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§1141.5

(2) Any roll of tobacco wrapped in
any substance containing tobacco
which, because of its appearance, the
type of tobacco used in the filler, or its
packaging and labeling, is likely to be
offered to, or purchased by, consumers
as a cigarette described in paragraph
(1) of this definition.

Commerce means:

(1) Commerce between any State, the
District of Columbia, the Common-
wealth of Puerto Rico, Guam, the Vir-
gin Islands, American Samoa, Wake Is-
land, Midway Islands, Kingman Reef,
or Johnston Island and any place out-
side thereof;

(2) Commerce between points in any
State, the District of Columbia, the
Commonwealth of Puerto Rico, Guam,
the Virgin Islands, American Samoa,
Wake Island, Midway Islands, Kingman
Reef, or Johnston Island, but through
any place outside thereof; or

(3) Commerce wholly within the Dis-
trict of Columbia, Guam, the Virgin Is-
lands, American Samoa, Wake Island,
Midway Island, Kingman Reef, or John-
ston Island.

Distributor means any person who fur-
thers the distribution of cigarettes,
whether domestic or imported, at any
point from the original place of manu-
facture to the person who sells or dis-
tributes the product to individuals for
personal consumption. Common car-
riers are not considered distributors for
the purposes of this part.

Front panel and rear panel mean the
two largest sides or surfaces of the
package.

Manufacturer means any person, in-
cluding any repacker or relabeler, who
manufactures, fabricates, assembles,
processes, or labels a finished cigarette
product; or imports any cigarette that
is intended for sale or distribution to
consumers in the United States.

Package or packaging means a pack,
box, carton, or container of any kind in
which cigarettes are offered for sale,
sold, or otherwise distributed to con-
sumers.

Person means an individual, partner-
ship, corporation, or any other busi-
ness or legal entity.

Retailer means any person who sells
cigarettes to individuals for personal
consumption, or who operates a facil-
ity where vending machines or self-
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service displays of cigarettes are per-
mitted.

United States, when used in a geo-
graphical sense, includes the several
States, the District of Columbia, the
Commonwealth of Puerto Rico, Guam,
the Virgin Islands, American Samoa,
Wake Island, Midway Islands, Kingman
Reef, and Johnston Island. The term
“State’” includes any political division
of any State.

§1141.5 Incorporation by reference.

(a) Certain material is incorporated
by reference into this part with the ap-
proval of the Director of the Federal
Register under 5 U.S.C. 5562(a) and 1
CFR part 51. All approved material is
available for inspection at U.S. Food
and Drug Administration, Division of
Dockets Management, 5630 Fishers
Lane, Rm. 1061, Rockville, MD 20852,
and is available from the source listed
in paragraph (b) of this section. It is
also available for inspection at the Na-
tional Archives and Records Adminis-
tration (NARA). For information on
the availability of this material at
NARA, email fedreg.legal@nara.gov or
go to www.archives.gov/federal-register/
cfr/ibr-locations.hitml.

(b) Center for Tobacco Products, U.S.
Food and Drug Administration, 10903
New Hampshire Ave., Silver Spring,
MD 20993; 1-888-463-6332. You may also
obtain the material at https:/
www.fda.gov/cigarette-warning-files.

(1) ““‘Required Cigarette Health Warn-
ings, 2020”°, IBR approved for §1141.10.

(2) [Reserved]

Subpart B—Required Warnings for
Cigarette Packages and Ad-
vertisements

§1141.10 Required warnings.

(a) Required warnings. A required
warning must include the following:

(1) One of the following textual warn-
ing label statements:

(i) WARNING: Tobacco smoke can
harm your children.

(ii) WARNING: Tobacco smoke
causes fatal lung disease in non-
smokers.

(iii) WARNING: Smoking causes type
2 diabetes, which raises blood sugar.
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