users, increase current con-
sumption, and generate favorable long-term atti-
tudes toward smoking and tobacco use.

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

(18) Tobacco product advertising is regularly

seen by persons under the age of 18, and persons

(36054820)
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1 under the age of 18 are regularly exposed to tobacco
2 product promotional efforts.

3 (19) Through advertisements during and spon-
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while they are minors and become addicted to the
nicotine in those products before reaching the age of
18. Tobacco advertising and promotion plays a cru-
cial role in the decision of these minors to begin
using tobacco products. Less restrictive and less
comprehensive approaches have not and will not be
effective in reducing the problems addressed by such
regulations. The reasonable restrictions on the ad-
vertising and promotion of tobacco products con-
tained in such regulations will lead to a significant
decrease in the number of minors using and becom-
ing addicted to those products.

(832) The regulations described in paragraph
(30) impose no more extensive restrictions on com-
munication by tobacco manufacturers and sellers
than are necessary to reduce the number of children
and adolescents who use cigarettes and smokeless to-
bacco and to prevent the life-threatening health con-
sequences associated with tobacco use. Such regula-
tions are narrowly tailored to restrict those adver-
tising and promotional practices which are most like-

ly to be seen or heard by youth and most likely to
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vey information about their products to adult con-

SUMErs.
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(87) Unless tobacco products that purport to

reduce the risks to the public of tobacco use actually
reduce such risks, those products can cause substan-
tial harm to the public health to the extent that the
individuals, who would otherwise not consume to-
bacco products or would consume such products less,
use tobacco products purporting to reduce risk.
Those who use products sold or distributed as modi-
fied risk products that do not in fact reduce risk,
rather than quitting or reducing their use of tobacco
products, have a substantially increased likelihood of
suffering disability and premature death. The costs
to society of the widespread use of products sold or

distributed as modified risk products that do not in

fact reduce risk or that increase risk include thouF5 1 Tf-3.2143 Ovc.1
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smoking entirely and thereby lead to disease and
death.

(39) Recent studies have demonstrated that
there has been no reduction in risk on a population-
wide basis from ““low tar”” and “light” cigarettes and
such products may actually increase the risk of to-
bacco use.

(40) The dangers of products sold or distrib-
uted as modified risk tobacco products that do not
in fact reduce risk are so high that there is a com-
pelling governmental interest in insuring that state-
ments about modified risk tobacco products are com-
plete, accurate, and relate to the overall disease risk
of the product.

(41) As the Federal Trade Commission has
found, consumers have misinterpreted advertise-
ments in which one product is claimed to be less
harmful than a comparable product, even in the
presence of disclosures and advisories intended to
provide clarification.

(42) Permitting manufacturers to make unsub-
stantiated statements concerning modified risk to-
bacco products, whether express or implied, even if
accompanied by disclaimers would be detrimental to

the public health.
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(43) The only way to effectively protect the

public health from the dangers of unsubstantiated
modified risk tobacco products is to empower the
Food and Drug Administration to require that prod-
ucts that tobacco manufacturers sold or distributed
for risk reduction be approved in advance of mar-
keting, and to require that the evidence relied on to
support approval of these products is rigorous.

3. PURPOSE.

The purposes of this Act are—

(1) to provide authority to the Food and Drug
Administration to regulate tobacco products under
the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 301 et seq.), by recognizing it as the primary
Federal regulatory authority with respect to the
manufacture, marketing, and distribution of tobacco
products;

(2) to ensure that the Food and Drug Adminis-

tration has the authority to address issues of par-

ticular concern to public health official 1 Tf-3.71val ofg0 Tf5dj/eq.(spe
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other person or circumstance shall not be affected and
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which relates to production, shipment, receipt, pos-
session, distribution, sale, or purchase of tobacco
products including any practice or conduct intended
to facilitate such activity.

“(9) INDIAN TRIBE.—The term ‘Indian tribe’
has the meaning given such term in section 4(e) of
the Indian Self Determination and Education Assist-
ance Act.

“(10) LiTTLE CIGAR.—The term ‘little cigar’
has the meaning given that term by section 3(7) of
the Federal Cigarette Labeling and Advertising Act.

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

“(12) PACKAGE.—The term ‘package’ means a
pack, box, carton, or container of any kind or, if no
other container, any wrapping (including cello-
phane), in which a tobacco product is offered for
sale, sold, or otherwise distributed to consumers.

