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(2) impediments identified by the Food and Drug Adminis-
tration to progress in implementing this division and to meeting 
statutory timeframes; 

(3) data on the number of new product applications received 
under section 910 of the Federal Food, Drug, and Cosmetic 
Act and modified risk product applications received under sec-
tion 911 of such Act, and the number of applications acted 
on under each category; and 

(4) data on the number of full time equivalents engaged 
in implementing this division. 
(b) GAO REPORT.—Not later than 5 years after the date of 

enactment of this Act, the Comptroller General of the United States 
shall conduct a study of, and submit to the Committees described 
in subsection (a) a report concerning— 

(1) the adequacy of the authority and resources provided 
to the Secretary of Health and Human Services for this division 
to carry out its goals and purposes; and 

(2) any recommendations for strengthening that authority 
to more effectively protect the public health with respect to 
the manufacture, marketing, and distribution of tobacco prod-
ucts.
(c) PUBLIC AVAILABILITY.—The Secretary of Health and Human 

Services and the Comptroller General of the United States, respec-
tively, shall make the reports required under subsection (a) and 
(b) available to the public, including by posting such reports on 
the respective Internet websites of the Food and Drug Administra-
tion and the Government Accountability Office. 

TITLE II—TOBACCO PRODUCT WARN-
INGS; CONSTITUENT AND SMOKE 
CONSTITUENT DISCLOSURE 

SEC. 201. CIGARETTE LABEL AND ADVERTISING WARNINGS. 

(a) AMENDMENT.—Section 4 of the Federal Cigarette Labeling 
and Advertising Act (15 U.S.C. 1333) is amended to read as follows: 

‘‘SEC. 4. LABELING. 

‘‘(a) LABEL REQUIREMENTS.—
‘‘(1) IN GENERAL.—It shall be unlawful for any person to 

manufacture, package, sell, offer to sell, distribute, or import 
for sale or distribution within the United States any cigarettes 
the package of which fails to bear, in accordance with the 
requirements of this section, one of the following labels: 

‘‘WARNING: Cigarettes are addictive. 
‘‘WARNING: Tobacco smoke can harm your children. 
‘‘WARNING: Cigarettes cause fatal lung disease. 
‘‘WARNING: Cigarettes cause cancer. 
‘‘WARNING: Cigarettes cause strokes and heart dis-

ease.
‘‘WARNING: Smoking during pregnancy can harm your 

baby.
‘‘WARNING: Smoking can kill you. 
‘‘WARNING: Tobacco smoke causes fatal lung disease 

in nonsmokers. 
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‘‘WARNING: Quitting smoking now greatly reduces 
serious risks to your health. 
‘‘(2) PLACEMENT; TYPOGRAPHY; ETC.—Each label statement 

required by paragraph (1) shall be located in the upper portion 
of the front and rear panels of the package, directly on the 
package underneath the cellophane or other clear wrapping. 
Each label statement shall comprise the top 50 percent of 
the front and rear panels of the package. The word ‘WARNING’ 
shall appear in capital letters and all text shall be in con-
spicuous and legible 17-point type, unless the text of the label 
statement would occupy more than 70 percent of such area, 
in which case the text may be in a smaller conspicuous and 
legible type size, provided that at least 60 percent of such 
area is occupied by required text. The text shall be black 
on a white background, or white on a black background, in 
a manner that contrasts, by typography, layout, or color, with 
all other printed material on the package, in an alternating 
fashion under the plan submitted under subsection (c). 

‘‘(3) DOES NOT APPLY TO FOREIGN DISTRIBUTION.—The provi-
sions of this subsection do not apply to a tobacco product 
manufacturer or distributor of cigarettes which does not manu-
facture, package, or import cigarettes for sale or distribution 
within the United States. 

‘‘(4) APPLICABILITY TO RETAILERS.—A retailer of cigarettes 
shall not be in violation of this subsection for packaging that— 

‘‘(A) contains a warning label; 
‘‘(B) is supplied to the retailer by a license- or permit- 

holding tobacco product manufacturer, importer, or dis-
tributor; and 

‘‘(C) is not altered by the retailer in a way that is 
material to the requirements of this subsection. 

‘‘(b) ADVERTISING REQUIREMENTS.—
‘‘(1) IN GENERAL.—It shall be unlawful for any tobacco 

product manufacturer, importer, distributor, or retailer of ciga-
rettes to advertise or cause to be advertised within the United 
States any cigarette unless its advertising bears, in accordance 
with the requirements of this section, one of the labels specified 
in subsection (a). 

