Annual Review of Cosmetic Ingredient Safety
Assessments—2001/2002"

The Cosmetic Ingredient Review (CIR) Expert Panel has aSalcium Stearate
sessed the safety of over 1100 cosmetic ingredients sinceGeprylic/Capric Triglyceride
inception in 1976. The very first safety assessments were p@arbomers
lished in earlier incarnations of this journal—theurnal of En- Decyl Oleate
vironmental Pathology and Toxicology1980, and thdournal Glycol Stearate
of the American College of Toxicolofjpm 1982 to 1996. Glycol Stearate SE
Because information relevant to the safety of ingredients m&jycol Distearate
have become available since these early safety assessments im@dazolidinyl Urea
published, the CIR Expert Panel has initiated a re-review prizodecyl Oleate
cess. If new information is thought to be available or if a lontsopropyl Lanolate
period of time has passed, the CIR Expert Panel may initiate_ghium Stearate
search for relevant new data. Magnesium Stearate
In some cases, newly available data are largely redund&utassium Stearate
with the data available in the original safety assessment. Quaternium-18
other cases, there is new safety data. If after considering @yaternium-18 Hectorite
newly available information, the CIR Expert Panel decides nQuaternium-18 Bentonite
to reopen a safety assessment, this finding, along with any baSkdium Stearate
ground material, is summarized and announced publicly. To &jualene
sure that the scientific community is aware of any new infoSqualane
mation and the decision not to reopen, tAisnual Review of Stearalkonium Chloride
Cosmetic Ingredient Safety Assessmenpsepared. This is the Wheat Germ Glycerides
first such annual review. Wheat GlutengkaTriticum Vulgare (Wheat) Gluten)
For each original safety assessment, the re-review addredaéeeat Flour §kaTriticum Vulgare (Wheat) Kernel Flour)
the import of new studies that were considered by the CIR Exp&vheat StarchgkaTriticum Vulgare (Wheat) Starch)
Panel, if any were available. A reference listis provided that uvheat Germ Oil dka Triticum Vulgare (Wheat) Germ Qil)
dates the references provided in the original safety assessméimntc Stearate
The re-review also captures information on the industry’s cur-
rent practices of ingredient use, updating the data available in
the earlier report. Although this material provides the opinion dfVOCADO OIL (aka PERSEA GRATISSIMA
the CIR Expert Panel regarding the new data described, it déAYOCADO) OlL)

not constitute a full safety review. A safety assessment of Avocado Oil was published in 1980
The ingredients the CIR Expert Panel considered throufith the conclusion “safe for use as presently incorporated into
June of 2002 and decided not to reopen are: cosmetic formulations” (Elder 1980). Studies available since
that safety assessment was completed, along with the updated
Aluminum Distearate information regarding uses and use concentrations, were con-
Aluminum Stearate sidered by the CIR Expert Panel. The Panel determined to not
Aluminum Tristearate reopen this safety assessment.
Ammonium Stearate The CIR Expert Panel discussion focused on the new stud-
Avocado Oil (aka Persea Gratissima (Avocado) Oil) ies reporting the co-occurrence of latex and avocado allergies.

Because the oil derived from the avocado has no protein compo-
Received 4 December 2002: accepted 18 March 2003, nent, Persea Gratissima (Avocado) Oil used in cosmetics is not

1Reviewed by the Cosmetic Ingredient Review Expert Panel. agXpected to cross-react in individuals who are allergic to latex.

dress correspondence to Director, Cosmetic Ingredient Review, 1101The Panel noted that a long history of reviewing plant-derived
17th Street, NW, Suite 310, Washington, DC 20036, USA or “botanical” cosmetic ingredients has developed since these
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COSMETIC INGREDIENT SAFETY ASSESSMENTS—2001/2002