“(13) RETAILER.—The term ‘retailer’ means
any person who sells tobacco products to individuals
for personal consumption, or who operates a facility
where self-service displays of tobacco products are

permitted.

(36054820)
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“(14) ROLL-YOUR-OWN TOBACCO.—The term
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Mariana lIslands, and any other trust territory or
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“SEC. 902. ADULTERATED TOBACCO PRODUCTS.

“A tobacco product shall be deemed to be adulterated

“(1) it consists in whole or in part of any filthy,
putrid, or decomposed substance, or is otherwise
contaminated by any added poisonous or added dele-
terious substance that may render the product inju-
rious to health;

“(2) it has been prepared, packed, or held
under insanitary conditions whereby it may have
been contaminated with filth, or whereby it may
have been rendered injurious to health;

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

“(4) it is, or purports to be or is represented
as, a tobacco product which is subject to a tobacco
product standard established under section 907 un-
less such tobacco product is in all respects in con-
formity with such standard,;

“(5)(A) it is required by section 910(a) to have
premarket approval and does not have an approved
application in effect; or

“(B) it is in violation of the order approving

such an application;

(36054820)
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“(6) if it was manufactured, prepared, propa-
gated, compounded, or processed in any State in an
establishment not duly registered under section
905(b), 905(c), 905(d), or 905(h), if it was not in-
cluded in a list required by section 905(i), if a notice
or other information respecting it was not provided

as required by such section or section 905(j), or if
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“(1) A listing of all ingredients, including to-
bacco, substances, compounds, and additives that
are, as of such date, added by the manufacturer to
the tobacco, paper, filter, or other part of each to-
bacco product by brand and by quantity in each

brand and subbrand.
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1 gress a report on the results of such research, to-
2 gether with recommendations on whether such publi-

3TN FTaTiBr2 $hB8al837d Tepdinued or modified.
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“(2) NAME.—The term ‘name’ shall include in
the case of a partnership the name of each partner
and, in the case of a corporation, the name of each
corporate officer and director, and the State of in-
corporation.

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

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

“(d) REGISTRATION OF ADDED ESTABLISHMENTS.—
Every person required to register under subsection (b) or
(c) shall immediately register with the Secretary any addi-
tional establishment which that person owns or operates

in any State and in which that person begins the manufac-
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gaged in the manufacture, preparation, compounding, or
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1 paragraph (2) before such time of registration. Such
2 list shall be prepared in such form and manner as
3 the Secretary may prescribe and shall be accom-
4 panied by—

5 “(A) in the case of a tobacco product con-
6 tained in the applicable list with respect to
7 which a tobacco product standard has been es-
8 tablished under section 907 or which is subject
9 to section 910, a reference to the authority for
10 the marketing of such tobacco product and a
11 copy of all labeling for such tobacco product;
12 “(B) in the case of any other tobacco prod-
13 uct contained in an applicable list, a copy of all
14 consumer information and other labeling for
15 such tobacco product, a representative sampling
16 of advertisements for such tobacco product,

gh TAPEDADIad5THF1 TDOand, upbn requedid®ade by thme Secretary&ks8 1 rr2ll &
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retary requests such a statement with respect

to that particular tobacco product.

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

“(A) A list of each tobacco product intro-

duced by the registrant for commercial distribu-
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tribution of a tobacco product intended for human
use that was not commercially marketed (other than
for test marketing) in the United States as of June
1, 2003, shall, at least 90 days prior to making such
introduction or delivery, report to the Secretary (in
such form and manner as the Secretary shall pre-
scribe)—

“(A) the basis for such person’s determina-

tion that the tobacco product is substantially
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1 “SEC. 906. GENERAL PROVISIONS RESPECTING CONTROL

OF TOBACCO PRODUCTS.
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“(2) the period within which interested persons
may present their comments on the notice or find-
ings (including the need therefore) orally or in writ-
ing, which period shall be at least 60 days but may
not exceed 90 days unless the time is extended by

the Secretary by a notice published in the Federal
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1 such regulation would be appropriate for the protec-
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under subsection (a) as the Secretary may in such
regulation prescribe.
“(3) LIMITATIONS.—
“(A) IN GENERAL.—NO restrictions under
paragraph (1) may—
“(i) prohibit the sale of any tobacco
product in face-to-face transactions by a
specific category of retail outlets; or
“(i1) establish a minimum age of sale
of tobacco products to any person older
than 18 years of age.
“(B) MAaTcHBOOKS.—For purposes of any

regulations issued by the Secretary, matchbooks

of conventional size containing notégrkhl Tf-7.2143 0 Tt s[e 0 1
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Tobacco Products Scientific Advisory Com-
mittee an opportunity to submit rec-
ommendations with respect to the regula-
tion proposed to be promulgated;