‘‘(2) TYPOGRAPHY, ETC.—Each label statement required by 
subsection (a) in cigarette advertising shall comply with the 
standards set forth in this paragraph. For press and poster 
advertisements, each such statement and (where applicable) 
any required statement relating to tar, nicotine, or other con-
stituent (including a smoke constituent) yield shall comprise 
at least 20 percent of the area of the advertisement and shall 
appear in a conspicuous and prominent format and location 
at the top of each advertisement within the trim area. The 
Secretary may revise the required type sizes in such area 
in such manner as the Secretary determines appropriate. The 
word ‘WARNING’ shall appear in capital letters, and each 
label statement shall appear in conspicuous and legible type. 
The text of the label statement shall be black if the background 
is white and white if the background is black, under the plan 
submitted under subsection (c). The label statements shall be 
enclosed by a rectangular border that is the same color as 
the letters of the statements and that is the width of the 
first downstroke of the capital ‘W’ of the word ‘WARNING’ 
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in the label statements. The text of such label statements 
shall be in a typeface pro rata to the following requirements: 
45-point type for a whole-page broadsheet newspaper advertise-
ment; 39-point type for a half-page broadsheet newspaper 
advertisement; 39-point type for a whole-page tabloid news-
paper advertisement; 27-point type for a half-page tabloid news-
paper advertisement; 31.5-point type for a double page spread 
magazine or whole-page magazine advertisement; 22.5-point 
type for a 28 centimeter by 3 column advertisement; and 15- 
point type for a 20 centimeter by 2 column advertisement. 
The label statements shall be in English, except that— 

‘‘(A) in the case of an advertisement that appears in 
a newspaper, magazine, periodical, or other publication 
that is not in English, the statements shall appear in 
the predominant language of the publication; and 

‘‘(B) in the case of any other advertisement that is 
not in English, the statements shall appear in the same 
language as that principally used in the advertisement. 
‘‘(3) MATCHBOOKS.—Notwithstanding paragraph (2), for 

matchbooks (defined as containing not more than 20 matches) 
customarily given away with the purchase of tobacco products, 
each label statement required by subsection (a) may be printed 
on the inside cover of the matchbook. 

‘‘(4) ADJUSTMENT BY SECRETARY.—The Secretary may, 
through a rulemaking under section 553 of title 5, United 
States Code, adjust the format and type sizes for the label 
statements required by this section; the text, format, and type 
sizes of any required tar, nicotine yield, or other constituent 
(including smoke constituent) disclosures; or the text, format, 
and type sizes for any other disclosures required under the 
Federal Food, Drug, and Cosmetic Act. The text of any such 
label statements or disclosures shall be required to appear 
only within the 20 percent area of cigarette advertisements 
provided by paragraph (2). The Secretary shall promulgate 
regulations which provide for adjustments in the format and 
type sizes of any text required to appear in such area to 
ensure that the total text required to appear by law will fit 
within such area. 
‘‘(c) MARKETING REQUIREMENTS.—

‘‘(1) RANDOM DISPLAY.—The label statements specified in 
subsection (a)(1) shall be randomly displayed in each 12-month 
period, in as equal a number of times as is possible on each 
brand of the product and be randomly distributed in all areas 
of the United States in which the product is marketed in 
accordance with a plan submitted by the tobacco product manu-
facturer, importer, distributor, or retailer and approved by the 
Secretary.

‘‘(2) ROTATION.—The label statements specified in sub-
section (a)(1) shall be rotated quarterly in alternating sequence 
in advertisements for each brand of cigarettes in accordance 
with a plan submitted by the tobacco product manufacturer, 
importer, distributor, or retailer to, and approved by, the Sec-
retary.

‘‘(3) REVIEW.—The Secretary shall review each plan sub-
mitted under paragraph (2) and approve it if the plan— 
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‘‘(A) will provide for the equal distribution and display 
on packaging and the rotation required in advertising 
under this subsection; and 

‘‘(B) assures that all of the labels required under this 
section will be displayed by the tobacco product manufac-
turer, importer, distributor, or retailer at the same time. 
‘‘(4) APPLICABILITY TO RETAILERS.—This subsection and sub-

section (b) apply to a retailer only if that retailer is responsible 
for or directs the label statements required under this section 
except that this paragraph shall not relieve a retailer of liability 
if the retailer displays, in a location open to the public, an 
advertisement that does not contain a warning label or has 
been altered by the retailer in a way that is material to the 
requirements of this subsection and subsection (b). 
‘‘(d) GRAPHIC LABEL STATEMENTS.—Not later than 24 months 

after the date of enactment of the Family Smoking Prevention 
and Tobacco Control Act, the Secretary shall issue regulations that 
require color graphics depicting the negative health consequences 
of smoking to accompany the label statements specified in sub-
section (a)(1). The Secretary may adjust the type size, text and 
format of the label statements specified in subsections (a)(2) and 
(b)(2) as the Secretary determines appropriate so that both the 
graphics and the accompanying label statements are clear, con-
spicuous, legible and appear within the specified area.’’. 