TABLE 1
Persea Gratissima (Avocado) Oil use

1976 use 2001 use 1976 concentrations 2001 concentrations

Product category (Elder 1980) (FDA 2001) (Elder 1980) (CTFA 2001)
Bath oils, tablets, and salts 1 5 >0.1%-1% 0.1%-5%
Bubble baths — — — 0.5%
Other bath preparations 1 — >1%-5% 0.1%-0.5%
Eyeliner 3 — >0.1%-1% 0.1%
Eye shadow 1 1 >0.1%-1% 0.1%-0.5%
Eye lotion 1 3 <0.1% —
Eye makeup remover 1 2 >0.1%—-1% 3%
Mascara — — — 0.1%
Other eye makeup preparations 1 2 <0.1% —
Powders — 1 — 3%
Other fragrance preparations — 1 — —
Hair conditioners 7 6 >0.1%-5% 1%-3%
Hair sprays (aerosol fixatives) — — — 0.02%
Permanent waves 2 1 <0.1% —
Rinses (noncoloring) — — — .03%
Shampoos (nhoncoloring) 3 — <0.1%-5% —
Hair tonics, dressings, etc. — 3 — 0.1%-0.3%
Wave sets 1 — <0.1% —
Other hair preparations — 1 — —
Hair dyes and colors — 8 — —
Blushers (all types) — 3 — 0.1%-0.3%
Face powders — — — 0.2%-3%
Foundations 2 — >1%—-5% 0.2%—-3%
Leg and body paints — 4 — —
Lipstick 157 29 <0.1%-50% 0.7%—-21%
Makeup bases 2 4 >0.1%-1% —
Rouges 1 — >1%—-5% —
Other makeup preparations 6 1 >1%—-5% 3%
Cuticle softeners — 2 — 19%
Nail creams and lotions — — — 4%
Other manicuring preparations — 2 — 0.4%—4%
Bath soaps and detergents — — — 0.1%-5%
Aftershave lotion — 1 — 0.001%-0.01%
Beard softeners — — — 1%
Other shaving preparations — — — 0.1%
Skin cleansing preparations 9 13 >0.1%-10% 0.3%—3%
Depilatories — — — 2%
Face and neck skin care preparatfons 11 13 >0.1%-5% 7%—-23%
Body and hand skin care preparatins — 23 — 0.01%-5%
Foot powders and sprays — — — 0.5%
Moisturizing preparatiors — 23 — 0.01%—2%
Wrinkle smoothing (removers) 16 — >0.1%-50% —
Night creams, lotions, etc. 7 5 >0.1%-5% 0.5%—2%
Paste masks (mud packs) 3 4 >1%—-5% 0.5%—2%
Other skin care preparations 2 16 >0.1%—-25% 0.5%—1%
Suntain gels, creams, and liquids 2 5 >1%-5% 4%
Indoor tanning preparations — 1 — 0.5%
Other suntan preparations — 3 — 0.5%
Totals/ranges 240 188 <0.1%-50% 0.001%—23%

aQ0riginally, Face and Neck and Body and Hand were combined as one category, but now they are separated.
bWrinkle smoothing (removers) are now part of the Moisturizing category.



COSMETIC INGREDIENT SAFETY ASSESSMENTS—2001/2002 3

ingredients were first considered. As a result of that experiencgz-Perales, A., C. Collada, C. Blanco, et al. 1998. Class | chitinases with
it is now common to remind manufacturers that cosmetic prodhavein-like domain, but not class Il enzymes, are relevant chestnut and avo-
ucts containing plant-derived ingredients should be formulateffado allergensl. Allergy Clin. Immunal102:127-133.

J

to limit th f ticide/h tal id fE der, R. E., ed. 1980. Final report on the safety assessment for avocado Oil.
o Iimi € presence of pesticide/neavy metal residues as 10 _Environ. Pathol. Toxico:93—103.

lows: lead<0.1 ppm; arsenie3 ppm; mercury<1 ppm; total Food and Drug Administration. 2001. Frequency of use of cosmetic ingredients.

polycholorobiphenyl (PCB)/pesticide contaminatigod0 ppm,  FDA databaseWashington, DC: FDA.

with <10 ppm for any specific residue (Andersen 1998)_ Freeman, G. L. 1997. Cooccurrence of latex and fruit allergilergy Asthma
The terminology for this ingredient in tHaternational Cos-  Proc 18:85-88.

