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between 9 a.m. and 4 p.m., Monday
through Friday.
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List of Subjects in 21 CFR Part 101

Food labeling, Nutrition, Reporting
and recordkeeping requirements.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, it is proposed that
21 CFR part 101 be amended as follows:

PART 101—FOOD LABELING

1. The authority citation for 21 CFR
part 101 continues to read as follows:

Authority: Secs. 4, 5, 6 of the Fair
Packaging and Labeling Act (15 U.S.C. 1453,
1454, 1455); secs. 201, 301, 402, 403, 409,
701 of the Federal Food, Drug, and Cosmetic
Act (21 U.S.C. 321, 331, 342, 343, 348, 371).

2. Section 101.13 is amended by
adding new paragraph (b)(6) to read as
follows:

§101.13 Nutrient content claims—general
principles.
* * * * *

(b * X *

(6) The term **high potency’” may only
be used on the labels or in the labeling
of dietary supplements as defined by

section 201(ff) of the Federal Food,
Drug, and Cosmetic Act.
* * * * *

3. Section 101.54 is amended by
revising the section heading and adding
new paragraphs (f) and (g) to read as
follows:

§101.54 Nutrient content claims for ““‘good
source,” “high,” “more,” and ‘“‘high
potency.”

* * * * *

(f) ““High potency”’ claims. (1) The
term ““high potency” may be used on the
label or in the labeling of dietary
supplements to describe a nutrient that
is present at 100 percent or more of the
RDI for vitamins and minerals or of the
DRV for protein and dietary fiber per
reference amount customarily
consumed.

(2) The term **high potency’ may be
used on the label or in the labeling of
dietary supplements to describe a
product that contains 100 percent or
more of the RDI, or of the DRV, for at
least two-thirds of the vitamins and
minerals, and of the protein and dietary
fiber, present in the product (e.g., “High
potency multivitamin, multimineral
dietary supplement tablets”).

(9) “Antioxidants” claims. (1) The
term “‘antioxidants” is defined as a
collective term inclusive of vitamin C,
vitamin E, and the provitamin beta-
carotene when used as part of a nutrient
content claim (e.g., ““good source of
antioxidants,” “high in antioxidants’)
on labels or in labeling of conventional
foods or dietary supplements. The levels
of vitamin C and vitamin E and the level
of vitamin A present as beta-carotene in
the food that bears the claim all must be
sufficient to qualify for the claim (i.e.,
for “*high in antioxidants,” the product
must contain 20 percent or more of the
RDI for vitamin C and vitamin E per
reference amount customarily
consumed and 20 percent or more of the
RDI for vitamin A must be present as
beta-carotene per reference amount
customarily consumed).

(2) The term **antioxidants’ may only
be used on the label or in labeling of a
food that does not contain each of the
three antioxidants (i.e., vitamin C,
vitamin E, and beta-carotene) in
sufficient amounts to qualify for the
claim if the food contains at least one of
these nutrients at the requisite level,
and the claim discloses which
antioxidants in the food meet the
required level (e.g., “‘High in antioxidant
vitamins C and E”).

(3) A collective claim about
antioxidant nutrients (e.g., ““‘complete
antioxidant formula,” ‘“‘antioxidant
complex’) may be used on the label or
in labeling of foods provided that