(b) EFFECTIVE DATE.—The amendment made by subsection (a) 
shall take effect 15 months after the issuance of the regulations 
required by subsection (a). Such effective date shall be with respect 
to the date of manufacture, provided that, in any case, beginning 
30 days after such effective date, a manufacturer shall not introduce 
into the domestic commerce of the United States any product, 
irrespective of the date of manufacture, that is not in conformance 
with section 4 of the Federal Cigarette Labeling and Advertising 
Act (15 U.S.C. 1333), as amended by subsection (a). 

SEC. 202. AUTHORITY TO REVISE CIGARETTE WARNING LABEL STATE-
MENTS.

(a) PREEMPTION.—Section 5(a) of the Federal Cigarette Labeling 
and Advertising Act (15 U.S.C. 1334(a)) is amended by striking 
‘‘No’’ and inserting ‘‘Except to the extent the Secretary requires 
additional or different statements on any cigarette package by 
a regulation, by an order, by a standard, by an authorization 
to market a product, or by a condition of marketing a product, 
pursuant to the Family Smoking Prevention and Tobacco Control 
Act (and the amendments made by that Act), or as required under 
section 903(a)(2) or section 920(a) of the Federal Food, Drug, and 
Cosmetic Act, no’’. 

(b) CHANGE IN REQUIRED STATEMENTS.—Section 4 of the Fed-
eral Cigarette Labeling and Advertising Act (15 U.S.C. 1333), as 
amended by section 201, is further amended by adding at the 
end the following: 

‘‘(d) CHANGE IN REQUIRED STATEMENTS.—The Secretary 
through a rulemaking conducted under section 553 of title 5, United 
States Code, may adjust the format, type size, color graphics, and 
text of any of the label requirements, or establish the format, 
type size, and text of any other disclosures required under the 
Federal Food, Drug, and Cosmetic Act, if the Secretary finds that 
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such a change would promote greater public understanding of the 
risks associated with the use of tobacco products.’’. 

SEC. 203. STATE REGULATION OF CIGARETTE ADVERTISING AND PRO-
MOTION.

Section 5 of the Federal Cigarette Labeling and Advertising 
Act (15 U.S.C. 1334) is amended by adding at the end the following: 

‘‘(c) EXCEPTION.—Notwithstanding subsection (b), a State or 
locality may enact statutes and promulgate regulations, based on 
smoking and health, that take effect after the effective date of 
the Family Smoking Prevention and Tobacco Control Act, imposing 
specific bans or restrictions on the time, place, and manner, but 
not content, of the advertising or promotion of any cigarettes.’’. 

SEC. 204. SMOKELESS TOBACCO LABELS AND ADVERTISING 
WARNINGS.

(a) AMENDMENT.—Section 3 of the Comprehensive Smokeless 
Tobacco Health Education Act of 1986 (15 U.S.C. 4402) is amended 
to read as follows: 

‘‘SEC. 3. SMOKELESS TOBACCO WARNING. 

‘‘(a) GENERAL RULE.—
‘‘(1) It shall be unlawful for any person to manufacture, 

package, sell, offer to sell, distribute, or import for sale or 
distribution within the United States any smokeless tobacco 
product unless the product package bears, in accordance with 
the requirements of this Act, one of the following labels: 

‘‘WARNING: This product can cause mouth cancer. 
‘‘WARNING: This product can cause gum disease and 

tooth loss. 
‘‘WARNING: This product is not a safe alternative 

to cigarettes. 
‘‘WARNING: Smokeless tobacco is addictive. 

‘‘(2) Each label statement required by paragraph (1) shall 
be—

‘‘(A) located on the 2 principal display panels of the 
package, and each label statement shall comprise at least 
30 percent of each such display panel; and 

‘‘(B) in 17-point conspicuous and legible type and in 
black text on a white background, or white text on a 
black background, in a manner that contrasts by typog-
raphy, layout, or color, with all other printed material 
on the package, in an alternating fashion under the plan 
submitted under subsection (b)(3), except that if the text 
of a label statement would occupy more than 70 percent 
of the area specified by subparagraph (A), such text may 
appear in a smaller type size, so long as at least 60 percent 
of such warning area is occupied by the label statement. 
‘‘(3) The label statements required by paragraph (1) shall 

be introduced by each tobacco product manufacturer, packager, 
importer, distributor, or retailer of smokeless tobacco products 
concurrently into the distribution chain of such products. 