. . L. . Henrotin, Y. E., A. H. Labasse, J.-M. Jaspar, et al. 1998. Effects of three avo-
metic Ingred|ent Dictionary and HandbO(ﬂ?eDe' Wgnnlnger, cado/soybean unsaponifiable mixtures on metalloproteinases, cytokines and
and McEwen 2002) has changed. Avocado Oil is currentlyprostaglandin Eproduction by human articular chondrocytetin. Rheuma-
Persea Gratissima (Avocado) Qil. This ingredient was used inol. 17:31-39.

240 cosmetic products in 1976. The highest concentrations wéyernational Bio-Research (IBR). 1972.ufufig von Avocadol’im Augen-
in lipsticks. In 2001, 188 uses were reported to the Food andeiztestam Kaninchen. Unpublished data submitted by CTFA.

. . . . IBR. 1973. Akute orale Toxiz#tsprifung von Avocal CLR bei der Ratte. Un-
Drug Administration (FDA) (2001), with lipstick concentra- published data submitted by CTFA.

tions reported by the Cosmetic, Toiletry, and Fragrance ASSO@R. 1976. Patch test for primary skinirritation and corrosivity of the compound:
ation (CTFA) still the highest of any product type (CTFA 2001). “Avocadosl CLR” (10% paraffin oil solution). Unpublished data submitted

Table 1 presents the available use information. by CTFAZ
Itoh, T., T. Tamura, T. Matsumoto, and P. Dupaigne. 1976. Study on avocado oil,
REFERENCES in particular the sterol fraction. Continuing study of the 4-monomethylsterol

. . . fraction. Fruits 31:73-81.
Ahloroth, M., H. Alenius, K. Turjanmaa, et al. 1995. Cross-reacting aIIerge%t’ C., A. Assoumou, M. Dridi, et al. 1998. Morphometric analysis of human
in natural rubber latex and avocado Allergy Clin. Immunal96:167-173. gingival elastic fibres degradation by human leukocyte elastase: Protective

AIemnphammad, M. M., J..Malki, and T. Foley. 1995. Dt.et'ection of IgE anti- effect of avocado and soybean unsaponifiables (A8&thol. Biol 46:571—
bodies to latex allergens in human ser@ontact Dermatitis32:298-302. 76

Andersen, F. A,, ed. 1998. Final report on the safety assessment of mihik.oil.
J. Toxicol.17(Suppl. 4):71-82.

Beezhold, D. H., G. L. Sussman, G. M. Liss, and N.-S. Chang. 1996. LatE
allergy can induce clinical reactions to specific foo@$in. Exp. Allergy

Latasa, M., |. DEguez, M. SanzL, et al. 1995. Fruit sensitization in patients with
allergy to latexJ. Invest. Allergol. Clin. Immunob:97-102.

dttes, G. A. 1970Etude clinique de l'action des insaponifiables de soja et
d’avocat en stomatologi®ev. Stomatolf1:557-564.

26:416-422. ) ) . Lavaud, F., A. Prevost, C. Cossart, et al. 1995. Allergy to latex, avocado pear,
Blanco, C., T. Carillo, R. Castillo, etal. 1994a. Avocado hypersensitiilgrgy and banana: Evidence for a 30 kd antigen in immunoblottingllergy Clin.
49:454-459.

) ) . Immunol 95:557-564.
Blanco, C., T. Carillo, R. Castillo, et al. 1994b. Latex allergy: Clinical featureEeung A. Y. and S. Foster. 199&ncyclopedia of common natural in-

and cross-regctmty with fruitsnn. Allergy73:309-314. . _gredients used in food drugs, and cosmetidew York: John Wiley &
Blanco, C., A. Diaz-Perales, C. Collada, etal. 1999. Class | chitinases as potentl%onS
panallergens involved in the latex-fruit syndrondeAllergy Clin. Immunal Maheu .M B. Mazites, J.-P. Valat, et al. 1998. Symptomatic efficacy of av-

BI103(3 Plt:l)':ESO'\7/|—il3. A Wulwik | 1997 Eff d saf ‘ ocado/soybean unsaponifiables in the treatment of osteoarthritis of the knee
otman, F., E. Maheu, A. Wulwik, et al. 1997. Efficacy and safety of avo- and hip Arthritis Rheum41:81-91.

