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Subpart A—General Provisions

§700.3 Definitions.

As used in this subchapter:

(@) The term act means the Federal
Food, Drug, and Cosmetic Act.

(b) The term cosmetic product means a
finished cosmetic the manufacture of
which has been completed. Any cos-
metic product which is also a drug or
device or component thereof is also
subject to the requirements of Chapter
V of the act.

(c) The term flavor means any natu-
ral or synthetic substance or sub-
stances used solely to impart a taste to
a cosmetic product.

(d) The term fragrance means any
natural or synthetic substance or sub-
stances used solely to impart an odor
to a cosmetic product.

(e) The term ingredient means any
single chemical entity or mixture used

as a component in the manufacture of
a cosmetic product.

(f) The term proprietary ingredient
means any cosmetic product ingredient
whose name, composition, or manufac-
turing process is protected from com-
petition by secrecy, patent, or copy-
right.

(g) The term chemical description
means a concise definition of the chem-
ical composition using standard chemi-
cal nomenclature so that the chemical
structure or structures of the compo-
nents of the ingredient would be clear
to a practicing chemist. When the com-
position cannot be described chemi-
cally, the substance shall be described
in terms of its source and processing.

(h) The term cosmetic raw material
means any ingredient, including an in-
gredient that is a mixture, which is
used in the manufacture of a cosmetic
product for commercial distribution
and is supplied to a cosmetic product
manufacturer, packer, or distributor
by a cosmetic raw material manufac-
turer or supplier.

(i) The term commercial distribution of
a cosmetic product means annual gross
sales in excess of $1,000 for that prod-
uct.

(J) Establishment means a place of
business where cosmetic products are
manufactured or packaged.

(k) The term manufacture of a cos-
metic product means the making of
any cosmetic product by chemical,
physical, biological, or other proce-
dures, including manipulation, sam-
pling, testing, or control procedures
applied to the product.

(I) The term packaging of a cosmetic
product means filling or labeling the
product container, including changing
the immediate container or label (but
excluding changing other labeling) at
any point in the distribution of the
cosmetic product from the original
place of manufacture to the person who
makes final delivery or sale to the ulti-
mate consumer.

(m) The term all business trading
names used by the establishment means
any name which is used on a cosmetic
product label and owned by the cos-
metic product manufacturer or packer,
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§700.11

but is different from the principal
name under which the cosmetic prod-

uct manufacturer or packer is reg-
istered.
(n) The definitions and interpreta-

tions contained in sections 201, 601, and
602 of the act shall be applicable to
such terms when used in the regula-
tions in this subchapter.

(0) System of commercial distribution of
a cosmetic product means any distribu-
tion outside the establishment manu-
facturing the product, whether for sale,
to promote future sales (including free
samples of the product), or to gage con-
sumer acceptance through market test-
ing, in excess of $1,000 in cost of goods.

(p) Filed screening procedure means a
procedure that is:

(1) On file with the Food and Drug
Administration and subject to public
inspection;

(2) Designed to determine that there
is a reasonable basis for concluding
that an alleged injury did not occur in
conjunction with the use of the cos-
metic product; and

(3) Which is subject, upon request by
the Food and Drug Administration, to
an audit conducted by the Food and
Drug Administration at reasonable
times and, where an audit is conducted,
such audit shows that the procedure is
consistently being applied and that the
procedure is not disregarding report-
able information.

(q) Reportable experience means an ex-
perience involving any allergic reac-
tion, or other bodily injury, alleged to
be the result of the use of a cosmetic
product under the conditions of use
prescribed in the labeling of the prod-
uct, under such conditions of use as are
customary or reasonably foreseeable
for the product or under conditions of
misuse, that has been reported to the
manufacturer, packer, or distributor of
the product by the affected person or
any other person having factual knowl-
edge of the incident, other than an al-
leged experience which has been deter-
mined to be unfounded or spurious
when evaluated by a filed screening
procedure.

[39 FR 10054, Mar.15, 1974, as amended at 46
FR 38073, July 24, 1981]
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Subpart B—Requirements for
Specific Cosmetic Products

§700.11 Cosmetics
bithionol.

(a) Bithionol has been used to some
extent as an antibacterial agent in cos-
metic preparations such as detergent
bars, shampoos, creams, lotions, and
bases used to hide blemishes. New evi-

containing

dence of clinical experience and
photopatch tests indicate that
bithionol is capable of causing

photosensitivity in man when used
topically and that in some instances
the photosensitization may persist for
prolonged periods as severe reactions
without further contact with sensitiz-
ing articles. Also, there is evidence to
indicate that bithionol may produce
cross-sensitization with other com-
monly used chemicals such as certain
halogenated salicylanilides and
hexachlorophene. It is, therefore, the
view of the Food and Drug Administra-
tion that bithionol is a deleterious sub-
stance which may render any cosmetic
product that contains it injurious to
users. Accordingly, any cosmetic con-
taining bithionol is deemed to be adul-
terated under section 601(a) of the Fed-
eral Food, Drug, and Cosmetic Act.