“(i1) before promulgating any regula-
tion under subparagraph (A), afford oppor-
tunity for an oral hearing;

“(ii1) provide the Tobacco Products
Scientific Advisory Committee a reasonable
time to make its recommendation with re-
spect to proposed regulations under sub-
paragraph (A); and

“(iv) in establishing the effective date
of a regulation promulgated under this
subsection, take into account the dif-
ferences in the manner in which the dif-
ferent types of tobacco products have his-
torically been produced, the financial re-
sources of the different tobacco product
manufacturers, and the state of their exist-
ing manufacturing facilities, and shall pro-
vide for a reasonable period of time for
such manufacturers to conform to good

manufacturing practices.

“(2) EXEMPTIONS; VARIANCES.—

(36054820)
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“(A) PeTITION.—ANY person subject to
any requirement prescribed under paragraph
(1) may petition the Secretary for a permanent
or temporary exemption or variance from such
requirement. Such a petition shall be submitted
to the Secretary in such form and manner as
the Secretary shall prescribe and shall—

“(i) in the case of a petition for an ex-
emption from a requirement, set forth the
basis for the petitioner’s determination
that compliance with the requirement is

not required to assure that the tobacco
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“(B) R
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“(3) CompLIANCE.—Compliance with require-
ments under this subsection shall not be required be-
fore the period ending 3 years after the date of en-
actment of the Family Smoking Prevention and To-
bacco Control Act.

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

“SEC. 907. TOBACCO PRODUCT STANDARDS.

“(a) IN GENERAL.—

“(1) SPECIAL RULE FOR CIGARETTES.—A ciga-
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“(iii) provisions for the measurement
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Secretary may provide for testing under paragraph
(4)(B) by any person.

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

“(A) use personnel, facilities, and other
technical support available in other Federal
agencies;

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

“(C) invite appropriate participation,
through joint or other conferences, workshops,
or other means, by informed persons represent-
ative of scientific, professional, industry, agri-
cultural, or consumer organizations who in the
Secretary’s judgment can make a significant
contribution.

“(b) ESTABLISHMENT OF STANDARDS.—

“(1) NoTICE.—

“(A) IN GENERAL.—The Secretary shall
publish in the Federal Register a notice of pro-

posed rulemaking for the establishment, amend-

(36054820)
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ment, or revocation of any tobacco product
standard.

“(B) REQUIREMENTS OF NOTICE.—A no-
tice of proposed rulemaking for the establish-
ment or amendment of a tobacco product stand-
ard for a tobacco product shall—

“(i) set forth a finding with sup-
porting justification that the tobacco prod-
uct standard is appropriate for the protec-
tion of the public health;

“(i1) set forth proposed findings with
respect 45tt-cn9.7143 -1.8571.0u8rth a5;
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the proposed standard to prove that the pro-

posed standard will not reduce or eliminate the

risk of illness or injury.
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“(F) ComMENT.—The Secretary shall pro-
vide for a comment period of not less than 60
days.

“(2) PROMULGATION.—
“(A) IN GENERAL.—ATter the expiration of

the period for comment on a notice of proposed
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publication unless the Secretary determines
that an earlier effective date is necessary for
the protection of the public health. Such date or
dates shall be established so as to minimize,
consistent with the public health, economic loss
to, and disruption or dislocation of, domestic
and international trade.
“(3) POWER RESERVED TO CONGRESS.—Be-
cause of the importance of a decision of the Sec-

retary to issue a regulation establishing a tobacco
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“(b) No EXempTION FrROM OTHER LIABILITY.—
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In providing the notice required by clause (ii),
the Secretary may use the assistance of retail-
ers and other persons who distributed such to-

bacco product. If a significant number of such

1

2

3

4

5 persons cannot be identified, the Secretary shall
6 notify such persons under section 705(b).