‘‘(4) The provisions of this subsection do not apply to a 
tobacco product manufacturer or distributor of any smokeless 
tobacco product that does not manufacture, package, or import 
smokeless tobacco products for sale or distribution within the 
United States. 
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‘‘(5) A retailer of smokeless tobacco products shall not be 
in violation of this subsection for packaging that— 

‘‘(A) contains a warning label; 
‘‘(B) is supplied to the retailer by a license- or permit- 

holding tobacco product manufacturer, importer, or dis-
tributor; and 

‘‘(C) is not altered by the retailer in a way that is 
material to the requirements of this subsection. 

‘‘(b) REQUIRED LABELS.—
‘‘(1) It shall be unlawful for any tobacco product manufac-

turer, packager, importer, distributor, or retailer of smokeless 
tobacco products to advertise or cause to be advertised within 
the United States any smokeless tobacco product unless its 
advertising bears, in accordance with the requirements of this 
section, one of the labels specified in subsection (a). 

‘‘(2)(A) Each label statement required by subsection (a) 
in smokeless tobacco advertising shall comply with the stand-
ards set forth in this paragraph. 

‘‘(B) For press and poster advertisements, each such state-
ment and (where applicable) any required statement relating 
to tar, nicotine, or other constituent yield shall comprise at 
least 20 percent of the area of the advertisement. 

‘‘(C) The word ‘WARNING’ shall appear in capital letters, 
and each label statement shall appear in conspicuous and leg-
ible type. 

‘‘(D) The text of the label statement shall be black on 
a white background, or white on a black background, in an 
alternating fashion under the plan submitted under paragraph 
(3).

‘‘(E) The label statements shall be enclosed by a rectangular 
border that is the same color as the letters of the statements 
and that is the width of the first downstroke of the capital 
‘W’ of the word ‘WARNING’ in the label statements. 

‘‘(F) The text of such label statements shall be in a typeface 
pro rata to the following requirements: 45-point type for a 
whole-page broadsheet newspaper advertisement; 39-point type 
for a half-page broadsheet newspaper advertisement; 39-point 
type for a whole-page tabloid newspaper advertisement; 27- 
point type for a half-page tabloid newspaper advertisement; 
31.5-point type for a double page spread magazine or whole- 
page magazine advertisement; 22.5-point type for a 28 centi-
meter by 3 column advertisement; and 15-point type for a 
20 centimeter by 2 column advertisement. 

‘‘(G) The label statements shall be in English, except that— 
‘‘(i) in the case of an advertisement that appears in 

a newspaper, magazine, periodical, or other publication 
that is not in English, the statements shall appear in 
the predominant language of the publication; and 

‘‘(ii) in the case of any other advertisement that is 
not in English, the statements shall appear in the same 
language as that principally used in the advertisement. 
‘‘(3)(A) The label statements specified in subsection (a)(1) 

shall be randomly displayed in each 12-month period, in as 
equal a number of times as is possible on each brand of the 
product and be randomly distributed in all areas of the United 
States in which the product is marketed in accordance with 
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a plan submitted by the tobacco product manufacturer, 
importer, distributor, or retailer and approved by the Secretary. 

‘‘(B) The label statements specified in subsection (a)(1) 
shall be rotated quarterly in alternating sequence in 
advertisements for each brand of smokeless tobacco product 
in accordance with a plan submitted by the tobacco product 
manufacturer, importer, distributor, or retailer to, and approved 
by, the Secretary. 

‘‘(C) The Secretary shall review each plan submitted under 
subparagraphs (A) and (B) and approve it if the plan— 

‘‘(i) will provide for the equal distribution and display 
on packaging and the rotation required in advertising 
under this subsection; and 

‘‘(ii) assures that all of the labels required under this 
section will be displayed by the tobacco product manufac-
turer, importer, distributor, or retailer at the same time. 
‘‘(D) This paragraph applies to a retailer only if that retailer 

is responsible for or directs the label statements under this 
section, unless the retailer displays, in a location open to the 
public, an advertisement that does not contain a warning label 
or has been altered by the retailer in a way that is material 
to the requirements of this subsection. 

