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Abstract

The Expert Panel for Cosmetic Ingredient Safety (Panel) first published the Final Report of the safety of Isobutane, Isopentane,
Butane, and Propane in 1982. The Panel previously concluded that these ingredients are considered safe as cosmetic ingredients
under the present conditions of concentration and use, as described in that safety assessment. Upon re-review in 2002, the
Panel reaffirmed the original conclusion, as published in 2005. The Panel reviewed update frequency and concentration of use
data again in 2023, in addition to newly available, relevant safety data. Considering this information, as well as the information
provided in the original safety assessment and the prior re-review document, the Panel reaffirmed the 1982 conclusion for

Isobutane, Isopentane, Butane, and Propane.
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The Expert Panel for Cosmetic Ingredient Safety (Panel)
first published the Final Report of the safety of Isobutane,
Isopentane, n-Butane (now known as Butane), and Pro-
pane in 1982." The Panel concluded that these ingredients
are considered safe as cosmetic ingredients under the
present conditions of concentration and use, as described
in that safety assessment. Upon re-review in 2002, the
Panel reaffirmed the original conclusion, as published in
2005.”

Because it had been at least 15 years since the prior re-
review was published, in accordance with Cosmetic Ingre-
dient Review (CIR) Procedures, the Panel again determined
whether the safety assessment should be reopened. At its
September 2023 meeting, the Panel reviewed updated infor-
mation regarding product types and ingredient use frequencies
as reported in the US Food and Drug Administration (FDA)
Voluntary Cosmetic Registration Program (VCRP) database in
2023° and maximum use concentrations provided in response
to the survey conducted by the Personal Care Products
Council in 2022.* The frequency and concentrations of use
have increased for all ingredients since the re-review was
published. According to 2023 frequency of use and 2022
concentration of use data, Isobutane has the greatest frequency
and concentration of use, and is used in 392 formulations at up
to 98% in other manicuring preparations; in 2001, it was
reported to be used in 338 formulations at up to 83% in powder
fragrance preparations. The cumulative frequency and

concentration of use data for all 4 ingredients are presented in
Table 1.

In July 2023, an extensive search of the world’s literature
was performed for studies dated 2000 forward, and new data
were found.®'® Notably, Butane and Isobutane are listed in
Annex II of the European Union (prohibited), but only if they
contain >.1% butadiene. No evidence of developmental or
reproductive toxicity was observed for Isobutane, Butane, or
Propane, and genotoxicity studies were all negative. Irritation
and sensitization studies on Isopentane were also negative.

In summary, the Panel reviewed 2023 frequency and
2022 concentration of use data, in addition to newly
available, relevant safety data. Considering this informa-
tion, as well as the information provided in the original
safety assessment and the prior re-review document, the
Panel reaffirmed the 1982 conclusion for Isobutane, Iso-
pentane, Butane, and Propane. The Panel discussed that
these ingredients are propellants and used in cosmetic
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products which may be incidentally inhaled; however, the
Panel noted that despite the very high concentrations re-
ported for leave-on products, these ingredients are com-
pletely volatile and therefore are expected to dissipate and
not remain on the skin. A detailed discussion and summary
of the Panel’s approach to evaluating incidental inhalation
exposures to ingredients in cosmetic products is available at
https://www.cir-safety.org/cir-findings.
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