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Food, Drug, and Cosmetic Act if its package
does not bear one of the required warnings in
accordance with section 4 of the Federal Cig-
arette Labeling and Advertising Act and this
part. A cigarette will be deemed to be mis-
branded under section 903(a)(7)(A) of the Fed-
eral Food, Drug, and Cosmetic Act if its ad-
vertising does not bear one of the required
warnings in accordance with section 4 of the
Federal Cigarette Labeling and Advertising
Act and this part.

(b) A cigarette advertisement and other de-
scriptive printed matter issued or caused to
be issued by the manufacturer, packer, or
distributor will be deemed to include a brief
statement of relevant warnings for the pur-
poses of section 903(a)(8) of the Federal Food,
Drug, and Cosmetic Act if it bears one of the
required warnings in accordance with section
4 of the Federal Cigarette Labeling and Ad-
vertising Act and this part. A cigarette dis-
tributed or offered for sale in any State shall
be deemed to be misbranded under section
903(a)(8) of the Federal Food, Drug, and Cos-
metic Act unless the manufacturer, packer,
or distributor includes in all advertisements
and other descriptive printed matter issued
or caused to be issued by the manufacturer,
packer, or distributor with respect to the
cigarette one of the required warnings in ac-
cordance with section 4 of the Federal Ciga-
rette Labeling and Advertising Act and this
part.

PART 1143—MINIMUM REQUIRED
WARNING STATEMENTS

Sec.
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gars.

1143.7 Language requirements for required
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AUTHORITY: 21 U.S.C. 387a(b), 387f(d), Pub.
L. 117-103, 136 Stat. 49.

SOURCE: 81 FR 29103, May 10, 2016, unless
otherwise noted.

§1143.1 Definitions.

For purposes of this part:

Accessory means any product that is
intended or reasonably expected to be
used with or for the human consump-
tion of a tobacco product; does not con-
tain tobacco and is not made or derived

§1143.1

from tobacco; and meets either of the
following:

(1) Is not intended or reasonably ex-
pected to affect or alter the perform-
ance, composition, constituents, or
characteristics of a tobacco product; or

(2) Is intended or reasonably expected
to affect or maintain the performance,
composition, constituents, or charac-
teristics of a tobacco product but

(i) Solely controls moisture and/or
temperature of a stored tobacco prod-
uct; or

(ii) Solely provides an external heat
source to initiate but not maintain
combustion of a tobacco product

Cigar means a tobacco product that:

(1) Is not a cigarette and

(2) Is a roll of tobacco wrapped in leaf
tobacco or any substance containing
tobacco.

Cigarette tobacco means any product
that consists of loose tobacco that is
intended for use by consumers in a cig-
arette. Unless otherwise stated, the re-
quirements applicable to cigarettes
under this chapter also apply to ciga-
rette tobacco.

Component or part means any soft-
ware or assembly of materials intended
or reasonably expected:

(1) To alter or affect the tobacco
product’s performance, composition,
constituents, or characteristics; or

(2) to be used with or for the human
consumption of a tobacco product.
Component or part excludes anything
that is an accessory of a tobacco prod-
uct.

Covered tobacco product means any to-
bacco product deemed to be subject to
the Federal Food, Drug, and Cosmetic
Act pursuant to §1100.2 of this chapter,
but excludes any component or part
that is not made or derived from to-
bacco.

Package or packaging means a pack,
box, carton, or container of any kind
or, if no other container, any wrapping
(including cellophane), in which a to-
bacco product is offered for sale, sold,
or otherwise distributed to consumers.

Point of sale means any location at
which a consumer can purchase or oth-
erwise obtain tobacco products for per-
sonal consumption.
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Principal display panels means the
panels of a package that are most like-
ly to be displayed, presented, shown, or
examined by the consumer.

Required warning statement means a
textual warning statement required to
be on packaging and in advertisements
for cigarette tobacco, roll-your-own to-
bacco, cigars, and other covered to-
bacco products.

Retailer means any person who sells
tobacco products to individuals for per-
sonal consumption, or who operates a
facility where vending machines or
self-service displays are permitted
under this part.

Roll-your-own tobacco means any to-
bacco product that, because of its ap-
pearance, type, packaging, or labeling,
is suitable for use and likely to be of-
fered to, or purchased by, consumers as
tobacco for making cigarettes.

