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Food and Drug Administration, HHS

§ 101.95

the label or labeling of a product marketed as a dietary supplement bears a
disease claim as defined in paragraph
(g) of this section, the product will be
subject to regulation as a drug unless
the claim is an authorized health claim
for which the product qualifies.
(g) Disease claims. (1) For purposes of
21 U.S.C. 343(r)(6), a ‘‘disease’’ is damage to an organ, part, structure, or system of the body such that it does not
function properly (e.g., cardiovascular
disease), or a state of health leading to
such
dysfunctioning
(e.g.,
hypertension); except that diseases resulting
from essential nutrient deficiencies
(e.g., scurvy, pellagra) are not included
in this definition.
(2) FDA will find that a statement
about a product claims to diagnose,
mitigate, treat, cure, or prevent disease (other than a classical nutrient
deficiency disease) under 21 U.S.C.
343(r)(6) if it meets one or more of the
criteria listed below. These criteria are
not intended to classify as disease
claims statements that refer to the
ability of a product to maintain
healthy structure or function, unless
the statement implies disease prevention or treatment. In determining
whether a statement is a disease claim
under these criteria, FDA will consider
the context in which the claim is presented. A statement claims to diagnose, mitigate, treat, cure, or prevent
disease if it claims, explicitly or implicitly, that the product:
(i) Has an effect on a specific disease
or class of diseases;
(ii) Has an effect on the characteristic signs or symptoms of a specific disease or class of diseases, using
scientific or lay terminology;
(iii) Has an effect on an abnormal
condition associated with a natural
state or process, if the abnormal condition is uncommon or can cause significant or permanent harm;
(iv) Has an effect on a disease or diseases through one or more of the following factors:
(A) The name of the product;
(B) A statement about the formulation of the product, including a claim
that the product contains an ingredient (other than an ingredient that is
an article included in the definition of
‘‘dietary supplement’’ under 21 U.S.C.

321(ff)(3)) that has been regulated by
FDA as a drug and is well known to
consumers for its use or claimed use in
preventing or treating a disease;
(C) Citation of a publication or reference, if the citation refers to a disease use, and if, in the context of the
labeling as a whole, the citation implies treatment or prevention of a disease, e.g., through placement on the
immediate product label or packaging,
inappropriate prominence, or lack of
relationship to the product’s express
claims;
(D) Use of the term ‘‘disease’’ or
‘‘diseased,’’ except in general statements about disease prevention that do
not refer explicitly or implicitly to a
specific disease or class of diseases or
to a specific product or ingredient; or
(E) Use of pictures, vignettes, symbols, or other means;
(v) Belongs to a class of products
that is intended to diagnose, mitigate,
treat, cure, or prevent a disease;
(vi) Is a substitute for a product that
is a therapy for a disease;
(vii) Augments a particular therapy
or drug action that is intended to diagnose, mitigate, treat, cure, or prevent a
disease or class of diseases;
(viii) Has a role in the body’s response to a disease or to a vector of
disease;
(ix) Treats, prevents, or mitigates adverse events associated with a therapy
for a disease, if the adverse events constitute diseases; or
(x) Otherwise suggests an effect on a
disease or diseases.
[62 FR 49886, Sept. 23, 1997, as amended at 62
FR 49867, Sept. 23, 1997; 65 FR 1050, Jan. 6,
2000; 66 FR 17358, Mar. 30, 2001; 66 FR 56035,
Nov. 6, 2001]

§ 101.95 ‘‘Fresh,’’
‘‘freshly
frozen,’’
‘‘fresh frozen,’’ ‘‘frozen fresh.’’
The terms defined in this section
may be used on the label or in labeling
of a food in conformity with the provisions of this section. The requirements
of the section pertain to any use of the
subject terms as described in paragraphs (a) and (b) of this section that
expressly or implicitly refers to the
food on labels or labeling, including
use in a brand name and use as a sensory modifier. However, the use of the
term ‘‘fresh’’ on labels or labeling is

