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Abstract

The Expert Panel for Cosmetic Ingredient Safety reviewed newly available studies since their original assessment in 1998, along
with updated information regarding product types and concentrations of use and confirmed that EDTA and certain salts 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 EDTA and
Salts in 1998." The Expert Panel concluded that EDTA,
Calcium Disodium EDTA, Diammonium EDTA, Dipotassium
EDTA, triethanolamine (TEA)-EDTA, Tetrasodium EDTA,
Tripotassium EDTA, Trisodium EDTA, hydroxyethyl ethyl-
enediamine triacetic acid (HEDTA), and Trisodium HEDTA
are safe as used in cosmetic formulations as described in that
report. Because it has been at least 15 years since the report
was published, in accord with Cosmetic Ingredient Review
Procedures, an updated search was performed, and the Expert
Panel considered whether the safety assessment of EDTA and
the related salts should be reopened. Data identified in the
published literature”” that have become available since the
original report was issued support the original conclusion. The
Expert Panel also 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 by the Personal Care Products
Council.'" The Expert Panel determined to not reopen this
safety assessment and reaffirmed the original conclusion that
EDTA and salts of EDTA are safe as cosmetic ingredients in
the present practices of use and concentration, as given in
Table 1.

According to VCRP data from 2019, Disodium and Tet-
rasodium EDTA are reported to be used in 12,509 and 7691
formulations, respectively, while in 1998 they were reported to
be used in 1165 and 1285 formulations."'® In addition, in
1998, Calcium Disodium EDTA and Tripotassium EDTA
were not reported to be in use. According to 2019 VCRP data,

these ingredients are reported to be used in 25 and 1 for-
mulation, respectively. In 1998, the maximum concentrations
of use were reported for EDTA (2% in hair products; rinse-off)
and Trisodium EDTA (2% in bath soaps and detergents; rinse-
off).! According to 2019 concentration of use data, the in-
gredient with the highest maximum concentration of use is
Disodium EDTA, which is used at 3% in “other hair coloring
preparations.”'" This ingredient was previously reported to be
used at a maximum of 1% in bath products. Disodium EDTA
is also reported to have the highest concentration of use in
leave-on products (.85%; hair color sprays) and in products
which would come in contact with the skin (.6%; skin
cleansing). All other in-use ingredients are reported to be used
at 2% or less.

Although a substantial increase in frequency of use was
reported, the lack of evidence of genotoxic and clinical effects
continues to support the safety of this ingredient group.
According to the Expert Panel, EDTA and its salts did not pose
a toxicological risk as used in cosmetics; and therefore, the
original conclusion was reaffirmed.
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Author’s Note

Unpublished sources cited in this report are available from the Di-
rector, Cosmetic Ingredient Review, 1620 L Street, NW, Suite 1200,
Washington, DC 20036, USA.
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