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Conclusion

In a 1998 safety assessment, the Cosmetic Ingredient Review
Expert Panel (Panel) concluded that glycolic and lactic acid, their
common salts, and their simple esters (referred to as alpha
hydroxy acids [AHA] ingredients) are safe for use in cosmetic
products at concentrations <10%, at final formulation pH >3.5,
when formulated to avoid increasing sun sensitivity or when
directions for use include the daily use of sun protection. These
ingredients are safe for use in salon products at concentrations
<30%, at final formulation pH >3.0, in products designed for
brief discontinuous use followed by thorough rinsing from the
skin, when applied by trained professionals, and when application
is accompanied by directions for the daily use of sun protection.
The Panel reviewed newly available studies since that
assessment, along with updated information regarding types
and concentrations of use (Tables 1 and 2).**! The Panel deter-
mined to not reopen this safety assessment. Therefore, the
Panel confirmed the original conclusion as stated above.

Discussion

The use of AHAs has increased considerably since the original
assessment. Glycolic acid had been used in 42 cosmetic for-
mulations in 1997, and lactic acid was reported to be used in
342 cosmetic formulations. In 2014, the US Food and Drug
Administration (FDA) reported that glycolic acid is used in
339 formulations and lactic acid is used in 1092 cosmetic
formulations. A survey of current use concentrations con-
ducted by industry reported that leave-on use concentrations
of glycolic and lactic acid are similar to those reported in the
1998 assessment; however, the highest maximum use concen-
trations in rinse-off products have increased.'®
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The Panel acknowledged the FDA’s “Guidance for Indus-
try: Labeling for Cosmetics Containing Alpha Hydroxy
Acids” that was issued in 2005, which also addressed the use
of sun protection with AHA products. The FDA recom-
mended that the labeling of a cosmetic product that contains
an AHA ingredient and that is topically applied to the skin or
mucous membrane bear a statement, prominently and con-
spicuously placed on the cosmetic product, which conveys
the following information:

Sunburn Alert: This product contains an AHA that may
increase your skin’s sensitivity to the sun and particularly the
possibility of sunburn. Use a sunscreen, wear protective cloth-
ing, and limit sun exposure while using this product and for a
week afterwards.

The FDA guidance does not apply to drug-cosmetic prod-
ucts that contain an AHA as an ingredient and are labeled to
contain a sunscreen for sun protection.

Although AHA ingredients are in products for consumer,
salon, and medical use, the Panel stated that this safety assess-
ment does not address the medical use of AHA ingredients; it
addresses only the consumer and salon use, that is, those prod-
ucts available to the general public and those applied by trained
estheticians, respectively.

Finally, the Panel reviewed the photocarcinogenicity stud-
ies that have been published since the original safety assess-
ment.®?% In these studies, the dermal application of glycolic
acid to mouse skin did not increase the incidence of skin
tumors in mice. The Panel stated these studies provided addi-
tional evidence to confirm the safety of AHAs for use in
cosmetic formulations.

! Senior Director, Cosmetic Ingredient Review, Washington, DC, USA

Corresponding Author:

Bart Heldreth, Executive Director, Cosmetic Ingredient Review, 1620 L Street
NW, Suite 1200, Washington, DC 20036, USA.

Email: cirinfo@cir-safety.org



