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16 CFR Ch. I (1–1–05 Edition) § 307.1 

AUTHORITY: 15 U.S.C. 4401 et seq. 

SOURCE: 51 FR 40015, Nov. 4, 1986, unless 
otherwise noted. 

SCOPE 

§ 307.1 Scope of regulations in this 
part. 

These regulations implement the 
Comprehensive Smokeless Tobacco 
Health Education Act of 1986 to be codi-
fied at 15 U.S.C. 4401. 

§ 307.2 Required warnings. 
The Comprehensive Smokeless To-

bacco Health Education Act of 1986 is 
the law that requires the enactment of 
these regulations. Section 7 of this law 
provides that no statement, other than 
the three warning statements required 
by the Act, shall be required by any 
Federal, State, or local statute or regu-
lation to be included on the package or 
in the advertisement (unless the adver-
tisement is an outdoor billboard) of a 
smokeless tobacco product. The warn-
ing statements required by the Act are 
as follows: 

WARNING: THIS PRODUCT MAY CAUSE 
MOUTH CANCER 

WARNING: THIS PRODUCT MAY CAUSE 
GUM DISEASE AND TOOTH LOSS 

WARNING: THIS PRODUCT IS NOT A SAFE 
ALTERNATIVE TO CIGARETTES 

DEFINITIONS 

§ 307.3 Terms defined. 
As used in this part, unless the con-

text otherwise specifically requires: 
(a) Act means the Comprehensive 

Smokeless Tobacco Health Education 
Act of 1986 (Pub. L. 99–252) and any 
amendments thereto. 

(b) Commission means the Federal 
Trade Commission. 

(c) Regulation(s) means regulations 
promulgated by the Commission pursu-
ant to sections 3 and 5 of the Act. 

(d) Commerce means (1) commerce be-
tween any State, the District of Co-
lumbia, the Commonwealth of Puerto 
Rico, Guam, the Virgin Islands, Amer-
ican Samoa, Wake Island, Midway Is-
lands, Kingman Reef, or Johnston Is-
land and any place outside thereof; (2) 
commerce between points in 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, but through any 
place outside thereof; or (3) commerce 
wholly within the District of Columbia, 
Guam, the Virgin Islands, American 
Samoa, Wake Island, Midway Islands, 
Kingman Reef, or Johnston Island. 

(e) United States, when used in a geo-
graphical sense, means the several 
States, the District of Columbia, the 
Commonwealth of Puerto Rico, Guam, 
the Virgin Islands, American Samoa, 
Wake Island, Midway Islands, Kingman 
Reef, Johnston Island, and installa-
tions of the Armed Forces. 

(f) Smokeless tobacco product means 
any finely cut, ground, powered, or leaf 
tobacco that is intended to be placed in 
the oral cavity, including snuff, chew-
ing tobacco, and plug tobacco. 

(g) Brand means smokeless tobacco 
products that bear a common identi-
fying name or mark, regardless of 
whether the products are differentiated 
by type of product, size, shape, pack-
aging, or other characteristic, and, in 
the case of generic or private label 
smokeless tobacco products, means all 
products produced by a single manufac-
turer or its affiliates or imported by a 
single importer or its affiliates. 

(h) Package means any pack, can, 
box, jar, carton, pouch, container, or 
wrapping in which any smokeless to-
bacco product is offered for sale, sold, 
or otherwise distributed to consumers, 
but for purposes of these regulations 
package does not include (1) any ship-
ping container or wrapping used solely 
for transporting smokeless tobacco 
products in bulk or quantity to manu-
facturers, packagers, processors, 
wholesalers, or retailers unless the 
container or wrapping is intended for 
use as a retail display or (2) any wrap-
ping or container that bears no writ-
ten, printed, or graphic matter. 

(i) Label means any written, printed, 
or graphic matter affixed to or appear-
ing on any smokeless tobacco product 
or any package containing a smokeless 
tobacco product with the exception of 
any revenue stamp affixed to a smoke-
less tobacco product. 

