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Abstract

The Expert Panel for Cosmetic Ingredient Safety (Panel) considered whether the safety of PEG Stearate ingredients as used in
cosmetics should be reassessed. These ingredients are reported to function primarily as surfactants and emollients. The Panel
reviewed newly available animal and human data related to these ingredients. The Panel concluded that the PEG Stearates are
safe as cosmetic ingredients in the practices of use and concentrations described in the safety assessment.
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Introduction

The Expert Panel for Cosmetic Ingredient Safety (Panel) first
published the Final Report on the Safety Assessment of PEG-2,
-6, -8, -12, -20, -32, -40, -50, -100, and -150 Stearates in 1983."
The Panel concluded, on the basis of the available information
presented in the report, that these 10 PEG Stearates are safe as
cosmetic ingredients in the present practices of concentration
and use. Upon re-review in November 2002, the Panel re-
affirmed the original conclusion and included 20 additional
PEG Stearates in this group, as published in 2005.> The
complete group of 30 ingredients included PEG-2, -3, -4, -5, -6,
-7,-8,-9,-10,-12, -14, -15, -18, -20, -23, -25, -30, -32, -35, -36,
-40, -45, -50, -75, -90, -100, -120, and -150 Stearates.
Because it has 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 the
September 2024 meeting, the Panel considered updated
(2023) information regarding product types and ingredient use
frequencies as reported in the US Food and Drug Adminis-
tration (FDA) Voluntary Cosmetic Registration Program
(VCRP) database® and maximum use concentrations provided
in response to the survey conducted by the Personal Care
Products Council.* Reported frequency and concentrations of
use mostly decreased or remained constant for these ingre-
dients, with a few exceptions. Frequency of use increased
notably for PEG-75 (97 uses reported in 2023 compared to 6

uses in 2002) and PEG-100 Stearate (1844 uses reported in
2023 compared to 424 uses in 2002). The maximum reported
concentration of use increased for PEG-20 Stearate, from 4%
(in body and hand and in moisturizing products) in 2002 to
10.1% (in tonics, dressings, and other hair grooming aids) in
2023. New uses were reported in baby products for some
ingredients. The cumulative frequency and concentration of
use data are presented in Table 1.

In August 2024, an extensive search of the world’s liter-
ature was performed for studies dated 2000 forward, and new
data were found.>® These data included non-cosmetic uses for
multiple PEG Stearates, an in vitro study evaluating the effect
of PEG-8, -12, and -40 Stearate on penetration enhancement,
and an in vitro ocular irritation study on PEG-2 Stearate.

In summary, the Panel reviewed 2023 frequency
and concentration of use data and new, available, relevant
safety data. Considering this information, as well as the in-
formation provided in the original safety assessment and the
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prior re-review document, the Panel reaffirmed the 1983
conclusion. The Panel discussed the possibility for these in-
gredients to be used in cosmetic products which may be in-
cidentally inhaled. 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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