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these findings, chloroform is a delete-
rious substance which may render inju-
rious to users any cosmetic product
that contains chloroform as an ingre-
dient.

(b) Any cosmetic product containing
chloroform as an ingredient is adulter-
ated and is subject to regulatory action
under sections 301 and 601(a) of the
Federal Food, Drug, and Cosmetic Act.
Any cosmetic product containing chlo-
roform in residual amounts from its
use as a processing solvent during man-
ufacture, or as a byproduct from the
synthesis of an ingredient, is not, for
the purpose of this section, considered
to contain chloroform as an ingredient.

[41 FR 26845, June 29, 1976]

§ 700.19 Use of methylene chloride as
an ingredient of cosmetic products.

(a) Methylene chloride has been used
as an ingredient of aerosol cosmetic
products, principally hair sprays, at
concentrations generally ranging from
10 to 25 percent. In a 2-year animal in-
halation study sponsored by the Na-
tional Toxicology Program, methylene
chloride produced a significant in-
crease in benign and malignant tumors
of the lung and liver of male and fe-
male mice. Based on these findings and
on estimates of human exposure from
the customary use of hair sprays, the
Food and Drug Administration con-
cludes that the use of methylene chlo-
ride in cosmetic products poses a sig-
nificant cancer risk to consumers, and
that the use of this ingredient in cos-
metic products may render these prod-
ucts injurious to health.

(b) Any cosmetic product that con-
tains methylene chloride as an ingre-
dient is deemed adulterated and is sub-
ject to regulatory action under sec-
tions 301 and 601(a) of the Federal
Food, Drug, and Cosmetic Act.

[54 FR 27342, June 29, 1989]

§ 700.23 Chlorofluorocarbon propel-
lants.

The use of chlorofluorocarbons in
cosmetics as propellants in self-pres-
surized containers is prohibited as pro-
vided in § 2.125 of this chapter.

[43 FR 11317, Mar. 17, 1978]

§ 700.25 Tamper-resistant packaging
requirements for cosmetic prod-
ucts.

(a) General. Because most cosmetic
liquid oral hygiene products and vag-
inal products are not now packaged in
tamper-resistant retail packages, there
is the opportunity for the malicious
adulteration of those cosmetic prod-
ucts with health risks to individuals
who unknowingly purchase adulterated
products and with loss of consumer
confidence in the security of cosmetic
product packages. The Food and Drug
Administration has the authority and
responsibility under the Federal Food,
Drug, and Cosmetic Act (the act) to es-
tablish a uniform national requirement
for tamper-resistant packaging of cos-
metic liquid oral hygiene products or
products used vaginally that will im-
prove the packaging security and help
assure the safety of those products.
Such a cosmetic product for retail sale
that is not packaged in a tamper-re-
sistant package or that is not properly
labeled under this section is adulter-
ated under section 601 of the act or
misbranded under section 602 of the
act, or both.

(b) Requirement for tamper-resistant
package. Each manufacturer and pack-
er who packages a cosmetic liquid oral
hygiene product or vaginal product for
retail sale shall package the product in
a tamper-resistant package, if this
product is accessible to the public
while held for sale. A tamper-resistant
package is one having an indicator or
barrier to entry which, if breached or
missing, can reasonably be expected to
provide visible evidence to consumers
that tampering has occurred. To reduce
the likelihood of substitution of a tam-
per-resistant feature after tampering,
the indicator or barrier to entry is re-
quired to be distinctive by design (e.g.,
an aerosol product container) or by the
use of an identifying characteristic
(e.g., a pattern, name, registered trade-
mark, logo, or picture). For purposes of
this section, the term ‘‘distinctive by
design’’ means the packaging cannot be
duplicated with commonly available
materials or through commonly avail-
able processes. For purposes of this sec-
tion, the term ‘‘aerosol product’’
means a product which depends upon
the power of a liquified or compressed
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gas to expel the contents from the con-
tainer. A tamper-resistant package
may involve an immediate-container
and closure system or secondary-con-
tainer or carton system or any com-
bination of systems intended to provide
a visual indication of package integ-
rity. The tamper-resistant feature
shall be designed to and shall remain
intact when handled in a reasonable
manner during manufacture, distribu-
tion, and retail display.

(c) Labeling. Each retail package of a
cosmetic product covered by this sec-
tion, except aerosol products as defined
in paragraph (b) of this section, is re-
quired to bear a statement that is
prominently placed so that consumers
are alerted to the specific tamper-re-
sistant feature of the package. The la-
beling statement is also required to be
so placed that it will be unaffected if
the tamper-resistant feature of the
package is breached or missing. If the
tamper-resistant feature chosen to
meet the requirement in paragraph (b)
of this section is one that uses an iden-
tifying characteristic, that char-
acteristic is required to be referred to
in the labeling statement. For exam-
ple, the labeling statement on a bottle
with a shrink band could say ‘‘For your
protection, this bottle has an im-
printed seal around the neck.’’