7 “(3) REMEDY NOT EXCLUSIVE.—The remedy
8 provided by this subsection shall be in addition to
9 remedies provided by subsection (a) of this section.
10 “sEC. 909. RECORDS AND REPORTS ON TOBACCO PROD-
11 UCTS.

12 “(a) IN GENERAL.—Every person who is a tobacco

13 product manufacturer or importer of a tobacco product
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pected adverse experience associated with the use of
the product or any significant increase in the fre-
quency of a serious, expected adverse product experi-
ence;

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

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

“(4) when prescribing the procedure for making
requests for reports or information, shall require
that each request made under such regulations for
submission of a report or information to the Sec-
retary state the reason or purpose for such request
and identify to the fullest extent practicable such re-
port or information;

“(5) when requiring submission of a report or
information to the Secretary, shall state the reason
or purpose for the submission of such report or in-
formation and identify to the fullest extent prac-

ticable such report or information; and
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“(6) may not require that the identity of any

patient or user be disclosed in records, reports, or
information required under this subsection unless re-
quired for the medical welfare of an individual, to
determine risks to public health of a tobacco prod-
uct, or to verify a record, report, or information sub-
mitted under this chapter.

In prescribing regulations under this subsection, the Sec-

© 00 N o o B~ O w NP

retary shall have due regard for the professional ethics of

=
o

the medical profession and the interests of patients. The

e

prohibitions of paragraph (6) continue to apply to records,

[ERN
N

reports, and information concerning any individual who

=
w

has been a patient, irrespective of whether or when he
14 ceases to be a patient.

1513  “(b) REPORTS OF REMOVALS AND CORRECTIONS.—
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“(B) to remedy a violation of this chapter

caused by the tobacco produgMP211s TmO g/GS1 gsO Tc7
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stituent, including a smoke constituent, or in
the content, delivery or form of nicotine, or any
other additive or ingredient) of a tobacco prod-
uct where the modified product was commer-
cially marketed in the United States after June
1, 2003.

“(2) PREMARKET APPROVAL REQUIRED.—

“(A) New ProbucTts.—Approval under
this section of an application for premarket ap-
proval for any new tobacco product is required
unless—

“(i) the manufacturer has submitted a
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regulation issued under section

905(j)(3).

“(B) APPLICATION TO CERTAIN POST
JUNE 1, 2003 PRODUCTS.—Subparagraph (A)
shall not apply to a tobacco product—

“(i) that was first introduced or deliv-
ered for introduction into interstate com-
merce for commercial distribution in the
United States after June 1, 2003, and
prior to the date that is 15 months after

the date of enactment of the Family Smok-
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the predicate tobacco product, that the Sec-

retary by order has found that the tobacco
product—
“(i) has the same characteristics as
the predicate tobacco product; or
“(i) has different characteristics and
the information submitted contains infor-
mation, including clinical data if deemed
necessary by the Secretary, that dem-
onstrates that it is not appropriate to reg-
ulate the product under this section be-
cause the product does not raise different
questions of public health.

“(B) CHARACTERISTICS.—INn  subpara-
graph (A), the term ‘characteristics’ means the
materials, ingredients, design, composition,
heating source, or other features of a tobacco
product.

“(C) LimiTATION.—A tobacco product may

not bel Tf-5.239.0001 Tt3dacco product may
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er such tobacco product presents less risk than
other tobacco products;

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

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

“(D) an identifying reference to any to-

bacco product standard under section 907
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and recommendation submitted under para-
graph (2) of such subsection, shall—
“(i) issue an order approving the ap-

plication if the Secretary finds that none of
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and any other information before the Secretary with
respect to such tobacco product, the Secretary finds

that—

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

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

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

“(D) such tobacco product is not shown to
conform in all respects to a tobacco product
standard in effect under section 907, compli-
ance with which is a condition to approval of
the application, and there is a lack of adequate
information to justify the deviation from such
standard.

“(3) DENIAL INFORMATION.—ANY denial of an

application shall, insofar as the Secretary determines

to be practicable, be accompanied by a statement in-

(36054820)
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forming the applicant of the measures required to
place such application in approvable form (which
measures may include further research by the appli-
cant in accordance with 1 or more protocols pre-
scribed by the Secretary).

