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§101.67 Use of nutrient content claims
for butter.

(a) Claims may be made to charac-
terize the level of nutrients, including
fat, in butter if:

(1) The claim complies with the re-
quirements of §101.13 and with the re-
quirements of the regulations in this
subpart that define the particular nu-
trient content claim that is used and
how it is to be presented. In deter-
mining whether a claim is appropriate,
the calculation of the percent fat re-
duction in milkfat shall be based on
the 80 percent milkfat requirement
provided by the statutory standard for
butter (21 U.S.C. 321a);

(2) The product contains cream or
milk, including milk constituents (in-
cluding, but not limited to, whey, ca-
sein, modified whey, and salts of ca-
sein), or both, with or without added
salt, with or without safe and suitable
colorings, with or without nutrients
added to comply with paragraph (a)(3)
of this section, and with or without
safe and suitable bacterial cultures.
The product may contain safe and suit-
able ingredients to improve texture,
prevent syneresis, add flavor, extend
shelf life, improve appearance, and add
sweetness. The product may contain
water to replace milkfat although the
amount of water in the product shall
be less than the amount of cream,
milk, or milk constituents;

(3) The product is not nutritionally
inferior, as defined in §101.3(e)(4), to
butter as produced under 21 U.S.C. 321a;
and

(4) If the product would violate 21
U.S.C. 321a but for the nutrient content
claim that characterizes the level of
nutrients, that claim shall be an ex-
plicit claim that is included as part of
the common or usual name of the prod-
uct.

(b) Deviations from the ingredient
provisions of 21 U.S.C. 321a must be the
minimum necessary to achieve similar
performance characteristics as butter
as produced under 21 U.S.C. 321a, or the
food will be deemed to be adulterated
under section 402(b) of the act. The per-
formance characteristics (e.g., physical
properties, organoleptic characteris-
tics, functional properties, shelf life) of
the product shall be similar to butter
as produced under 21 U.S.C. 32la. If
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there is a significant difference in per-
formance characteristics (that materi-
ally limits the uses of the product com-
pared to butter,) the label shall include
a statement informing the consumer of
such difference (e.g., if appropriate,
“not recommended for baking pur-
poses’’). Such statement shall comply
with the requirements of §101.13(d).
The modified product shall perform at
least one of the principal functions of
butter substantially as well as butter
as produced under 21 U.S.C. 321a.

(c)(1) Bach of the ingredients used in
the food shall be declared on the label
as required by the applicable sections
of this part.

(2) Safe and suitable ingredients
added to improve texture, prevent syn-
eresis, add flavor, extend shelf life, im-
prove appearance, or add sweetness and
water added to replace milkfat shall be
identified with an asterisk in the ingre-
dient statement. The statement
“*Ingredients not in regular butter”
shall immediately follow the ingre-
dient statement in the same type size.
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§101.69 Petitions for nutrient content
claims.

(a) This section pertains to petitions
for claims, expressed or implied, that:

(1) Characterize the level of any nu-
trient which is of the type required to
be in the label or labeling of food by
section 403(q)(1) or (q)(2) of the Federal
Food, Drug, and Cosmetic Act (the
act); and

(2) That are not exempted under sec-
tion 403(r)(5)(A) through (r)(5)(C) of the
act from the requirements for such
claims in section 403(r)(2).

(b) Petitions included in this section
are:

(1) Petitions for a new (heretofore un-
authorized) nutrient content claim;

(2) Petitions for a synonymous term
(i.e., one that is consistent with a term
defined by regulation) for character-
izing the level of a nutrient; and

(3) Petitions for the use of an implied
claim in a brand name.

(c) An original and one copy of the
petition to be filed under the provi-
sions of section 403(r)(4) of the act shall
be submitted, or the petitioner may
submit an original and a computer
readable disk containing the petition.
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