(b) Regulatory proceedings may be
initiated with respect to any cosmetic
preparation containing bithionol
shipped within the jurisdiction of the
act after March 15, 1968.

§700.13 Use of mercury compounds in
cosmetics including use as
skinbleaching agents in cosmetic
preparations also regarded as
drugs.

(@) Mercury-containing cosmetic
preparations have been represented for
many years as skin-bleaching agents or
as preparations to remove or prevent
freckles and/or brown spots (so-called
age spots). Preparations intended for
such use are regarded as drugs as well
as cosmetics. In addition to such use as
skin-bleaching agents, mercury com-
pounds have also been widely used as
preservatives in cosmetics such as
hand and body creams and lotions; hair
shampoos, hair sets and rinses, hair
straighteners, hair coloring, and other
preparations; bath oils, bubble bath,
and other bath preparations; makeup;
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antiperspirants and deodorants; and
eye-area cosmetics.

(b) The toxicity of mercury com-
pounds is extensively documented in
scientific literature. It is well known
that mercury compounds are readily
absorbed through the unbroken skin as
well as through the lungs by inhalation
and by intestinal absorption after in-
gestion. Mercury is absorbed from topi-
cal application and is accumulated in
the body, giving rise to numerous ad-
verse effects. Mercury is a potent aller-
gen and sensitizer, and skin irritation
is common after topical application.
Cosmetic preparations containing mer-
cury compounds are often applied with
regularity and frequency for prolonged
periods. Such chronic use of mercury-
containing skin-bleaching preparations
has resulted in the accumulation of
mercury in the body and the occur-
rence of severe reactions. Recently it
has also been determined that micro-
organisms in the environment can con-
vert various forms of mercury into
highly toxic methyl mercury which has
been found in the food supply and is
now considered to be a serious environ-
mental problem.

(c) The effectiveness of mercury-con-
taining preparations as skin-bleaching
agents is questionable. The Food and
Drug Administration has not been pro-
vided with well controlled studies to
document the effectiveness of these
preparations. Although mercurial pre-
servatives are recognized as highly ef-
fective, less toxic and satisfactory sub-
stitutes are available except in the
case of certain eye-area cosmetics.

(d) Because of the known hazards of
mercury, its questionable efficacy as a
skin-bleaching agent, and the avail-
ability of effective and less toxic non-
mercurial preservatives, there is no
justification for the use of mercury in
skin-bleaching preparations or its use
as a preservative in cosmetics, with the
exception of eye-area cosmetics for
which no other effective and safe non-
mercurial preservative is available.
The continued use of mercurial pre-
servatives in such eye-area cosmetics
is warranted because mercury com-
pounds are exceptionally effective in
preventing Pseudomonas contamination
of cosmetics and Pseudomonas infection

§700.14

of the eye can cause serious injury, in-
cluding blindness. Therefore:

(1) The Food and Drug Administra-
tion withdraws the opinion expressed
in trade correspondence TC-9 (issued
May 13, 1939) and concludes that any
product containing mercury as a skin-
bleaching agent and offered for sale as
skin-bleaching, beauty, or facial prepa-
ration is misbranded within the mean-
ing of sections 502(a), 502(f)(1) and (2),
and 502(j), and may be a new drug with-
out approval in violation of section 505
of the Federal Food, Drug, and Cos-
metic Act. Any such preparation
shipped within the jurisdiction of the
Act after January 5, 1973 will be the
subject of regulatory action.

(2) The Food and Drug Administra-
tion withdraws the opinion expressed
in trade correspondence TC-412 (issued
Feb. 11, 1944) and will regard as adul-
terated within the meaning of section
601(a) of the Act any cosmetic contain-
ing mercury unless the cosmetic meets
the conditions of paragraph (d)(2) (i) or
(i) of this section.

(i) It is a cosmetic containing no
more than a trace amount of mercury
and such trace amount is unavoidable
under conditions of good manufactur-
ing practice and is less than 1 part per
million (0.0001 percent), calculated as
the metal; or

(i) It is a cosmetic intended for use
only in the area of the eye, it contains
no more than 65 parts per million
(0.0065 percent) of mercury, calculated
as the metal, as a preservative, and
there is no effective and safe nonmer-
curial substitute preservative available
for use in such cosmetic.

§700.14 Use of vinyl chloride as an in-
gredient, including propellant of
cosmetic aerosol products.