cado/soybean unsaponifiables in the treatment of symptomatic osteoarthmgnreal P., M. T. Server, |. Torrens, and J. M. Soler-Escoda. 1996. Hipersensi-
of the knee and h"ReV' Rhum64:825-834. ) tivity [sic] to fruits in latex allergic patientAllergol. Immunopathol(Madr)
Brehler, R., U. Theissen, C. Mohr, and T. Luger. 1997. “Latex-fruit syndrome”: 24:33-35

Frequency of cross-re.acting'IgE antibodiABergy52_:404—4_10. Novembre, E., R. Bernardini, I. Brizzi, et al. 1997. The prevalence of latex
Chaze, P. J. 1972. Essai de traitment des hypodermites de jambe par les extraétﬁergy in children seen in a university hospital allergy clinidlergy 52:
insaponifiables d’avocat et de sofghlebologie25:315-318.

. . . . 101-105.
Chemlsches Laborat‘orlum Dr. Kurt R!chter GmbH. 2001. Raw material dOCHaquot, C., and M. Tassel. 1966. Unsaponifiable content of avocado oil (Persea
mentation. Unpublished data submitted by CTFA.

L . americana). Laboratory not®leagineuaxX1:453-454.
Chen, Z., A. Posch, R. Cremer, et al. 1998. Identlfl(:atlonofheveln(Hevb(i.qgépe R. C., J. A. Wenninger, and G. N. McEwen, Jr., eds. 2008tna-

|n_Hevedatex as amajor crosg-reactlng allergen with avocado fruitin patients,; - cosmetic ingredient dictionary and handbogth ed. Washington, DC:
with latex allergy.J. Allergy Clin. Immunal102:476-481.

C .
Cake, M. A, R. A. Read, B. Guillou, and P. Ghosh. 2000. Modification Ofartiaéwisher H. E. 1988. Avocado oil from food use to skinAm. Oil Chem. Soc
lar cartilage and subchondral bone pathology in an ovine meniscectomy mOdeéS'18‘04;18.06 ' ' '

of osteoarthritis by avocado and soya unsaponifiables (ASsteoarthritis Trevoux, R. 1977. Les insaponifiables de I'avocat soja ereggiugie.J. Gyn.

Cart||_age8:_404—411. L _ Obst. Biol. Repr6:99-105.
Cosmetic, Toiletry, and Fragrance Association (CTFA). 2001. Concentranqqacke,J_’A_ Posch, X. Baur, etal. 1999. Latex type | sensitization and allergy in

of use—Persea Gratissima (Avocado) Oil. Unpublished data submitted bychildren with atopic dermatits. Evaluation of cross-reactivity to some foods.

Pediatr. Allergy Immunol 10:160-167.
Yhited States Department of Agriculture (USDA). 1999. Nutritional data for
100 grams of vegetable oil, avocad¢SDA Nutrient DatabaséVashington,
DC: USDA.
Valsecchi, R., P. Leghissa, R. Cortinovis, et al. 2000. Contact urticaria from latex
in healthcare worker®ermatology201:127-131.
2Available from Director, Cosmetic Ingredient Review, 1101 17th Stredterman, M. J., and I. Neeman. 1987. Avocado oil production and chemical
NW, Suite 310, Washington, DC 20036, USA. characteristicSJAOCS64:229-232.

CTFA?

Curatolo, M., and N. Bogduk. 2001. Pharmacologic pain treatment of mus
loskeletal disorders: Current persepctives and future prosggats.J. Pain
17:25-32.