Tobacco product, as stated in section
201(rr) of the Federal Food, Drug, and
Cosmetic Act in relevant part:

(1) Means any product made or de-
rived from tobacco, or containing nico-
tine from any source, that is intended
for human consumption, including any
component, part, or accessory of a to-
bacco product (except for raw mate-
rials other than tobacco used in manu-
facturing a component, part, or acces-
sory of a tobacco product); and

(2) Does not mean an article that is a
drug under section 201(g)(1) of the Fed-
eral Food, Drug, and Cosmetic Act; a
device under section 201(h) of the Fed-
eral Food, Drug, and Cosmetic Act; a
combination product described in sec-
tion 503(g) of the Federal Food, Drug,
and Cosmetic Act; or a food under 201(f)
of the Federal Food, Drug, and Cos-
metic Act if such article contains no
nicotine or no more than trace
amounts of naturally occurring nico-
tine.

[81 FR 29103, May 10, 2016, as amended at 88
FR 165653, Mar. 20, 2023]

§1143.3 Required warning statement
regarding addictiveness of nicotine.

(a) Packages. (1) For cigarette to-
bacco, roll-your-own tobacco, and cov-
ered tobacco products other than ci-
gars, it is unlawful for any person to
manufacture, package, sell, offer to
sell, distribute, or import for sale or
distribution within the United States

21 CFR Ch. | (4-1-23 Edition)

such product unless the tobacco prod-
uct package bears the following re-
quired warning statement on the pack-
age label: “WARNING: This product
contains nicotine. Nicotine is an ad-
dictive chemical.”

(2) The required warning statement
must appear directly on the package
and must be clearly visible underneath
any cellophane or other clear wrapping
as follows:

(i) Be located in a conspicuous and
prominent place on the two principal
display panels of the package and the
warning area must comprise at least 30
percent of each of the principal display
panels;

(ii) Be printed in at least 12-point
font size and ensures that the required
warning statement occupies the great-
est possible proportion of the warning
area set aside for the required text;

(iii) Be printed in conspicuous and
legible Helvetica bold or Arial bold
type (or other sans serif fonts) and in
black text on a white background or
white text on a black background in a
manner that contrasts by typography,
layout, or color, with all other printed
material on the package;

(iv) Be capitalized and punctuated as
indicated in paragraph (a)(1) of this
section; and

(v) Be centered in the warning area
in which the text is required to be
printed and positioned such that the
text of the required warning statement
and the other information on the prin-
cipal display panel have the same ori-
entation.

(3) A retailer of any tobacco product
covered by paragraphs (a)(1) and (2) of
this section will not be in violation of
this section for packaging that:

(i) Contains a health warning;

(ii) Is supplied to the retailer by the
tobacco product manufacturer, im-
porter, or distributor, who has the re-
quired state, local, or Alcohol and To-
bacco Tax and Trade Bureau (TTB)-
issued license or permit, if applicable,
and

(iii) Is not altered by the retailer in
a way that is material to the require-
ments of this section.

(b) Advertisements. (1) For cigarette
tobacco, roll-your-own tobacco, and
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covered tobacco products other than ci-
gars, it is unlawful for any such to-
bacco product manufacturer, packager,
importer, distributor, or retailer of the
tobacco product to advertise or cause
to be advertised within the United
States any tobacco product unless each
advertisement bears the required warn-
ing statement specified in paragraph
(a)(1) of this section.

(2) For print advertisements and
other advertisements with a visual
component (including, for example, ad-
vertisements on signs, shelf-talkers,
Internet Web pages, and electronic
mail correspondence), the required
warning statement must appear in the
upper portion of the area of the adver-
tisement within the trim area as fol-
lows:

(i) Occupy at least 20 percent of the
area of the advertisement;

(ii) Appear in at least 12-point font
size and ensures that the required
warning statement occupies the great-
est possible proportion of the warning
area set aside for the required text;

(iii) Appear in conspicuous and leg-
ible Helvetica bold or Arial bold type
(or other similar sans serif fonts) and
in black text on a white background or
white text on a black background in a
manner that contrasts by typography,
layout, or color, with all other mate-
rial on the advertisement;

(iv) Be capitalized and punctuated as
indicated in paragraph (a)(1) of this
section;

(v) Be centered in the warning area
in which the text is required to appear
and positioned such that the text of
the required warning statement and
the other textual information in the
advertisement have the same orienta-
tion; and

(vi) Be surrounded by a rectangular
border that is the same color as the
text of the required warning statement
and that is not less than 3 millimeters
(mm) or more than 4 mm.

