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§ 700.35

(b) Requirements. (1) No cosmetic
shall be manufactured from, processed
with, or otherwise contain, prohibited
cattle materials.
(2) The small intestine is not considered prohibited cattle material if the
distal ileum is removed by a procedure
that removes at least 80 inches of the
uncoiled and trimmed small intestine,
as measured from the caeco-colic junction and progressing proximally towards the jejunum, or by a procedure
that the establishment can demonstrate is equally effective in ensuring complete removal of the distal
ileum.
(c) Records. (1) Manufacturers and
processors of a cosmetic that is manufactured from, processed with, or otherwise contains, material from cattle
must establish and maintain records
sufficient to demonstrate that the cosmetic is not manufactured from, processed with, or does not otherwise contain, prohibited cattle materials.
(2) Records must be retained for 2
years after the date they were created.
(3) Records must be retained at the
manufacturing or processing establishment or at a reasonably accessible location.
(4) The maintenance of electronic
records
is
acceptable.
Electronic
records are considered to be reasonably
accessible if they are accessible from
an onsite location.
(5) Records required by this section
and existing records relevant to compliance with this section must be available to FDA for inspection and copying.
(6) When filing entry with U.S. Customs and Border Protection, the importer of record of a cosmetic manufactured from, processed with, or otherwise containing, cattle material must
affirm that the cosmetic was manufactured from, processed with, or otherwise contains, cattle material and
must affirm that the cosmetic was
manufactured in accordance with this
section. If a cosmetic is manufactured
from, processed with, or otherwise contains, cattle material, then the importer of record must, if requested, provide within 5 days records sufficient to
demonstrate that the cosmetic is not
manufactured from, processed with, or

does not otherwise contain, prohibited
cattle material.
(7) Records established or maintained
to satisfy the requirements of this subpart that meet the definition of electronic records in § 11.3(b)(6) of this
chapter are exempt from the requirements of part 11 of this chapter.
Records that satisfy the requirements
of this subpart but that are also required under other applicable statutory
provisions or regulations remain subject to part 11 of this chapter.
(d) Adulteration. Failure of a manufacturer or processor to operate in
compliance with the requirements of
paragraph (b) or (c) of this section renders a cosmetic adulterated under section 601(c) of the act.
(e) Process for designating countries. A
country seeking designation must send
a written request to the Director, Office of the Center Director, Center for
Food Safety and Applied Nutrition,
Food and Drug Administration, at the
address designated in 21 CFR 5.1100.
The request shall include information
about a country’s bovine spongiform
encephalopathy (BSE) case history,
risk factors, measures to prevent the
introduction and transmission of BSE,
and any other information relevant to
determining whether specified risk materials, the small intestine of cattle except as provided in paragraph (b)(2) of
this section, material from nonambulatory disabled cattle, or MS
(Beef) from cattle from the country
should be considered prohibited cattle
materials. FDA shall respond in writing to any such request and may impose conditions in granting any such
request. A country designation granted
by FDA under this paragraph will be
subject to future review by FDA, and
may be revoked if FDA determines
that it is no longer appropriate.
[70 FR 53068, Sept. 7, 2005, as amended at 71
FR 59668, Oct. 11, 2006; 73 FR 20794, Apr. 17,
2008]

§ 700.35 Cosmetics
containing
sunscreen ingredients.
(a) A product that includes the term
‘‘sunscreen’’ in its labeling or in any
other way represents or suggests that
it is intended to prevent, cure, treat, or
mitigate disease or to affect a structure or function of the body comes
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within the definition of a drug in section 201(g)(1) of the act. Sunscreen active ingredients affect the structure or
function of the body by absorbing, reflecting, or scattering the harmful,
burning rays of the sun, thereby altering the normal physiological response
to solar radiation. These ingredients
also help to prevent diseases such as
sunburn and may reduce the chance of
premature skin aging, skin cancer, and
other harmful effects due to the sun
when used in conjunction with limiting
sun exposure and wearing protective
clothing. When consumers see the term
‘‘sunscreen’’ or similar sun protection
terminology in the labeling of a product, they expect the product to protect
them in some way from the harmful effects of the sun, irrespective of other
labeling statements. Consequently, the
use of the term ‘‘sunscreen’’ or similar
sun protection terminology in a product’s labeling generally causes the
product to be subject to regulation as a
drug. However, sunscreen ingredients
may also be used in some products for
nontherapeutic, nonphysiologic uses
(e.g., as a color additive or to protect
the color of the product). To avoid consumer misunderstanding, if a cosmetic
product contains a sunscreen ingredient and uses the term ‘‘sunscreen’’ or
similar sun protection terminology
anywhere in its labeling, the term
must be qualified by describing the
cosmetic benefit provided by the sunscreen ingredient.
(b) The qualifying information required under paragraph (a) of this section shall appear prominently and conspicuously at least once in the labeling
in conjunction with the term ‘‘sunscreen’’ or other similar sun protection
terminology used in the labeling. For
example: ‘‘Contains a sunscreen—to
protect product color.’’
[64 FR 27693, May 21, 1999]
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Subpart A—General Provisions
§ 701.1

Misbranding.

(a) Among representations in labeling of a cosmetic which render such
cosmetic misbranded is a false or misleading representation with respect to
another cosmetic or a food, drug, or device.
(b) The labeling of a cosmetic which
contains two or more ingredients may
be misleading by reason (among other
reasons) of the designation of such cosmetic in such labeling by a name which
includes or suggests the name of one or
more but not all such ingredients, even
though the names of all such ingredients are stated elsewhere in the labeling.
§ 701.2 Form of stating labeling requirements.
(a) A word, statement, or other information required by or under authority
of the Act to appear on the label may
lack that prominence and conspicuousness required by section 602(c) of the
Act by reason (among other reasons)
of:
(1) The failure of such word, statement, or information to appear on the
part or panel of the label which is presented or displayed under customary
conditions of purchase;
(2) The failure of such word, statement, or information to appear on two
or more parts or panels of the label,
each of which has sufficient space
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