4 COSMETIC INGREDIENT SAFETY ASSESSMENTS—2001/2002

CAPRYLIC/CAPRIC TRIGLYCERIDE triglycerides completed in 1999, with the conclusion that those
A safety assessment of Caprylic/Capric Triglyceride wdsiglycerides are safe as used in cosmetic formulations
published in 1980 with the conclusion “safe when incorporaté@IR 1999).
in amounts similar to those presently marketed” (Elder 1980). In 1976, Caprylic/Capric Triglyceride was used in 550 cos-
New studies, along with updated information regarding uses ametic products, with the largest single use in lipsticks in the
use concentrations, were considered by the CIR Expert Pamelncentration range of1% to 25%. In 2001, uses in 763 prod-
The Panel determined to not reopen this safety assessment.ucts were reported to FDA (2001) and the largest single use was
The CIR Expert Panel noted that recent safety test data areyeliner products at a maximum concentration of 35% (CTFA
presented in a safety assessment of Trilaurin and 22 otl2€01). Table 2 presents the available use information.

TABLE 2
Caprylic/Capric Triglyceride use

1976 use 2001 use 1976 concentrations 2001 concentrations

Product category (Elder 1980) (FDA 2001) (Elder 1980) (CTFA 2001)
Baby lotions, oils, powders, etc. — 2 — 0.8%
Bath oils, tablets, and salts 2 — >0.1%-5% 25%—78%
Other bath preparations 1 — >1%-5% 7%-10%
Eyebrow pencil — 9 — 4%-19%
Eyeliner — 131 — 0.5%—-35%
Eye shadow 134 33 >0.1%-50% 0.03%—49%
Eye lotion — 4 — 2%-10%
Eye makeup remover — 2 — 6%-10%
Mascara — — — 0.008%
Other eye makeup preparations 4 28 >5%-50% 6%—18%
Colognes and toilet waters 4 1 >0.1%-1% 7%
Perfumes 39 7 >5%-50% 9%—84%
Other fragrance preparations 28 22 >5%—-10% 7%—-33%
Hair conditioners 1 4 >1%-5% 1%-5%
Hair sprays (aerosol fixatives) 1 — >1%—-5% 0.00005%—-0.02%
Hair straighteners — 1 — —
Shampoos (noncoloring) 1 1 >0.1%-1% 0.02%—0.5%
Hair tonics, dressings, etc. 1 4 >1%-5% 0.0001%—-18%
Other hair preparations (noncoloring) — — — a_
Hair rinses (coloring) — 1 — —
Blushers (all types) 24 18 >5%—50% 5%—33%
Face powders — 11 — 0.01%—-22%
Foundations 23 18 >0.1%-50% 1%—-21%
Lipstick 167 75 >1%-25% 0.1%-54%
Makeup bases 4 13 >5%—-25% 8%—13%
Rouges 8 2 >5%-10% 4%—7%
Makeup fixatives 1 4 >25%—-50% —
Other makeup preparations — 26 — 12%-17%
Cuticle softeners — 2 — 5%
Nail creams and lotions 2 — >5%-50% —
Nail polish and enamel — — — 12%
Nail polish and enamel removers — 2 — 2%-5%
Other manicuring preparations — 1 — 0.2%—-15%
Dentifrices — — — 0.002%
Bath soaps and detergents — — — 0.3%
Deodorants (underarm) 2 1 >0.1%-1% 0.00001%—5%
Other personal cleanliness products — — — 0.3%-1%
Aftershave lotion 2 4 >1%-5% 2%—-5%
Shaving cream 2 — >1%—-5% —

(Continued on next page)
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TABLE 2

Caprylic/Capric Triglyceride usgContinued)

1976 use 2001 use 1976 concentrations 2001 concentrations

Product category (Elder 1980) (FDA 2001) (Elder 1980) (CTFA 2001)
Other shaving preparation products 1 1 >1%—-5% 2%
Skin cleansing preparations 4 33 >0.1%—-25% 2%—-9%
Face and neck skin care preparatfons — 36 — 1%—-48%
Body and hand skin care preparatibns 14 68 >0.1%—-25% 0.06%-45%
Foot powders and sprays — — — 18%
Moisturizing preparatiorfs 59 95 >1%-10% 0.002%—10%
Wrinkle smoothing (remover$) 1 — >0.1%-1% —
Night creams, lotions, etc. 2 31 >1%-10% 2%-12%
Paste masks (mud packs) — 14 — 2%—6%
Skin fresheners — — — 6%
Other skin care preparations 3 38 >1%-50% 9%-51%
Suntan gels, creams, and liquids 12 4 >0.1%—-25% 2%-11%
Indoor tanning preparations — 12 — 0.6%-5%
Other suntan preparations 3 4 >0.1%—-25% 4%-19%
Totals/ranges 550 763 >0.1%-50% 0.00001%—-84%

aReported to be in use, but no concentration of use was provided.
bOriginally, Face and Neck and Body and Hand were combined as one category, but now they are separated.

