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associated with many factors. A serv-
ing of  ounces of this product con-
forms to such a diet.”).

(B) Where the food that bears the
claim is sold in a restaurant or in other
establishments in which food that is
ready for immediate human consump-
tion is sold, the food can meet the re-
quirements of paragraphs (d)(2)(vi) or
(d)(2)(vii) of this section if the firm
that sells the food has a reasonable
basis on which to believe that the food
that bears the claim meets the require-
ments of paragraphs (d)(2)(vi) or
(d)(2)(vii) of this section and provides
that basis upon request.

(3) Nutrition labeling shall be pro-
vided in the label or labeling of any
food for which a health claim is made
in accordance with §101.9; for res-
taurant foods, in accordance with
§101.10; or for dietary supplements, in
accordance with §101.36.

(e) Prohibited health claims. No ex-
pressed or implied health claim may be
made on the label or in labeling for a
food, regardless of whether the food is
in conventional food form or dietary
supplement form, unless:

(1) The claim is specifically provided
for in subpart E of this part; and

(2) The claim conforms to all general
provisions of this section as well as to
all specific provisions in the appro-
priate section of subpart E of this part;

(3) None of the disqualifying levels
identified in paragraph (a)(4) of this
section is exceeded in the food, unless
specific alternative levels have been es-
tablished for the substance in subpart
E of this part; or unless FDA has per-
mitted a claim despite the fact that a
disqualifying level of a nutrient is
present in the food based on a finding
that such a claim will assist consumers
in maintaining healthy dietary prac-
tices, and, in accordance with the regu-
lation in subpart E of this part that
makes such a finding, the label bears a
disclosure statement that complies
with §101.13(h), highlighting the nutri-
ent that exceeds the disqualifying
level;

(4) Except as provided in paragraph
(e)(3) of this section, no substance is
present at an inappropriate level as de-
termined in the specific provision au-
thorizing the claim in subpart E of this
part;
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(5) The label does not represent or
purport that the food is for infants and
toddlers less than 2 years of age except
if the claim is specifically provided for
in subpart E of this part; and

(6) Except for dietary supplements or
where provided for in other regulations
in part 101, subpart E, the food con-
tains 10 percent or more of the Ref-
erence Daily Intake or the Daily Ref-
erence Value for vitamin A, vitamin C,
iron, calcium, protein, or fiber per ref-
erence amount customarily consumed
prior to any nutrient addition.

(f) The requirements of this section
do not apply to:

(1) Infant formulas subject to section
412(h) of the Federal Food, Drug, and
Cosmetic Act, and

(2) Medical foods defined by section
5(b) of the Orphan Drug Act.

(9) Applicability. The requirements of
this section apply to foods intended for
human consumption that are offered
for sale, regardless of whether the
foods are in conventional food form or
dietary supplement form.

[58 FR 2533, Jan. 6, 1993; 58 FR 17097, Apr. 1,
1993, as amended at 58 FR 44038, Aug. 18, 1993;
59 FR 425, Jan. 4, 1994; 59 FR 15050, Mar. 31,
1994; 61 FR 40332, Aug. 2, 1996; 62 FR 49867,
Sept. 23, 1997; 63 FR 26980, May 15, 1998; 66 FR
17358, Mar. 30, 2001]

§101.15 Food; prominence of required
statements.

(a) A word, statement, or other infor-
mation required by or under authority
of the act to appear on the label may
lack that prominence and conspicuous-
ness required by section 403(f) of the
act by reason (among other reasons) of:

(1) The failure of such word, state-
ment, or information to appear on the
part or panel of the label which is pre-
sented or displayed under customary
conditions of purchase;

(2) The failure of such word, state-
ment, or information to appear on two
or more parts or panels of the label,
each of which has sufficient space
therefor, and each of which is so de-
signed as to render it likely to be,
under customary conditions of pur-
chase, the part or panel displayed;

(3) The failure of the label to extend
over the area of the container or pack-
age available for such extension, so as
to provide sufficient label space for the
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prominent placing of such word, state-
ment, or information;

(4) Insufficiency of label space (for
the prominent placing of such word,
statement, or information) resulting
from the use of label space for any
word, statement, design, or device
which is not required by or under au-
thority of the act to appear on the
label;

(5) Insufficiency of label space (for
the prominent placing of such word,
statement, or information) resulting
from the use of label space to give ma-
terially greater conspicuousness to any
other word, statement, or information,
or to any design or device; or

(6) Smallness or style of type in
which such word, statement, or infor-
mation appears, insufficient back-
ground contrast, obscuring designs or
vignettes, or crowding with other writ-
ten, printed, or graphic matter.

(b) No exemption depending on insuf-
ficiency of label space, as prescribed in
regulations promulgated under section
403 (e) or (i) of the act, shall apply if
such insufficiency is caused by:

(1) The use of label space for any
word, statement, design, or device
which is not required by or under au-
thority of the act to appear on the
label;

(2) The use of label space to give
greater conspicuousness to any word,
statement, or other information than
is required by section 403(f) of the act;
or

(3) The use of label space for any rep-
resentation in a foreign language.

(c)(1) Al words, statements, and
other information required by or under
authority of the act to appear on the
label or labeling shall appear thereon
in the English language: Provided, how-
ever, That in the case of articles dis-
tributed solely in the Commonwealth
of Puerto Rico or in a Territory where
the predominant language is one other
than English, the predominant lan-
guage may be substituted for English.

(2) If the label contains any represen-
tation in a foreign language, all words,
statements, and other information re-
quired by or under authority of the act
to appear on the label shall appear
thereon in the foreign language: Pro-
vided, however, That individual serving-
size packages of foods containing no
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more than 1%z avoirdupois ounces or no
more than 1% fluid ounces served with
meals in restaurants, institutions, and
passenger carriers and not intended for
sale at retail are exempt from the re-
quirements of this paragraph (c)(2), if
the only representation in the foreign
language(s) is the name of the food.

(3) If any article of labeling (other
than a label) contains any representa-
tion in a foreign language, all words,
statements, and other information re-
quired by or under authority of the act
to appear on the label or labeling shall
appear on such article of labeling.

§101.17 Food labeling warning, notice,
and safe handling statements.

(a) Self-pressurized containers. (1) The
label of a food packaged in a self-pres-
surized container and intended to be
expelled from the package under pres-
sure shall bear the following warning:

WARNING—AVvoid spraying in eyes. Con-
tents under pressure. Do not puncture or in-
cinerate. Do not store at temperature above
120 °F. Keep out of reach of children.

(2) In the case of products intended
for use by children, the phrase ‘“‘except
under adult supervision’ may be added
at the end of the last sentence in the
warning required by paragraph (a)(1) of
this section.

(3) In the case of products packaged
in glass containers, the word ‘“‘break”
may be substituted for the word
“puncture’ in the warning required by
paragraph (a)(1) of this section.

(4) The words ‘““Avoid spraying in
eyes’ may be deleted from the warning
required by paragraph (a)(1) of this sec-
tion in the case of a product not ex-
pelled as a spray.

(b) Self-pressurized containers with
halocarbon or hydrocarbon propellants.
(1) In addition to the warning required
by paragraph (a) of this section, the
label of a food packaged in a self-pres-
surized container in which the propel-
lant consists in whole or in part of a
halocarbon or a hydrocarbon shall bear
the following warning:

WARNING—Use only as directed. Inten-
tional misuse by deliberately concentrating
and inhaling the contents can be harmful or
fatal.