153

VerDate Nov<24>2008

07:59 Apr 26, 2010

Jkt 220066

PO 00000

Frm 00163

Fmt 8010

Sfmt 8010

Y:\SGML\220066.XXX

220066

erowe on DSK5CLS3C1PROD with CFR

§ 101.100
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not subject to the requirements of
paragraph (a) of this section if the
term does not suggest or imply that a
food is unprocessed or unpreserved. For
example, the term ‘‘fresh’’ used to describe pasteurized whole milk is not
subject to paragraph (a) of this section
because the term does not imply that
the food is unprocessed (consumers
commonly understand that milk is
nearly always pasteurized). However,
the term ‘‘fresh’’ to describe pasta
sauce that has been pasteurized or that
contains pasteurized ingredients would
be subject to paragraph (a) of this section because the term implies that the
food is not processed or preserved. Uses
of fresh not subject to this regulation
will be governed by the provisions of
403(a) of the Federal Food, Drug, and
Cosmetic Act (the act).
(a) The term ‘‘fresh,’’ when used on
the label or in labeling of a food in a
manner that suggests or implies that
the food is unprocessed, means that the
food is in its raw state and has not
been frozen or subjected to any form of
thermal processing or any other form
of preservation, except as provided in
paragraph (c) of this section.
(b) The terms ‘‘fresh frozen’’ and
‘‘frozen fresh,’’ when used on the label
or in labeling of a food, mean that the
food was quickly frozen while still
fresh (i.e., the food had been recently
harvested when frozen). Blanching of
the food before freezing will not preclude use of the term ‘‘fresh frozen’’ to
describe the food. ‘‘Quickly frozen’’
means frozen by a freezing system such
as blast-freezing (sub-zero Fahrenheit
temperature with fast moving air directed at the food) that ensures the
food is frozen, even to the center of the
food, quickly and that virtually no deterioration has taken place.
(c) Provisions and restrictions. (1) The
following do not preclude the food from
use of the term ‘‘fresh:’’
(i) The addition of approved waxes or
coatings;
(ii) The post-harvest use of approved
pesticides;
(iii) The application of a mild chlorine wash or mild acid wash on
produce; or
(iv) The treatment of raw foods with
ionizing radiation not to exceed the

maximum dose of 1 kiloGray in accordance with § 179.26 of this chapter.
(2) A food meeting the definition in
paragraph (a) of this section that is refrigerated is not precluded from use of
‘‘fresh’’ as provided by this section.
[58 FR 2426, Jan. 6, 1993]

Subpart G—Exemptions From
Food Labeling Requirements
§ 101.100
ing.

Food; exemptions from label-

(a) The following foods are exempt
from compliance with the requirements of section 403(i)(2) of the act (requiring a declaration on the label of
the common or usual name of each ingredient when the food is fabricated
from two or more ingredients).
(1) An assortment of different items
of food, when variations in the items
that make up different packages
packed from such assortment normally
occur in good packing practice and
when such variations result in variations in the ingredients in different
packages, with respect to any ingredient that is not common to all packages. Such exemption, however, shall
be on the condition that the label shall
bear, in conjunction with the names of
such ingredients as are common to all
packages, a statement (in terms that
are as informative as practicable and
that are not misleading) indicating by
name other ingredients which may be
present.
(2) A food having been received in
bulk containers at a retail establishment, if displayed to the purchaser
with either:
(i) The labeling of the bulk container
plainly in view, provided ingredient information appears prominently and
conspicuously in lettering of not less
than one-fourth of an inch in height; or
(ii) A counter card, sign, or other appropriate device bearing prominently
and conspicuously, but in no case with
lettering of less than one-fourth of an
inch in height, the information required to be stated on the label pursuant to section 403(i)(2) of the Federal
Food, Drug, and Cosmetic Act (the
act).
(3) Incidental additives that are
present in a food at insignificant levels

154

VerDate Nov<24>2008

07:59 Apr 26, 2010

Jkt 220066

PO 00000

Frm 00164

Fmt 8010

Sfmt 8010

Y:\SGML\220066.XXX

220066