(d) Requests for exemptions from pack-
aging and labeling requirements. A man-
ufacturer or packer may request an ex-
emption from the packaging and label-
ing requirements of this section. A re-
quest for an exemption is required to
be submitted in the form of a citizen
petition under § 10.30 of this chapter
and should be clearly identified on the
envelope as a ‘‘Request for Exemption
from Tamper-resistant Rule.’’ The peti-
tion is required to contain the fol-
lowing:

(1) The name of the product.
(2) The reasons that the product’s

compliance with the tamper-resistant
packaging or labeling requirements of
this section is unnecessary or cannot
be achieved.

(3) A description of alternative steps
that are available, or that the peti-
tioner has already taken, to reduce the
likelihood that the product will be the
subject of malicious adulteration.

(4) Other information justifying an
exemption.

This information collection require-
ment has been approved by the Office
of Management and Budget under num-
ber 0910–0149.

(e) Effective date. Cosmetic products
covered by this section are required to
comply with the requirements of this
section on the dates listed below except
to the extent that a product’s manufac-
turer or packer has obtained an exemp-
tion from a packaging or labeling re-
quirement.

(1) Initial effective date for packaging
requirements. (i) The packaging require-
ment in paragraph (b) of this section is
effective on Feburary 7, 1983 for each
affected cosmetic product (except vag-
inal tablets) packaged for retail sale on
or after that date, except for the re-
quirement in paragraph (b) of this sec-
tion for a distinctive indicator or bar-
rier to entry.

(ii) The packaging requirement in
paragraph (b) of this section is effec-
tive on May 5, 1983 for each cosmetic
product that is a vaginal tablet pack-
aged for retail sale on or after that
date.

(2) Initial effective date for labeling re-
quirements. The requirement in para-
graph (b) of this section that the indi-
cator or barrier to entry be distinctive
by design and the requirement in para-
graph (c) of this section for a labeling
statement are effective on May 5, 1983
for each affected cosmetic product
packaged for retail sale on or after
that date, except that the requirement
for a specific label reference to any
identifying characteristic is effective
on February 6, 1984 for each affected
cosmetic product packaged for retail
sale on or after that date.

(3) Retail level effective date. The tam-
per-resistant packaging requirement of
paragraph (b) of this section is effec-
tive February 6, 1984 for each affected
cosmetic product held for sale on or
after that date that was packaged for
retail sale before May 5, 1983. This does
not include the requirement in para-
graph (b) of this section that the indi-
cator or barrier to entry be distinctive
by design. Products packaged for retail
sale after May 5, 1983, as required to be
in compliance with all aspects of the
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regulations without regard to the re-
tail level effective date.

[47 FR 50451, Nov. 5, 1982; 48 FR 1707, Jan. 14,
1983; 48 FR 11427, Mar. 18, 1983, as amended at
48 FR 16664, Apr. 19, 1983; 48 FR 37624, Aug. 19,
1983]

EFFECTIVE DATE NOTE: See 48 FR 41579,
Sept. 16, 1983, for a document announcing an
interim stay of the effective date of certain
provisions in paragraph (e)(3) of § 700.25.

§ 700.35 Cosmetics containing sun-
screen 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 struc-
ture or function of the body comes
within the definition of a drug in sec-
tion 201(g)(1) of the act. Sunscreen ac-
tive ingredients affect the structure or
function of the body by absorbing, re-
flecting, or scattering the harmful,
burning rays of the sun, thereby alter-
ing 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 prod-
uct, they expect the product to protect
them in some way from the harmful ef-
fects of the sun, irrespective of other
labeling statements. Consequently, the
use of the term ‘‘sunscreen’’ or similar
sun protection terminology in a prod-
uct’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 con-
sumer misunderstanding, if a cosmetic
product contains a sunscreen ingre-
dient 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 sun-
screen ingredient.

(b) The qualifying information re-
quired under paragraph (a) of this sec-

tion shall appear prominently and con-
spicuously at least once in the labeling
in conjunction with the term ‘‘sun-
screen’’ 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]

EFFECTIVE DATE NOTE: At 64 FR 27693, May
21, 1999, § 700.35 was added, effective May 21,
2001. At 65 FR 36319, June 8, 2000, the effec-
tive date was delayed until Dec. 31, 2002.
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Subpart A—General Provisions

§ 701.1 Misbranding.
(a) Among representations in label-

ing of a cosmetic which render such
cosmetic misbranded is a false or mis-
leading representation with respect to
another cosmetic or a food, drug, or de-
vice.

(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 cos-
metic in such labeling by a name which
includes or suggests the name of one or
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