€43% in a spray product.

dWrinkle smoothing (removers) are now part of the Moisturizing category.
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The current terminology in thénternational Cosmetic In-

CARBOMER 934, 910, 934P, 940, 941, AND 962 gredient Dictionary and Handboolk Carbomers, the number

A safety assessment of Carbomers 934, 910, 934P, 940, 9&densions appear only as technical names (Pepe, Wenninger,
and 962 was published in 1982 with the conclusion “are saf@d McEwen 2002). Carbomers 910 and 962 were not used in

as cosmetic ingredients in the present practices of use and ceither 1976 or 2001.

TABLE 3
Carbomer 934 use

2001 carbomers

1976 use 2001 use 1976 concentration concentfation

Product category (Elder 1982) (FDA 2001) (Elder 1982) (CTFA 2001)
Baby shampoos — 9 — —
Baby lotions, oils, powders, etc. 6 — <1% 0.2%—0.8%
Other baby products — 1 — 0.3%
Other bath preparations 7 — >0.1%—-25% 0.1%-1%
Eyebrow pencil — 1 — —
Eyeliner 5 4 >0.1%-1% 0.2%
Eye shadow 20 — >0.1%-1% 0.4%-0.7%
Eye lotion — 1 — 0.4%—-2%
Mascara 1 1 <0.1% 0.7%-1%
Other eye makeup preparations — 18 — 0.7%—1%
Perfumes 9 9 >0.1%-1% 0.3%-0.8%
Sachets 11 9 <1% 0.8%
Other fragrance preparations 5 10 >0.1%-1% 0.7%—1%
Hair conditioners 3 3 >0.1%-1% 0.8%-0.9%
Hair sprays (aerosol fixatives) — 1 — —
Permanent waves 1 — >0.1%-1% —
Shampoos (non-coloring) 1 5 <0.1% 0.3%—-1.5%
Hair tonics, dressings, etc. 8 12 >0.1%-5% 0.7%-1.5%
Wave sets 1 — >0.1%-1% —
Other hair preparations 4 1 >0.1%-5% 0.7%

(Continued on next page)
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TABLE 3
Carbomers 934 ug€ontinued)

2001 carbomers

1976 use 2001 use 1976 concentration concentration

Product category (Elder 1982) (FDA 2001) (Elder 1982) (CTFA 2001)
Hair dyes and colors 1 7 >0.1%-1% 0.8%—2%
Hair bleaches — 11 — —
Other hair coloring preparations 1 — >0.1%-1% 0.7%
Blushers (all types) 14 — >0.1%-5% 0.8%—-2%
Foundations 13 — >0.1%-5% 0.001%-1%
Makeup bases 4 — <1% 0.5%
Rouges 6 — >0.1%-25% 0.3%
Makeup fixatives 1 — <0.1% 0.3%
Other makeup preparations 2 1 >0.1%-1% 0.5%—-2%
Cuticle softeners 3 — >0.1%-1% 1.2%
Dentrifices 1 — >0.1%-1% 0.7%—0.5%
Bath soaps and detergents 1 1 >0.1%-1% 0.003%—2%
Deodorants (underarm) 1 — <1% —
Other personal cleanliness products 1 1 >0.1%-1% 0.3%-1%
Aftershave lotion 8 9 >0.1%-1% 0.1%—0.6%
Beard softeners 1 — >0.1%-1% —
Shaving cream 4 2 >0.1%-1% 0.1%-0.5%
Other shaving preparation products 3 3 <3% 0.1%—-0.5%
Skin cleansing preparations 40 49 <5% 0.12%
Face and neck skin care preparatfons 88 40 < 50 0.1%-1%
Body and hand skin care preparatibns 127 =7 0.05%-0.8%
Foot powders and sprays — 1 — 0.3%—-0.7%
Moisturizing preparatioris 147 135 <5% 0.1%—-0.9%
Wrinkle smoothing (removers) 4 — >0.1%-1% —
Night creams, lotions, etc. 20 32 <5% 0.003%—2%
Paste masks (mud packs) 7 17 <0.1% 0.5%—1%
Skin fresheners — 1 — 0.2%
Other skin care preparations 10 70 <5% 0.02%—2%
Suntan gels, creams, and liquids 16 10 <5% 0.2%—1%
Indoor tanning preparations — 8 — 0.1%-0.4%
Other suntan preparations — 1 — 0.3%
Totals/ranges 477 611 <1%—-25% 0.001%—2%