‘‘(4) The Secretary may, through a rulemaking under sec-
tion 553 of title 5, United States Code, adjust the format 
and type sizes for the label statements required by this section; 
the text, format, and type sizes of any required tar, nicotine 
yield, or other constituent disclosures; or the text, format, and 
type sizes for any other disclosures required under the Federal 
Food, Drug, and Cosmetic Act. The text of any such label 
statements or disclosures shall be required to appear only 
within the 20 percent area of advertisements provided by para-
graph (2). The Secretary shall promulgate regulations which 
provide for adjustments in the format and type sizes of any 
text required to appear in such area to ensure that the total 
text required to appear by law will fit within such area. 
‘‘(c) TELEVISION AND RADIO ADVERTISING.—It is unlawful to 

advertise smokeless tobacco on any medium of electronic commu-
nications subject to the jurisdiction of the Federal Communications 
Commission.’’.

(b) EFFECTIVE DATE.—The amendment made by subsection (a) 
shall take effect 12 months after the date of enactment of this 
Act. Such effective date shall be with respect to the date of manufac-
ture, provided that, in any case, beginning 30 days after such 
effective date, a manufacturer shall not introduce into the domestic 
commerce of the United States any product, irrespective of the 
date of manufacture, that is not in conformance with section 3 
of the Comprehensive Smokeless Tobacco Health Education Act 
of 1986 (15 U.S.C. 4402), as amended by subsection (a). 

SEC. 205. AUTHORITY TO REVISE SMOKELESS TOBACCO PRODUCT 
WARNING LABEL STATEMENTS. 

(a) IN GENERAL.—Section 3 of the Comprehensive Smokeless 
Tobacco Health Education Act of 1986 (15 U.S.C. 4402), as amended 
by section 204, is further amended by adding at the end the fol-
lowing:

‘‘(d) AUTHORITY TO REVISE WARNING LABEL STATEMENTS.—
The Secretary may, by a rulemaking conducted under section 553 
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of title 5, United States Code, adjust the format, type size, and 
text of any of the label requirements, require color graphics to 
accompany the text, increase the required label area from 30 percent 
up to 50 percent of the front and rear panels of the package, 
or establish the format, type size, and text of any other disclosures 
required under the Federal Food, Drug, and Cosmetic Act, if the 
Secretary finds that such a change would promote greater public 
understanding of the risks associated with the use of smokeless 
tobacco products.’’. 

(b) PREEMPTION.—Section 7(a) of the Comprehensive Smokeless 
Tobacco Health Education Act of 1986 (15 U.S.C. 4406(a)) is 
amended by striking ‘‘No’’ and inserting ‘‘Except as provided in 
the Family Smoking Prevention and Tobacco Control Act (and the 
amendments made by that Act), no’’. 

SEC. 206. TAR, NICOTINE, AND OTHER SMOKE CONSTITUENT DISCLO-
SURE TO THE PUBLIC. 

Section 4 of the Federal Cigarette Labeling and Advertising 
Act (15 U.S.C. 1333), as amended by sections 201 and 202, is 
further amended by adding at the end the following: 

‘‘(e) TAR, NICOTINE, AND OTHER SMOKE CONSTITUENT DISCLO-
SURE.—

‘‘(1) IN GENERAL.—The Secretary shall, by a rulemaking 
conducted under section 553 of title 5, United States Code, 
determine (in the Secretary’s sole discretion) whether cigarette 
and other tobacco product manufacturers shall be required 
to include in the area of each cigarette advertisement specified 
by subsection (b) of this section, or on the package label, or 
both, the tar and nicotine yields of the advertised or packaged 
brand. Any such disclosure shall be in accordance with the 
methodology established under such regulations, shall conform 
to the type size requirements of subsection (b) of this section, 
and shall appear within the area specified in subsection (b) 
of this section. 

‘‘(2) RESOLUTION OF DIFFERENCES.—Any differences 
between the requirements established by the Secretary under 
paragraph (1) and tar and nicotine yield reporting requirements 
established by the Federal Trade Commission shall be resolved 
by a memorandum of understanding between the Secretary 
and the Federal Trade Commission. 

‘‘(3) CIGARETTE AND OTHER TOBACCO PRODUCT CONSTITU-
ENTS.—In addition to the disclosures required by paragraph 
(1), the Secretary may, under a rulemaking conducted under 
section 553 of title 5, United States Code, prescribe disclosure 
requirements regarding the level of any cigarette or other 
tobacco product constituent including any smoke constituent. 
Any such disclosure may be required if the Secretary deter-
mines that disclosure would be of benefit to the public health, 
or otherwise would increase consumer awareness of the health 
consequences of the use of tobacco products, except that no 
such prescribed disclosure shall be required on the face of 
any cigarette package or advertisement. Nothing in this section 
shall prohibit the Secretary from requiring such prescribed 
disclosure through a cigarette or other tobacco product package 
or advertisement insert, or by any other means under the 
Federal Food, Drug, and Cosmetic Act. 