(3) This paragraph (b) applies to a re-
tailer only if that retailer is respon-
sible for or directs the health warning
required under the paragraph. How-
ever, this paragraph does not relieve a
retailer of liability if the retailer dis-
plays, in a location open to the public,
an advertisement that does not contain
a health warning or contains a health

§1143.5

warning that has been altered by the
retailer in a way that is material to
the requirements of this section.

(c) Self-certification. A tobacco prod-
uct that would otherwise be required to
bear the warning in paragraph (a)(1) of
this section but does not contain nico-
tine is not required to bear the warning
in paragraph (a)(1) of this section on
packages or advertisements if the to-
bacco product manufacturer has sub-
mitted to FDA a confirmation state-
ment certifying to be true and accurate
that the product does not contain nico-
tine and that the tobacco product man-
ufacturer has data to support that as-
sertion. Any product not required to
bear the warning in paragraph (a)(1) of
this section must include the state-
ment ‘““This product is made from to-
bacco.” on all packages and advertise-
ments in accordance with the require-
ments of this part.

(d) Small packages. A tobacco product
that would otherwise be required to
bear the warning in paragraph (a)(1) of
this section but is too small or other-
wise unable to accommodate a label
with sufficient space to bear such in-
formation is exempt from compliance
with the requirement provided that the
information and specifications required
under paragraphs (a)(1) and (2) of this
section appear on the carton or other
outer container or wrapper if the car-
ton, outer container, or wrapper has
sufficient space to bear the informa-
tion, or appear on a tag otherwise firm-
ly and permanently affixed to the to-
bacco product package. In such cases,
the carton, outer container, wrapper,
or tag will serve as the location of the
principal display panels.

§1143.5 Required warning statements
for cigars.

(a) Packages. (1) It is unlawful for any
person to manufacture, package, sell,
offer to sell, distribute, or import for
sale or distribution within the United
States any cigar product unless the
product package bears one of the fol-
lowing required warning statements on
the package label:

(i) WARNING: Cigar smoking can
cause cancers of the mouth and throat,
even if you do not inhale.

(ii) WARNING: Cigar smoking can
cause lung cancer and heart disease.
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(iii) WARNING: Cigars are not a safe
alternative to cigarettes.

(iv) WARNING: Tobacco smoke in-
creases the risk of lung cancer and
heart disease, even in nonsmokers.

(v)(A) WARNING: Cigar use while
pregnant can harm you and your baby.;
or

(B) SURGEON GENERAL WARNING:
Tobacco Use Increases the Risk of In-
fertility, Stillbirth and Low Birth
Weight.

(vi) WARNING: This product con-
tains nicotine. Nicotine is an addictive
chemical.

(2) Each required warning statement
must appear directly on the package
and must be clearly visible underneath
any cellophane or other clear wrapping
as follows:

(i) Be located in a conspicuous and
prominent place on the two principal
display panels of the package and the
warning area must comprise at least 30
percent of each of the principal display
panels;

(ii) Appear in at least 12-point font
size and ensure that the required warn-
ing statement occupies the greatest
possible proportion of the warning area
set aside for the required text;

(iii) Be printed in conspicuous and
legible Helvetica bold or Arial bold
type (or other similar sans serif fonts)
and in black text on a white back-
ground or white text on a black back-
ground in a manner that contrasts by
typography, layout, or color, with all
other printed material on the package;

(iv) Be capitalized and punctuated as
indicated in paragraph (a)(1) of this
section; and

(v) Be centered in the warning area
in which the text is required to be
printed and positioned such that the
text of the required warning statement
and the other information on that prin-
cipal display panel have the same ori-
entation.

