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§§381.470-381.479

complaint and answer in the pro-
ceeding, which shall thereafter be con-
ducted in accordance with the Depart-
ment’s Uniform Rules of Practice.

(B) The hearing shall be conducted
before an administrative law judge
with the opportunity for appeal to the
Department’s Judicial Officer, who
shall make the final determination for
the Secretary. Any such determination
by the Secretary shall be conclusive
unless, within 30 days after receipt of
the notice of such final determination,
the applicant appeals to the United
States Court of Appeals for the circuit
in which the applicant has its principal
place of business or to the United
States Court of Appeals for the District
of Columbia Circuit.

(ii) If the claim is approved, the
Agency shall notify the applicant, in
writing, and shall also publish in the
FEDERAL REGISTER a notice informing
the public that the implied nutrient
content claim has been approved for
use.

(Paperwork requirements were approved by
the Office of Management and Budget under
control number 0583-0088.)

[68 FR 675, Jan. 6, 1993, as amended at 59 FR
45198, Sept. 1, 1994; 60 FR 217, Jan. 3, 1995]

§§381.470-381.479 [Reserved]

§381.480 Label statements relating to
usefulness in reducing or maintain-
ing body weight.

(a) General requirements. Any product
that purports to be or is represented
for special dietary use because of use-
fulness in reducing body weight shall
bear:

(1) Nutrition labeling in conformity
with §381.409 of this subpart, unless ex-
empt under that section, and

(2) A conspicuous statement of the
basis upon which the product claims to
be of special dietary usefulness.

(b) Nonnutritive ingredients. (1) Any
product subject to paragraph (a) of this
section that achieves its special die-
tary usefulness by use of a nonnutri-
tive ingredient (i.e., one not utilized in
normal metabolism) shall bear on its
label a statement that it contains a
nonnutritive ingredient and the per-
centage by weight of the nonnutritive
ingredient.

9 CFR Ch. Ill (1-1-23 Edition)

(2) A special dietary product may
contain a nonnutritive sweetener or
other ingredient only if the ingredient
is safe for use in the product under the
applicable law and regulations of this
chapter. Any product that achieves its
special dietary usefulness in reducing
or maintaining body weight through
the use of a nonnutritive sweetener
shall bear on its label the statement
required by paragraph (b)(1) of this sec-
tion, but need not state the percentage
by weight of the nonnutritive sweet-
ener. If a nutritive sweetener(s) as well
as nonnutritive sweetener(s) is added,
the statement shall indicate the pres-
ence of both types of sweetener; e.g.,
“Sweetened with nutritive sweetener(s)
and nonnutritive sweetener(s).”

(c) “Low calorie” foods. A product
purporting to be ‘“‘low calorie’” must
comply with the criteria set forth for
such foods in §381.460.

(d) ‘““Reduced calorie’’ foods and other
comparative claims. A product pur-
porting to be ‘‘reduced calorie’’ or oth-
erwise containing fewer calories than a
reference food must comply with the
criteria set forth for such foods in
§387.460(b) (4) and (b).

(e) “Label terms suggesting usefulness
as low calorie or reduced calorie foods’ .
(1) Except as provided in paragraphs
(e)(2) and (e)(3) of this section, a prod-
uct may be labeled with terms such as
“diet,” ‘‘dietetic,” ‘‘artificially sweet-
ened,” or ‘‘sweetened with nonnutri-
tive sweetener’’ only if the claim is not
false or misleading, and the product is
labeled ‘‘low calorie” or ‘‘reduced cal-
orie’’ or bears another comparative cal-
orie claim in compliance with the ap-
plicable provisions in this subpart.

(2) Paragraph (e)(1) of this section
shall not apply to any use of such
terms that is specifically authorized by
regulation governing a particular food,
or, unless otherwise restricted by regu-
lation, to any use of the term ‘‘diet”
that clearly shows that the product is
offered solely for a dietary use other
than regulating body weight, e.g., “for
low sodium diets.”

