
CIR Supplement Manuscript

International Journal of Toxicology
2023, Vol. 42(Supplement 3) 24S–26S
© The Author(s) 2023
Article reuse guidelines:
sagepub.com/journals-permissions
DOI: 10.1177/10915818231204278
journals.sagepub.com/home/ijt

Choleth-24

Priya Cherian*, Wilma F. Bergfeld**, Donald V. Belsito***,
David E. Cohen**, Curtis D. Klaassen**, Allan E. Rettie**,
David Ross**, Thomas J. Slaga**, Paul W. Snyder**, Susan Tilton**,
Monice Fiume†, and Bart Heldreth‡

Abstract
The Expert Panel for Cosmetic Ingredient Safety reviewed updated information that has become available since their original
assessment from 1982, along with updated information regarding product types, and frequency and concentrations of use, and
reaffirmed their original conclusion that Choleth-24 is safe for topical applications to humans 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 the Final Report on the Safety Assessment of Choleth-
24 as Used in Cosmetics in 1982.1 The Expert Panel con-
cluded that Choleth-24 is safe for topical applications to
humans in the present practices of use and concentration, as
stated in that report. Upon re-review, the Expert Panel re-
affirmed the original conclusion, as published in 2005.2

Because it has been at least 15 years since the prior re-
review was published, in accordance with Cosmetic Ingre-
dient Review Procedures, the Expert Panel again considered
whether the safety assessment should be reopened. At its
December 2022 meeting, the Expert Panel considered updated
(2022) information regarding product types and ingredient use
frequencies, as reported in the US Food and Drug Admin-
istration (FDA) Voluntary Cosmetic Registration Program
(VCRP) database,3 and maximum use concentrations pro-
vided in response to a survey conducted by the Personal Care
Products Council.4 The frequency of use for Choleth-24
decreased from 191 uses reported in 2002 to 33 uses re-
ported in 2022. In 2002, Choleth-24 was reported to be used at
up to 1.3%. In 2022, no concentrations of use were reported
for Choleth-24 in response to the industry survey. The fre-
quency and concentration of use data are presented in Table 1.

In December 2022, an extensive search of the world’s
literature was performed for studies dated 1998 forward, and
no new toxicological data were found. However, it should be
noted that Choleth-24 is an inactive ingredient in two FDA-
approved drug formulations.5

In summary, the Expert Panel reviewed 2022 frequency
and concentration of use data and noted the lack of any new,

available, relevant safety data. Considering this information,
as well as the information provided in the original safety
assessment and the prior re-review document, the Expert Panel
reaffirmed the 1982 conclusion for Choleth-24.
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Table 1. Frequency and Concentration of Use (2022; 2002) According to Likely Duration and Exposure and by Product Category.

# of Uses Max Conc of Use (%)

20223 20022 20224 20022

Totals* 33 191 NR .002–1.3

Summarized by likely duration and exposure**

Duration of use
Leave-on 24 140 NR .008–1.3
Rinse-off 9 49 NR .002–1
Diluted for (bath) use NR 1 NR NR

Exposure type
Eye area NR 4 NR .2–0.3
Incidental ingestion NR NR NR NR
Incidental inhalation-spray 12a; 7b 17; 44a; 33b NR .3; .008–1.3a; .1–0.7b

Incidental inhalation-powder 7b 33b NR .2; .1–0.7b

Dermal contact 20 138 NR .002–1.3
Deodorant (underarm) NR NR NR NR
Hair – non-coloring 5 15 NR .2–1
Hair-coloring 7 38 NR 0.5
Nail 1 NR NR 0.3
Mucous membrane NR 2 NR .002–0.7
Baby products NR NR NR NR

As reported by product category

Bath preparations (diluted for use)
Bubble baths NR 2 NR NR

Eye makeup preparations
Eyeliner NR NR NR 0.3
Eye shadow NR 1 NR NR
Eye lotion NR 1 NR 0.3
Mascara NR NR NR 0.2
Other eye makeup preparations NR 2 NR 0.3

Fragrance preparations
Perfumes NR 9 NR 0.3
Sachets ǂ NR ǂ 0.3
Other fragrance preparation NR 8 NR NR

Hair preparations (non-coloring)
Hair conditioner 2 9 NR .3–1
Rinses (non-coloring) NR NR NR 0.2
Shampoos (non-coloring) NR 1 NR NR
Tonics, dressings, and other hair grooming aids 2 2 NR NR
Other hair preparations 1 3 NR NR

Hair coloring preparations
Hair dyes and colors (all types requiring caution statements and patch tests) 7 38 NR 0.5

Makeup preparations
Face powders NR NR NR 0.2
Foundations NR 19 NR .2–0.3
Makeup bases NR NR NR 0.5
Other makeup preparations NR 2 NR .2–0.5

Manicuring preparations (nail)
Cuticle softeners 1 NR NR 0.3

Personal cleanliness products
Bath soaps and detergents NR NR NR .002–0.7

(continued)
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Table 1. (continued)

# of Uses Max Conc of Use (%)

20223 20022 20224 20022

Shaving preparations
Aftershave lotion NR 7 NR 0.3

Skin care preparations
Cleansing NR NR NR 0.3
Face and neck (exc shave) 4 4 NR 0.4
Body and hand (exc shave) 3 28 NR .1–0.7
Foot powders and sprays NR 1 NR 0.3
Moisturizing 4 28 NR .008–1.3
Night 3 6 NR .2–0.3
Paste masks (mud packs) NR 1 NR 0.3
Skin fresheners NR 2 NR NR
Other skin care preparations 3 11 NR .1–0.3

Suntan preparations
Suntan gels, creams, and liquids 2 3 NR 0.3
Indoor tanning preparations 1 2 NR NR
Other suntan preparations NR 1 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.
**Likely duration and exposure is derived based on product category (see Use Categorization https://www.cir-safety.org/cir-findings).
ǂThis product category is no longer included in the VCRP.
NR, not reported.
aIt is possible these products are sprays, but it is not specified whether the reported uses are sprays.
bNot 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.
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