(3) No person may manufacture,
package, sell, offer to sell, distribute,
or import for sale or distribution with-
in the United States any cigar without
a required warning statement, except
for cigars that are sold individually
and not in a product package. For ci-
gars that are sold individually and not
in a product package, the required
warning statements must be posted at

21 CFR Ch. | (4-1-23 Edition)

the retailer’s point-of-sale in accord-
ance with the following:

(i) All of the warnings in paragraph
(a) of this section must be placed on a
sign that is a minimum of 8.5 x 11
inches, posted on or within 3 inches of
each cash register where payment may
be made so that the sign(s) are unob-
structed in their entirety and can be
read easily by each consumer making a
purchase;

(ii) The sign must be clear, legible,
and conspicuous and be printed in
black Helvetica bold or Arial bold type
(or other similar sans serif fonts)
against a solid white background in at
least 17 point type with appropriate
space between the warning statements;

(iii) Be printed in a manner that con-
trasts by typography, layout, or color,
with all other printed material; and

(iv) Be capitalized and punctuated as
indicated in paragraph (a)(1) of this
section.

(4) A retailer of any cigar covered by
paragraphs (a)(1) and (2) of this section
will not be in violation of this section
for packaging that:

(i) Contains a health warning;

(ii) Is supplied to the retailer by the
tobacco product manufacturer, im-
porter, or distributor who has the re-
quired state, local, or Alcohol and To-
bacco Tax and Trade Bureau (TTB)-
issued license or permit, if applicable,
and

(iii) Is not altered by the retailer in
a way that is material to the require-
ments of this section.

(b) Advertisements. (1) It is unlawful
for any tobacco product manufacturer,
packager, importer, distributor, or re-
tailer of cigars to advertise or cause to
be advertised within the United States
any cigar unless each advertisement
bears one of the required warning
statements specified in paragraph (a)(1)
of this section.

(2) For print advertisements and
other advertisements with a visual
component (including, for example, ad-
vertisements on signs, shelf-talkers,
Internet Web pages, and electronic
mail correspondence), each required
warning statement must appear in the
upper portion of the area of the adver-
tisement within the trim area as fol-
lows:
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(i) Occupy at least 20 percent of the
area of the advertisement;

(ii) Appear in at least 12-point font
size that ensures that the required
warning statement occupies the great-
est possible proportion of the warning
area set aside for the text required;

(iii) Appear in conspicuous and leg-
ible Helvetica bold or Arial bold type
(or other similar sans serif fonts) and
in black text on a white background or
white text on a black background in a
manner that contrasts by typography,
layout, or color, with all other mate-
rial on the advertisement;

(iv) Be capitalized and punctuated as
indicated in paragraph (a)(1) of this
section;

(v) Be centered in the warning area
in which the text is required to appear
and positioned such that the text of
the required warning statement and
the other textual information in the
advertisement have the same orienta-
tion; and

(vi) Be surrounded by a rectangular
border that is the same color as the
text of the required warning statement
and that is not less than 3 mm or more
than 4 mm.

(3) This paragraph (b) applies to a re-
tailer only if that retailer is respon-
sible for or directs the warning state-
ments required under the paragraph.
However, this paragraph does not re-
lieve a retailer of liability if the re-
tailer displays, in a location open to
the public, an advertisement that does
not contain a health warning or con-
tains a health warning that has been
altered by the retailer in a way that is
material to the requirements of this
section.

(c) Marketing requirements. (1) Except
for cigars sold individually and not in a
product package, the warning state-
ments required for packages in para-
graph (a)(1) of this section must be ran-
domly displayed in each 12-month pe-
riod, in as equal a number of times as
is possible on each brand of cigar sold
in product packaging and be randomly
distributed in all areas of the United
States in which the product is mar-
keted in accordance with a plan sub-
mitted by the cigar manufacturer, im-
porter, distributor, or retailer to, and
approved by, the Food and Drug Ad-
ministration.

§1143.11

(2) The warning statements required
for advertisements in paragraph (a)(1)
of this section must be rotated quar-
terly in alternating sequence in each
advertisement for each brand of cigar
in accordance with a plan submitted by
the cigar manufacturer, importer, dis-
tributor, or retailer to, and approved
by, the Food and Drug Administration.

(3) Bach person required to randomly
display and distribute or rotate warn-
ings in accordance with an FDA-ap-
proved plan under this part shall sub-
mit a proposed warning plan to FDA no
later than either 12 months after May
10, 2016, or 12 months before advertising
or commercially marketing a product
that is subject to such requirement,
whichever is later.

§1143.7 Language requirements for re-
quired warning statements.

The text in each warning statement
required in §1143.3 or §1143.5 must be in
the English language, except as fol-
lows:

(a) In the case of an advertisement
that appears in a non-English medium,
the text in the required warning state-
ment must appear in the predominant
language of the medium whether or not
the advertisement is in English, and;

(b) In the case of an advertisement
that appears in an English language
medium but that is not in English, the
text in the required warning statement
must appear in the same language as
that principally used in the advertise-
ment.