“(4) BAsIS FOR FINDING.—For purposes of
this section, the finding as to whether approval of a
tobacco product is appropriate for the protection of

the public health shall .
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clude 1 or more clinical investigations by ex-
perts qualified by training and experience to
evaluate the tobacco product.

“(B) OTHER EVIDENCE.—If the Secretary
determines that there exists valid scientific evi-
dence (other than evidence derived from inves-
tigations described in subparagraph (A)) which
Is sufficient to evaluate the tobacco product the

Secretary may authorize that the determination



FAM1I0OWAXMAN\WAXMAN_003. XML H.L.C.
81

1 “(B) that the application contained or was
2 accompanied by an untrue statement of a mate-
3 rial fact;
4 “(C) that the applicant—
5 “(i) has failed to establish a system
6 for maintaining records, or has repeatedly
7 or deliberately failed to maintain records
8 or to make reports, required by an applica-
9 ble regulation under section 909;
10 “(i1) has refused to permit access to,
11 or copying or verification of, such records
12 as required by section 704; or
13 “(ii1) has not complied with the re-
14 quirements of section 905;
15 “(D) on the basis of new information be-
16 fore the Secretary with respect to such tobacco
17 product, evaluated together with the evidence
18 before the Secretary when the application was
19 approved, that the methods used in, or the fa-
20 cilities and controls used for, the manufacture,
21 processing, packing, or installation of such to-
22 bacco product do not conform with the require-
23 ments of section 906(e) and were not brought
24 into conformity with such requirements within a
£\V10\020107\020107.137.xml  (360548/20)
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reasonable time after receipt of written notice



~N o o A W N B

H.L.C.
83

which such holder receives notice of such with-
drawal, obtain review thereof in accordance with sec-
tion 912.

“(3) TEMPORARY SUSPENSION.—If, after pro-
viding an opportunity for an informal hearing, the
Secretary determines there is reasonable probability

that the continuation of distribution of a tobacco
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“(1) ADDITIONAL INFORMATION.—In the case
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ucts, or presents a reduced exposure to, or

does not contain or is free of, a substance

or substances.

“(B) LimitATION.—NO tobacco product
shall be considered to be ‘sold or distributed for
use to reduce harm or the risk of tobacco-re-
lated disease associated with commercially mar-

keted tobacco products’, except as described in

© 00 N o o B~ O w NP

subparagraph (A).

=
o

“(c) ToBacco DEPENDENCE ProDUCTS.—A product

e

that is intended to be used for the treatment of tobacco

[ERN
N

dependence, including smoking cessation, is not a modified

=
w

risk tobacco product under this section and is subject to

[N
IS

the requirements of chapter V.

=
o1

“(d) FiLiInc.—Any person may file with the Sec-

[EnN
»

retary an application for a modified risk tobacco product.

\l

Such application shall include—

18 “(1) a description of the proposed product and

19 any proposed advertising and labeling;

20 “(2) the conditions for using the product;

21 “(3) the formulation of the product;

22 “(4) sample product labels and labeling;

23 “(5) all documents (including underlying sci-

24 entific information) relating to research findings

25 conducted, supported, or possessed by the tobacco
£\V10\020107\020107.137.xml  (360548]20)
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product manufacturer relating to the effect of the
product on tobacco-related diseases and health-re-
lated conditions, including information both favor-
able and unfavorable to the ability of the product to
reduce risk or exposure and relating to human
health;

“(6) data and information on how consumers
actually use the tobacco product; and

“(7) such other information as the Secretary
may require.

“(e) PuBLIC AVAILABILITY.—The Secretary shall

make the application described in subsection (d) publicly
available (except matters in the application which are
trade secrets or otherwise confidential, commercial infor-
mation) and shall request comments by interested persons
on the information contained in the application and on the
label, labeling, and advertising accompanying such appli-

cation.

“(f) ADVISORY COMMITTEE.—

“(1) IN GENERAL.—The Secretary shall refer to
the Tobacco Products Scientific Advisory Committee
any application submitted under this subsection.

“(2) RECOMMENDATIONS.—Not later than 60
days after the date an application is referred to the

Tobacco Products Scientific Advisory Committee

(36054820)
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under paragraph (1), the Advisory Committee shall

report its recommendations on the application to the
Secretary.
“(g) APPROVAL.—

“(1) MoDIFIED RISK PRODUCTS.—EXcept as
provided in paragraph (2), the Secretary shall ap-
prove an application for a modified risk tobacco
product filed under this section only if the Secretary
determines that the applicant has demonstrated that
such product, as it is actually used by consumers,
will—

“(A) significantly reduce harm and the
risk of tobacco-related disease to individual to-
bacco users; and

“(B) benefit the health of the population
as a whole taking into account both users of to-
bacco products and persons who do not cur-
rently use tobacco products.