(3) Paragraph (e)(1) of this section
shall not apply to any use of such
terms on a formulated meal replace-
ment or other product that is rep-
resented to be of special dietary use as
a whole meal, pending the issuance of a
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regulation governing the use of such
terms on foods.

(f) ““‘Sugar free” and ‘‘no added
sugar’. Criteria for the use of the
terms ‘‘sugar free’’ and ‘‘no added
sugar’’ are provided for in §381.460(c).

[68 FR 675, Jan. 6, 1993; 58 FR 43789, Aug. 18,
1993, as amended at 58 FR 47628, Sept. 10,
1993; 60 FR 217, Jan. 3, 1995]

§§381.481-381.499 [Reserved]

§381.500 Exemption from nutrition la-
beling.

(a) The following poultry products
are exempt from nutrition labeling:

(1) Food products produced by small
businesses other than the major cuts of
single-ingredient, raw poultry products
identified in §381.444 produced by small
businesses, provided that the labels for
these products bear no nutrition claims
or nutrition information, and ground
or chopped products described in
§381.401 produced by small businesses
that bear a statement of the lean per-
centage and fat percentage on the label
or in labeling in accordance with
§381.462(f), provided that labels or la-
beling for these products bear no other
nutrition claims or nutrition informa-
tion,

(i) A food product, for purposes of the
small business exemption, is defined as
a formulation, not including distinct
flavors which do not significantly alter
the nutritional profile, sold in any size
package in commerce.

(ii) For purposes of this paragraph, a
small business is any single-plant facil-
ity, including a single retail store, or
multi-plant company/firm, including a
multi-retail store operation that em-
ploys 500 or fewer people and produces
no more than the following amounts of
pounds of the product qualifying the
firm for exemption from this subpart:

(A) During the first year of imple-
mentation of nutrition labeling, from
July 1994 to July 1995, 250,000 pounds or
less,

(B) During the second year of imple-
mentation of nutrition labeling, from
July 1995 to July 1996, 175,000 pounds or
less, and

(C) During the third year of imple-
mentation and subsequent years there-
after, 100,000 pounds or less.

§381.500

(iii) For purposes of this paragraph,
calculation of the amount of pounds
shall be based on the most recent 2-
year average of business activity.
Where firms have been in business less
than 2 years or where products have
been produced for less than 2 years,
reasonable estimates must indicate
that the annual pounds produced will
not exceed the amounts specified.

(2) Products intended for further
processing, provided that the labels for
these products bear no nutrition claims
or nutrition information,

(3) Products that are not for sale to
consumers, provided that the labels for
these products bear no nutrition claims
or nutrition information,

(4) Products in small packages that
are individually wrapped packages of
less than %2 ounce net weight, provided
that the labels for these products bear
no nutrition claims or nutrition infor-
mation,

(6) Products custom slaughtered or
prepared,

(6) Products intended for export, and

(7) The following products prepared
and served or sold at retail provided
that the labels or the labeling of these
products bear no nutrition claims or
nutrition information:

(i) Ready-to-eat products that are
packaged or portioned at a retail store
or similar retail-type establishment,
provided, however, that this exemption
does not apply to ready-to-eat ground
or chopped poultry products described
in §381.401 that are packaged or
portioned at a retail establishment, un-
less the establishment qualifies for an
exemption under (a)(1);

(ii) Multi-ingredient products (e.g.
sausage) processed at a retail store or
similar retail-type establishment, pro-
vided, however, that this exemption
does not apply to multi-ingredient
ground or chopped poultry products de-
scribed in §381.401 that are processed at
a retail establishment, unless the es-
tablishment qualifies for an exemption
under (a)(1); and

(iii) Products that are ground or
chopped at an individual customer’s re-
quest.

(b) Restaurant menus generally do
not constitute labeling or fall within
the scope of these regulations.
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