§1143.9 Irremovable or permanent re-
quired warning statements.

The warning statements required by
this section must be indelibly printed
on or permanently affixed to the pack-
age or advertisement. These warnings,
for example, must not be printed or
placed on a product label affixed to a
clear outer wrapper that is likely to be
removed to access the product within
the package.

§1143.11 Does not apply to foreign dis-
tribution.

The provisions of this part do not
apply to a manufacturer or distributor
of tobacco products that does not man-
ufacture, package, or import tobacco
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products for sale or distribution within
the United States.

§1143.13 Effective date.

(a) Except as stated in paragraph (b)
of this section, this part will take ef-
fect 24 months after May 10, 2016. The
effective date will be with respect to
the date of manufacture, provided that,
in any case, beginning 30 days after the
effective date, a manufacturer may not
introduce into the domestic commerce
of the United States any product, irre-
spective of the date of manufacture,
that is not in conformance with this
part.

(b) The requirement to submit a
warning plan to FDA under §1143.5(c)(3)
will take effect 12 months after May 10,
2016.

PART 1150—USER FEES

Sec.

1150.1 Scope.

1150.3 Definitions.

1150.5 Required information.

1150.7 Yearly class allocation.

1150.9 Domestic manufacturer or importer
assessment.

1150.11 Notification of assessments.

1150.13 Payment of assessments.

1150.15 Disputes.

1150.17 Penalties.

AUTHORITY: 21 U.S.C. 371, 387a, 387Tb, 387i,
387s, 21 CFR 1100.1.

SOURCE: 79 FR 39310, July 10, 2014, unless
otherwise noted.

§1150.1 Scope.

This part establishes requirements
related to tobacco product user fees
under section 919 of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C.
387s). The total amount of user fees
may not exceed the amount specified
for that fiscal year in section 919(b) of
the Federal Food, Drug, and Cosmetic
Act. All domestic manufacturers and
importers of tobacco products are re-
quired to pay to FDA their percentage
share of the total assessment for a fis-
cal year.

§1150.3 Definitions.

The following definitions are applica-
ble to this part:

Class of tobacco products means each
of the following types of tobacco prod-

21 CFR Ch. | (4-1-23 Edition)

ucts as defined in 26 U.S.C. 5702 and for
which taxes are required to be paid for
the removal of such into domestic com-
merce: Cigarettes, cigars, snuff, chew-
ing tobacco, pipe tobacco, and roll-
your-own tobacco.

Domestic manufacturer means a person
who is required to obtain a permit from
the Alcohol and Tobacco Tax and
Trade Bureau of the Department of the
Treasury with respect to the produc-
tion of tobacco products under title 27
of the Code of Federal Regulations.

Fiscal year quarter means a quarter in
a fiscal year (the fiscal year is October
1 through September 30). The fiscal
year quarters are October 1-December
31, January 1-March 31, April 1-June
30, and July 1-September 30.

Importer means a person who is re-
quired to obtain a permit from the Al-
cohol and Tobacco Tax and Trade Bu-
reau of the Department of the Treasury
with respect to the importation of to-
bacco products under title 27 of the
Code of Federal Regulations.

Total assessment means the total
amount of user fees (in dollars) author-
ized to be assessed and collected for a
specific fiscal year under section 919 of
the Federal Food, Drug, and Cosmetic
Act.

Units of product means:

(1) The number of sticks for ciga-
rettes, or

(2) The weight (measured in pounds)
for snuff, chewing tobacco, and roll-
your-own tobacco.

Units of product means:

(1) The number of sticks for ciga-
rettes and cigars, or

(2) The weight (measured in pounds)
for snuff, chewing tobacco, pipe to-
bacco, and roll-your-own tobacco.

Yearly class allocation means the
amount of user fees (in dollars) as-
sessed for a class of tobacco products
for a particular fiscal year.

[79 FR 39310, July 10, 2014, as amended at 81
FR 28715, May 10, 2016]

§1150.5 Required information.

(a) General. Each domestic manufac-
turer and importer of tobacco products
that are part of a class of tobacco prod-
ucts must submit the information de-
scribed in this section for such prod-
ucts each month, and the information
must be received by FDA no later than
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