“(2) SPECIAL RULE FOR CERTAIN PRODUCTS.—

“(A) IN GENERAL.—The Secretary may
approve an application for a tobacco product
that has not been approved as a modified risk
tobacco product pursuant to paragraph (1) if

the Secretary makes the findings required

(36054820)



FAM1I0OWAXMAN\WAXMAN_003. XML H.L.C.

© 00 N o o B~ O w NP

N N NN NN P B PR PR PR PP
o B W N P O © © N OO 0o » W N P O

f:\V10\020107\020107.137.xml
February 1, 2007 (4:34 p.m.)

90

under this paragraph and determines that the

applicant has demonstrated that—

“(i) the approval of the application
would be appropriate to promote the public
health;

“(i) any aspect of the label, labeling,
and advertising for such product that
would cause the tobacco product to be a
modified risk tobacco product under sub-
section (b)(2) is limited to an explicit or
implicit representation that such tobacco
product or its smoke contains or is free of
a substance or contains a reduced level of
a substance, or presents a reduced expo-
sure to a substance in tobacco smoke;

“(ii1) scientific evidence is not avail-
able and, using the best available scientific
methods, cannot be made available without
conducting long-term epidemiological stud-
les for an application to meet the stand-
ards set forth in paragraph (1); and

“(iv) the scientific evidence that is
available without conducting long-term epi-
demiological studies demonstrates that a

measurable and substantial reduction In

(36054820)
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morbidity or mortality among individual
tobacco users is anticipated in subsequent
studies.

“(B) ADDITIONAL FINDINGS REQUIRED.—

In order to approve an application under sub-
paragraph (A) the Secretary must also find
that the applicant has demonstrated that—

“(i) the magnitude of the overall re-
ductions in exposure to the substance or
substances which are the subject of the ap-
plication is substantial, such substance or
substances are harmful, and the product as
actually used exposes consumers to the
specified reduced level of the substance or
substances;

“(ii) the product as actually used by
consumers will not expose them to higher
levels of other harmful substances com-
pared to the similar types of tobacco prod-
ucts then on the market unless such in-
creases are minimal and the anticipated
overall impact of use of the product re-
mains a substantial and measurable reduc-
tion in overall morbidity and mortality

among individual tobacco users;

(36054820)
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“(ii1) testing of actual consumer per-
ception shows that, as the applicant pro-
poses to label and market the product, con-
sumers will not be misled into believing
that the product—

“(1) is or has been demonstrated
to be less harmful; or

“(I1) presents or has been dem-
onstrated to present less of a risk of
disease than 1 or more other commer-
cially marketed tobacco products; and

“(iv) approval of the application is ex-
pected to benefit the health of the popu-
lation as a whole taking into account both
users of tobacco products and persons who
do not currently use tobacco products.

“(C) CONDITIONS OF APPROVAL.—

“(i) IN GENERAL.—Applications ap-
proved under this paragraph shall be lim-
ited to a term of not more than 5 years,
but may be renewed upon a finding by the
Secretary that the requirements of this
paragraph continue to be satisfied based

on the filing of a new application.

(36054820)
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“(i)) AGREEMENTS BY APPLICANT.—
Applications approved under this para-
graph shall be conditioned on the appli-
cant’s agreement to conduct post-market
surveillance and studies and to submit to
the Secretary the results of such surveil-
lance and studies to determine the impact
of the application approval on consumer
perception, behavior, and health and to en-
able the Secretary to review the accuracy

of the determinations upon which the ap-
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determinations under paragraphs (1) and (2), the

Secretary shall take into account—

“(A) the relative health risks to individuals
of the tobacco product that is the subject of the
application;

“(B) the increased or decreased likelihood
that existing users of tobacco products who
would otherwise stop using such products will
switch to the tobacco product that is the subject
of the application;

“(C) the increased or decreased likelihood
that persons who do not use tobacco products
will start using the tobacco product that is the
subject of the application;

“(D) the 