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21 CFR Ch. I (4–1–10 Edition)

introduced into interstate commerce
after May 8, 2002, if the agency determines that the cost of compliance with
such lower requirement will not place
an undue burden on persons subject to
it.
(vi) For the purposes of this paragraph, the following definitions apply:
(A) Unit means the packaging or, if
there is no packaging, the form in
which a food product is offered for sale
to consumers.
(B) Food product means food in any
sized package which is manufactured
by a single manufacturer or which
bears the same brand name, which
bears the same statement of identity,
and which has similar preparation
methods.
(C) Person means all domestic and
foreign affiliates, as defined in 13 CFR
121.401, of the corporation, in the case
of a corporation, and all affiliates, as
defined in 13 CFR 121.401, of a firm or
other entity, when referring to a firm
or other entity that is not a corporation.
(D) Full-time equivalent employee
means all individuals employed by the
person claiming the exemption. This
number shall be determined by dividing the total number of hours of salary
or wages paid directly to employees of
the person and of all of its affiliates by
the number of hours of work in a year,
2,080 hours (i.e., 40 hours×52 weeks).
(k) A food labeled under the provisions of this section shall be deemed to
be misbranded under sections 201(n)
and 403(a) of the act if its label or labeling represents, suggests, or implies:
(1) That the food, because of the presence or absence of certain dietary properties, is adequate or effective in the
prevention, cure, mitigation, or treatment of any disease or symptom. Information about the relationship of a dietary property to a disease or health-related condition may only be provided
in conformance with the requirements
of § 101.14 and part 101, subpart E.
(2) That the lack of optimum nutritive quality of a food, by reason of the
soil on which that food was grown, is or
may be responsible for an inadequacy
or deficiency in the quality of the daily
diet.
(3) That the storage, transportation,
processing, or cooking of a food is or

may be responsible for an inadequacy
or deficiency in the quality of the daily
diet.
(4) That a natural vitamin in a food
is superior to an added or synthetic vitamin.
[58 FR 2175, Jan. 6, 1993]
EDITORIAL NOTE: For FEDERAL REGISTER citations affecting § 101.9, see the List of CFR
Sections Affected, which appears in the
Finding Aids section of the printed volume
and on GPO Access.
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Nutrition labeling in accordance with
§ 101.9 shall be provided upon request
for any restaurant food or meal for
which a nutrient content claim (as defined in § 101.13 or in subpart D of this
part) or a health claim (as defined in
§ 101.14 and permitted by a regulation
in subpart E of this part) is made, except that information on the nutrient
amounts that are the basis for the
claim (e.g., ‘‘low fat, this meal provides
less than 10 grams of fat’’) may serve
as the functional equivalent of complete nutrition information as described in § 101.9. Nutrient levels may
be determined by nutrient data bases,
cookbooks, or analyses or by other reasonable bases that provide assurance
that the food or meal meets the nutrient requirements for the claim. Presentation of nutrition labeling may be in
various forms, including those provided
in § 101.45 and other reasonable means.
[61 FR 40332, Aug. 2, 1996]

§ 101.12 Reference amounts customarily consumed per eating occasion.
(a) The general principles and factors
that the Food and Drug Administration (FDA) considered in arriving at
the reference amounts customarily
consumed per eating occasion (reference amounts) which are set forth in
paragraph (b) of this section, are that:
(1) FDA calculated the reference
amounts for persons 4 years of age or
older to reflect the amount of food customarily consumed per eating occasion
by persons in this population group.
These reference amounts are based on
data set forth in appropriate national
food consumption surveys.
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