Food and Drug Administration, HHS

§ 700.25

and rats induced hepatocellular carcinomas (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 Commissioner concludes that, on the basis of
these findings, chloroform is a deleterious substance which may render injurious to users any cosmetic product
that contains chloroform as an ingredient.
(b) Any cosmetic product containing
chloroform as an ingredient is adulterated and is subject to regulatory action
under sections 301 and 601(a) of the
Federal Food, Drug, and Cosmetic Act.
Any cosmetic product containing chloroform in residual amounts from its
use as a processing solvent during manufacture, 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 inhalation study sponsored by the National Toxicology Program, methylene
chloride produced a significant increase in benign and malignant tumors
of the lung and liver of male and female mice. Based on these findings and
on estimates of human exposure from
the customary use of hair sprays, the
Food and Drug Administration concludes that the use of methylene chloride in cosmetic products poses a significant cancer risk to consumers, and
that the use of this ingredient in cosmetic products may render these products injurious to health.
(b) Any cosmetic product that contains methylene chloride as an ingredient is deemed adulterated and is subject to regulatory action under sections 301 and 601(a) of the Federal
Food, Drug, and Cosmetic Act.
[54 FR 27342, June 29, 1989]

§ 700.23 Chlorofluorocarbon
propellants.
The use of chlorofluorocarbons in
cosmetics as propellants in self-pressurized containers is prohibited as provided in § 2.125 of this chapter.
[43 FR 11317, Mar. 17, 1978]

§ 700.25 Tamper-resistant
packaging
requirements for cosmetic products.
(a) General. Because most cosmetic
liquid oral hygiene products and vaginal products are not now packaged in
tamper-resistant retail packages, there
is the opportunity for the malicious
adulteration of those cosmetic products 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 establish a uniform national requirement
for tamper-resistant packaging of cosmetic liquid oral hygiene products or
products used vaginally that will improve 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-resistant package or that is not properly
labeled under this section is adulterated 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 packer 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 tamper-resistant feature after tampering,
the indicator or barrier to entry is required 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 trademark, logo, or picture). For purposes of
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