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§ 700.18

individual may be exposed could be significantly in excess of the safe level established in connection with occupational exposure. Evidence indicates
that vinyl chloride inhalation can result in acute toxicity, manifested by
dizziness, headache, disorientation, and
unconsciousness where inhaled at high
concentrations. Studies also demonstrate carcinogenic effects in animals 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 injurious to users. Accordingly, any cosmetic 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 ingredient 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 cosmetic products.
(a) Halogenated salicylanilides (tribromsalan (TBS,3,4′,5–tribromosalicylanilide), dibromsalan (DBS,4′5–dibromosalicylanilide),
metabromsalan
(MBS, 3,5 – dibromosalicylanilide) and
3,3′,4,5′–
tetrachlorosalicylanilide
(TCSA)) have been used as antimicrobial agents for a variety of purposes in cosmetic products. These halogenated salicylanilides are potent
photosensitizers and cross-sensitizers
and can cause disabling skin disorders.
In
some
instances,
the
photosensitization may persist for prolonged periods as a severe reaction
without further exposure to these
chemicals. Safer alternative antimicrobial 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
into interstate commerce after December 1, 1975, that is not in compliance
with this section is subject to regulatory action.
[40 FR 50531, Oct. 30, 1975]

§ 700.16 Use of aerosol cosmetic products containing zirconium.
(a) Zirconium-containing complexes
have been used as an ingredient in cosmetics and/or cosmetics that are also
drugs, as, for example, aerosol antiperspirants. Evidence indicates that
certain zirconium compounds have
caused human skin granulomas and
toxic effects in the lungs and other organs 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 Commissioner that zirconium is a deleterious 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 introduced in interstate commerce after
September 15, 1977 is subject to regulatory action.
[42 FR 41376, Aug. 16, 1977]

§ 700.18 Use of chloroform as an ingredient in cosmetic products.
(a) Chloroform has been used as an
ingredient in cosmetic products. Recent information has become available
associating chloroform with carcinogenic effects in animals. Studies conducted by the National Cancer Institute have demonstrated that the oral
administration of chloroform to mice
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