(j) Billboard means any outdoor sign 
with an area of more than 150 square 
feet. 
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(k) Manufacturer means any person 
who manufacturers, produces, or proc-
esses any smokeless tobacco product. 

(l) Packager means any person who 
puts any smokeless tobacco product 
into packages to be offered for sale, 
sold, or distributed to consumers. 

(m) Importer means any person who 
puts any smokeless tobacco product 
that was not manufactured inside the 
United States into commerce to be of-
fered for sale, sold, or distributed to 
consumers. 

(n) Utilitarian objects means items, 
other than smokeless tobacco products, 
that are sold or given or caused to be 
sold or given by any manufacturer, 
packager or importer to consumers for 
their personal use and that display the 
brand name, logo, or selling message of 
any smokeless tobacco product. Such 
items include, but are not limited to, 
pens, pencils, clothing or sporting 
goods. 

[51 FR 40015, Nov. 4, 1986, as amended at 56 
FR 11662, Mar. 20, 1991] 

GENERAL REQUIREMENTS 

§ 307.4 Prohibited acts. 
(a) No manufacturer, packager, or 

importer of any smokeless tobacco 
product shall distribute, or cause to be 
distributed, in commerce any smoke-
less tobacco product in a package that, 
in accordance with the labeling re-
quirements of the Act and these regu-
lations, does not bear one of the fol-
lowing warning statements. 

WARNING: THIS PRODUCT MAY CAUSE 
MOUTH CANCER 

WARNING: THIS PRODUCT MAY CAUSE 
GUM DISEASE AND TOOTH LOSS 

WARNING: THIS PRODUCT IS NOT A SAFE 
ALTERNATIVE TO CIGARETTES 

Each smokeless tobacco product shall 
upon being prepared for distribution in 
commerce for retail sale, but before it 
is distributed to be offered for retail 
sale, be labeled in accordance with the 
Act and regulations in this part. In the 
case of an importer, the label state-
ments may be affixed in the country of 
origin or after importation into the 
United States, but shall be affixed be-
fore the smokeless tobacco product is 
removed from bond for sale or distribu-
tion. This section does not apply to 

any smokeless tobacco product that is 
manufactured, packaged, or imported 
in the United States for export from 
the United States, if the product is not 
in fact distributed in commerce for use 
in the United States. 

(b) No manufacturer, packager, or 
importer of any smokeless tobacco 
product shall advertise or cause to be 
advertised (other than through the use 
of billboard advertising) within the 
United States any smokeless tobacco 
product unless the advertising bears 
one of the warning statements as re-
quired by the Act and the regulations 
and set forth in § 307.4(a). This require-
ment is not applicable to company and 
divisional names, when used as such, to 
signs on factories, plants, warehouses, 
and other facilities related to the man-
ufacturer or factory storage of smoke-
less tobacco, to corporate or financial 
reports, to communications to security 
holders and others who customarily re-
ceive copies of these communications, 
to employment advertising, to adver-
tising in tobacco trade publications, or 
to promotional materials that are dis-
tributed to smokeless tobacco whole-
salers, dealers, or merchants, but not 
to consumers. In addition, this require-
ment does not apply to shelf-talkers 
and similar product locators with a dis-
play area of 12 square inches or less. 

(c) No manufacturer, packager, or 
importer shall fail to submit a plan to 
the Commission which specifies the 
method that will be used to rotate, dis-
play, and distribute the statements re-
quired by the Act and regulations in 
this part. The Commission shall ap-
prove a plan if the plan provides for the 
rotation, display, and distribution of 
the statements in a manner that com-
plies with the Act and these regula-
tions. Authority to approve plans sub-
mitted by smokeless tobacco manufac-
turers, packagers, and importers has 
been delegated by the Commission to 
the Associate Director for Advertising 
Practices. Where significant issues not 
previously considered by the Commis-
sion are present, however, those plans 
will be referred by the Associate Direc-
tor for Advertising Practices to the 
Commission in the first instance. This 
delegation is authorized by section 1(a) 
of the Reorganization Plan No. 4 of 1961 
in order to enhance the efficiency and 
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