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(99 An environmental assessment
under part 25 of this chapter prepared
in accordance with the requirements of
§25.40 of this chapter.

(c) Exemption determination. FDA will
review the information submitted and
determine whether to grant or deny an
exemption request based on whether
the criteria in section 905(j)(3) of the
Federal Food, Drug, and Cosmetic Act
are met. FDA may request additional
information if necessary to make a de-
termination. FDA will consider the ex-
emption request withdrawn if the in-
formation is not provided within the
requested timeframe.

(d) Rescission of an exemption. FDA
may rescind an exemption if it finds
that the exemption is not appropriate
for the protection of public health. In
general, FDA will rescind an exemption
only after notice and opportunity for a
hearing under part 16 of this chapter is
provided. However, FDA may rescind
an exemption prior to notice and op-
portunity for a hearing under part 16 of
this chapter if the continuance of the
exemption presents a serious risk to
public health. In that case, FDA will
provide the manufacturer an oppor-
tunity for a hearing as soon as possible
after the rescission.
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Subpart A—General Provisions

§1140.1 Scope.

(a) This part sets out the restrictions
under the Federal Food, Drug, and Cos-
metic Act (the act) on the sale, dis-
tribution, and use of cigarettes and
smokeless tobacco that contain nico-
tine.

(b) The failure to comply with any
applicable provision in this part in the
sale, distribution, and use of cigarettes
and smokeless tobacco renders the
product misbranded under the act.

(c) References in this part to regu-
latory sections of the Code of Federal
Regulations are to chapter I of title 21,
unless otherwise noted.

§1140.2 Purpose.

The purpose of this part is to estab-
lish restrictions on the sale, distribu-
tion, and use of cigarettes and smoke-
less tobacco in order to reduce the
number of children and adolescents
who use these products, and to reduce
the life-threatening consequences asso-
ciated with tobacco use.

§1140.3 Definitions.

(a) Cigarette. (1) Means a product
that:

(i) Is a tobacco product; and

(ii) Meets the definition of the term
‘“‘cigarette’ in section 3(1) of the Fed-
eral Cigarette Labeling and Adver-
tising Act; and

(2) Includes tobacco, in any form,
that is functional in the product,
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 or as roll-your-own to-
bacco.
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§1140.10

(b) Cigarette tobacco means any prod-
uct that consists of loose tobacco that
is intended for use by consumers in a
cigarette. Unless otherwise stated, the
requirements applicable to cigarettes
under this chapter shall also apply to
cigarette tobacco.

(c) Distributor means any person who
furthers the distribution of cigarettes
or smokeless tobacco, whether domes-
tic or imported, at any point from the
original place of manufacture to the
person who sells or distributes the
product to individuals for personal con-
sumption. Common carriers are not
considered distributors for the pur-
poses of this part.

(d) Manufacturer means any person,
including any repacker and/or re-
labeler, who manufactures, fabricates,
assembles, processes, or labels a fin-
ished cigarette or smokeless tobacco
product.

(e) Nicotine means the chemical sub-
stance named 3-(1-Methyl-2-
pyrrolidinyl)pyridine or C[10JH[14]N[2],
including any salt or complex of nico-
tine.

(f) Package means a pack, box, car-
ton, or container of any kind in which
cigarettes or smokeless tobacco are of-
fered for sale, sold, or otherwise dis-
tributed to consumers.

(g) Point of sale means any location
at which a consumer can purchase or
otherwise obtain cigarettes or smoke-
less tobacco for personal consumption.

(h) Retailer means any person who
sells cigarettes or smokeless tobacco
to individuals for personal consump-
tion, or who operates a facility where
vending machines or self-service dis-
plays are permitted under this part.

(1) Smokeless tobacco means any to-
bacco product that consists of cut,
ground, powdered, or leaf tobacco and
that is intended to be placed in the oral
or nasal cavity.

Subpart B—Prohibition of Sale and
Distribution to Persons Young-
er Than 18 Years of Age

§1140.10 General responsibilities of
manufacturers, distributors, and re-
tailers.

Each manufacturer, distributor, and
retailer is responsible for ensuring that
the cigarettes or smokeless tobacco it
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manufactures, labels, advertises, pack-
ages, distributes, sells, or otherwise
holds for sale comply with all applica-
ble requirements under this part.

§1140.12 Additional responsibilities of
manufacturers.

In addition to the other responsibil-
ities under this part, each manufac-
turer shall remove from each point of
sale all self-service displays, adver-
tising, labeling, and other items that
the manufacturer owns that do not
comply with the requirements under
this part.

§1140.14 Additional responsibilities of
retailers.

In addition to the other requirements
under this part, each retailer is respon-
sible for ensuring that all sales of ciga-
rettes or smokeless tobacco to any per-
son comply with the following require-
ments:

(a) No retailer may sell cigarettes or
smokeless tobacco to any person
younger than 18 years of age;

(b)(1) Except as otherwise provided in
§1140.16(c)(2)(1) and in paragraph (b)(2)
of this section, each retailer shall
verify by means of photographic identi-
fication containing the bearer’s date of
birth that no person purchasing the
product is younger than 18 years of age;

(2) No such verification is required
for any person over the age of 26;

(c) Except as otherwise provided in
§1140.16(c)(2)(ii), a retailer may sell
cigarettes or smokeless tobacco only in
a direct, face-to-face exchange without
the assistance of any electronic or me-
chanical device (such as a vending ma-
chine);

(d) No retailer may break or other-
wise open any cigarette or smokeless
tobacco package to sell or distribute
individual cigarettes or a number of
unpackaged cigarettes that is smaller
than the quantity in the minimum cig-
arette package size defined in
§1140.16(b), or any quantity of cigarette
tobacco or smokeless tobacco that is
smaller than the smallest package dis-
tributed by the manufacturer for indi-
vidual consumer use; and

(e) Each retailer shall ensure that all
self-service displays, advertising, label-
ing, and other items, that are located
in the retailer’s establishment and that
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