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Abstract

The Expert Panel for Cosmetic Ingredient Safety reviewed updated information that has become available since their original
assessment from 2003, along with updated information regarding product types, and frequency and concentrations of use, and
reaffirmed their original conclusion that Triacetin is safe as a cosmetic ingredient in the practices of use and concentration as

described in this report.
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The Expert Panel for Cosmetic Ingredient Safety published the
Final Report on the Safety Assessment of Triacetin in 2003."
Based on the available data, the Expert Panel concluded that
Triacetin is safe as used in cosmetics. Since then, limited new
data (a developmental/reproductive toxicity screening test and
2 genotoxicity studies) were identified in the published lit-
erature”; the results of these newly available studies supported
the conclusion reached by the Expert Panel in the original
review. The Panel reviewed updated information regarding
product types and ingredient use frequencies provided by the
Food and Drug Administration (FDA),® 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
Triacetin is safe as used in cosmetic products as given in
Table 1.

The reported frequency of use of Triacetin in cosmetics
has increased slightly since safety was originally reviewed;
13 uses were reported in 1998, and 59 uses were reported
in 2018. However, the maximum use concentrations
have decreased, from 2% in leave-on and 4% in rinse-off
formulations to .95% in leave-on and .08% in rinse-off
formulations.

Developmental and reproductive toxicity data were ab-
sent in the original assessment. However, the Expert Panel
found that because Triacetin is hydrolyzed to glycerol and
acetic acid, neither of which is a developmental toxin,
Triacetin did not present a risk of developmental or repro-
ductive toxicity. The developmental/reproductive toxicity
screening test that is now available confirmed the Expert

Panel’s conclusion. In a study in which 12 rats/sex received
doses of 0 (vehicle; distilled water), 40, 200, and 1000 mg/kg
bw/day Triacetin by gavage (males for 44 days from 2 weeks
prior to mating and females for 41-48 days from 14 days
before mating to day 3 postpartum), no maternal toxicity was
observed, and there were no fetotoxic or developmental
effects. Both the maternal and developmental no-observable-
adverse-effect-level (NOAEL) was established as 1000 mg/kg
bw/day.

Also, during its original review, the Expert Panel recog-
nized the FDA affirmation of glycerides, including Triacetin,
as a generally recognized as safe (GRAS) human food in-
gredient. This GRAS status was supportive of the overall
safety of this ingredient.
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Table 1. Current and Historical Frequency and Concentration of Use of Triacetin According to Duration and Exposure.

# of Uses Max Conc of Use (%)

2018° 1998' 2018* 1999'
Totals* 59 13 .0000013—-.95 .84
Leave-on 57 13 .0000013—-.95 .8-2
Rinse-off 2 NR .000/12—-.08 4
Diluted for (bath) use NR NR NR NR
Eye area 4 4 .000025—-.008 -2
Incidental ingestion NR NR .00047—.054 NR
Incidental inhalation-spray I; 21% 7° NR .0000013—.95; .00047—.021% 0.8
Incidental inhalation-powder 7° NR .008-.015° NR
Dermal contact 34 Il .000025—.14 I
Deodorant (underarm) NR NR .13 (not spray) NR

.14 (spray)

Hair — non-coloring 4 NR .0000013—-.95 0.8
Hair-coloring NR NR NR NR
Nail 20 NR 0.2 | —4
Mucous membrane NR NR .00047—-.08 NR
Baby products NR NR NR NR

*Because each ingredient may be used in cosmetics with multiple exposure types, the sum of all exposure types may not equal the sum of total uses.

%It is possible these products are sprays, but it is not specified whether the reported uses are sprays.

®Not specified whether a spray or a powder, but it is possible the use can be as a spray or a powder; therefore, the information is captured in both categories.
‘It is possible these products are powders, but it is not specified whether the reported uses are powders.

NR, no reported use.
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