(a) Vinyl chloride has been used as an
ingredient in cosmetic aerosol products
including hair sprays. Where such aero-
sol products are used in the confines of
a small room, as is often the case, the
level of vinyl chloride to which the in-
dividual may be exposed could be sig-
nificantly in excess of the safe level es-
tablished in connection with occupa-
tional exposure. Evidence indicates
that vinyl chloride inhalation can re-
sult in acute toxicity, manifested by
dizziness, headache, disorientation, and
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unconsciousness where inhaled at high
concentrations. Studies also dem-
onstrate carcinogenic effects in ani-
mals as a result of inhalation exposure
to vinyl chloride. Furthermore, vinyl
chloride has recently been linked to
liver disease, including liver cancer, in
workers engaged in the polymerization
of vinyl chloride. It is the view of the
Commissioner that vinyl chloride is a
deleterious substance which may
render any cosmetic aerosol product
that contains it as an ingredient injuri-
ous to users. Accordingly, any cos-
metic aerosol product containing vinyl
chloride as an ingredient is deemed to
be adulterated under section 601(a) of
the Federal Food, Drug, and Cosmetic
Act.

(b) Any cosmetic aerosol product
containing vinyl chloride as an ingredi-
ent shipped within the jurisdiction of
the Act is subject to regulatory action.

[39 FR 30830, Aug. 26, 1974]

§700.15 Use of certain halogenated
salicylanilides as ingredients in cos-
metic products.

(a) Halogenated salicylanilides (tri-
bromsalan (TBS,3,4',5-tribromosalicyl-
anilide), dibromsalan (DBS,4'5-dibro-
mosalicylanilide), metabromsalan
(MBS, 3,5 - dibromosalicylanilide) and
3,3,4,5'- tetrachlorosalicylanilide
(TCSA)) have been used as anti-
microbial agents for a variety of pur-
poses in cosmetic products. These halo-
genated salicylanilides are potent
photosensitizers and cross-sensitizers
and can cause disabling skin disorders.
In some instances, the
photosensitization may persist for pro-
longed periods as a severe reaction
without further exposure to these
chemicals. Safer alternative anti-
microbial agents are available.

(b) These halogenated salicylanilides
are deleterious substances which
render any cosmetic that contains
them injurious to users. Therefore, any
cosmetic product that contains such a
halogenated salicylanilide as an ingre-
dient at any level for any purpose is
deemed to be adulterated under section
601(a) of the Federal Food, Drug, and
Cosmetic Act.

(c) Any cosmetic product containing
these halogenated salicylanilides as an
ingredient that is initially introduced
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into interstate commerce after Decem-
ber 1, 1975, that is not in compliance
with this section is subject to regu-
latory action.

[40 FR 50531, Oct. 30, 1975]

§700.16 Use of aerosol cosmetic prod-
ucts containing zirconium.

(a) Zirconium-containing complexes
have been used as an ingredient in cos-
metics and/or cosmetics that are also
drugs, as, for example, aerosol anti-
perspirants. Evidence indicates that
certain zirconium compounds have
caused human skin granulomas and
toxic effects in the lungs and other or-
gans of experimental animals. When
used in aerosol form, some zirconium
will reach the deep portions of the
lungs of users. The lung is an organ,
like skin, subject to the development
of granulomas. Unlike the skin, the
lung will not reveal the presence of
granulomatous changes until they have
become advanced and, in some cases,
permanent. It is the view of the Com-
missioner that zirconium is a delete-
rious substance that may render any
cosmetic aerosol product that contains
it injurious to users.

(b) Any aerosol cosmetic product
containing zirconium is deemed to be
adulterated under section 601(a) of the
Federal Food, Drug, and Cosmetic Act.

(c) Any such cosmetic product intro-
duced in interstate commerce after
September 15, 1977 is subject to regu-
latory action.

[42 FR 41376, Aug. 16, 1977]

§700.18 Use of chloroform as an ingre-
dient in cosmetic products.

(a) Chloroform has been used as an
ingredient in cosmetic products. Re-
cent information has become available
associating chloroform with carcino-
genic effects in animals. Studies con-
ducted by the National Cancer Insti-
tute have demonstrated that the oral
administration of chloroform to mice
and rats induced hepatocellular car-
cinomas (liver cancer) in mice and
renal tumors in male rats. Scientific
literature indicates that chloroform is
absorbed from the gastrointestinal
tract, through the respiratory system,
and through the skin. The Commis-
sioner concludes that, on the basis of
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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 ingredi-
ent.

(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 ingredi-
ent 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
lants.

propel-

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

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

(a) General. Because most cosmetic
liquid oral hygiene products and vagi-
nal 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 follow-
ing:

(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.
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(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 vagi-
nal 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.
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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
more but not all such ingredients, even
though the names of all such ingredi-

§701.2

ents are stated elsewhere in the label-
ing.

§701.2 Form of stating
quirements.

(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 602(c) 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
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;

(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)(1) AIl 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

labeling re-
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