W) Check for updates

CIR Supplement Manuscript

Amyl Acetate and Isoamyl Acetate

Pryia Cherian*, Wilma F. Bergfeld**, Donald V. Belsito*¥,

International Journal of Toxicology
2023, Vol. 42(Supplement 3) 145-16S
© The Author(s) 2023

Article reuse guidelines:
sagepub.com/journals-permissions
DOI: 10.1177/10915818231204262
journals.sagepub.com/homelijt

S Sage

David E. Cohen**¥, Curtis D. Klaassen**, Daniel C. Liebler**¥,
Allan E. Rettie**, David Ross**, Thomas }. Slaga™*, Paul W. Snyder*¥,

Monice Fiumel, and Bart Heldreth?

Abstract

The Expert Panel for Cosmetic Ingredient Safety reviewed newly available studies since their original assessment in 1988, along
with updated information regarding product types and concentrations of use, and confirmed that Amyl Acetate and Isoamyl
Acetate are safe as cosmetic ingredients in the practices of use and concentration as described in this report.
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The Expert Panel for Cosmetic Ingredient Safety first pub-
lished a Final Report on the Safety Assessment of Amyl
Acetate and Isoamyl Acetate in 1988. The Expert Panel
concluded that these ingredients are safe as used as described
in that safety assessment.’

Because it has been at least 15 years since the final report
was published, in accordance with Cosmetic Ingredient Re-
view Procedures, the Expert Panel determined whether the
safety assessment should be reopened. At the June 2022
meeting, the Expert Panel considered updated information
regarding product types and ingredient use frequencies as
reported in the US Food and Drug Administration (FDA)
Voluntary Cosmetic Registration Program (VCRP) database,’
and the maximum use concentrations provided in response to
the survey conducted by the Personal Care Products Council
(Council).® The frequency and concentration of use for Amyl
Acetate has decreased from 18 to 4 uses, and from <10%
to <.09%, respectively.'” In 1987, Isoamyl Acetate was not
reported to be in use; however, according to 2022 VCRP data,
this ingredient is now used in 1 formulation at up to .22%. The
cumulative frequency and concentration of use data are
presented in Table 1.

An extensive search of the world’s literature was performed
for studies dated 1982 forward, and new data were found.*”
These data include subchronic inhalation toxicity data, de-
velopmental inhalation toxicity data, in vitro and in vivo
genotoxicity data, and Research Institute for Fragrance Ma-
terials, Inc. safety assessments. The Expert Panel agreed,
however, that the published literature did not reveal toxicity or
other data that warrant re-evaluation of the safety of these
ingredients in cosmetic products.

After reviewing updated frequency and concentration of
use data and toxicity and safety data, the Expert Panel de-
termined to not reopen this safety assessment on Amyl Acetate
and Isoamyl Acetate and reaffirmed the original conclusion.
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