aConcentrations reported only for “Carbomers.”
bOriginally, Face and Neck and Body and Hand were combined as one category, but now they are separated.
“Wrinkle smoothing (removers) are now part of the Moisturizing category.

TABLE 4
Carbomer 934P use

2001 carbomers

1976 use 2001 use 1976 concentration concentration
Product category (Elder 1982) (FDA 2001) (Elder 1982) (CTFA 2001)
Other bath preparations 1 — >0.1-1% 0.1-1%
Moisturizing preparations 2 2 >0.1-1% 0.1-0.9%
Night creams, lotions, etc. 1 — >0.1-1% 0.003-2%
Totals/ranges 4 2 >0.1-1% 0.003-2%

aConcentrations reported only for “Carbomers.”



COSMETIC INGREDIENT SAFETY ASSESSMENTS—2001/2002

TABLE 5
Carbomer 940 use

2001 carbomers

1976 use 2001 use 1976 concentration concentfation

Product category (Elder 1982) (FDA 2001) (Elder 1982) (CTFA 2001)
Baby lotions, oils, powders, etc. — 2 — 0.2%-0.8%
Other bath preparations — 3 — 0.1%-1%
Eyebrow pencil — 1 — —
Eyeliner 1 4 <0.1% 0.2%
Eye shadow 2 — >0.1%-1% 0.4%-0.7%
Eye lotion — 5 — 0.4%-2%
Eye makeup remover 1 1 >0.1%-1% 0.2%-0.5%
Mascara 1 2 >0.1%-1% 0.7%-1%
Other eye makeup preparations 1 17 >0.1%-1% 0.7%-1%
Colognes and toilet waters 16 1 >0.1%-5% 0.5%
Perfumes 1 — >0.1%-1% 0.3%—0.8%
Powders — 1 — 0.3%
Sachets 4 — >0.1%-1% 0.8%
Other fragrance preparations 21 18 <5% 0.7%-1%
Hair conditioners 6 5 >0.1%-5% 0.8%—-0.9%
Hair sprays (aerosol fixatives) — 2 — —
Permanent waves — 2 — —
Shampoos (noncoloring) — 4 — 0.3%—-1.5%
Hair tonics, dressings, etc. 20 4 <5% 0.7%—1.5%
Wave sets 41 16 <5% —
Other hair preparations 3 29 >0.1%-1% 0.7%
Hair dyes and colors — 7 — 0.8%—2%
Blushers (all types) 30 8 >0.1%-5% 0.8%—-2%
Foundations 6 5 >0.1%-1% 0.001%—1%
Leg and body paints 1 2 >1%—-5% 0.4%
Makeup bases 1 — >0.1%-1% 0.4%
Rouges 9 1 >0.1%-1% 0.3%
Cuticle softeners 2 2 <1% 0.2%
Other manicuring preparations — 2 — 0.2%—2%
Dentrifices — 6 — 0.1%-0.5%
Other personal cleanliness products 1 7 >0.1%-1% 0.3%—1%
Aftershave lotion 9 37 >0.1%-5% 0.1%—-0.6%
Preshave lotions (all types) — 2 — —
Other shaving preparation products — 11 — 0.1%-0.5%
Skin cleansing preparations 28 43 <5% 0.1%—-2%
Face and neck skin preparatiéns 42 36 <50 0.1%-1%
Body and hand skin preparatiéns 101 =27 0.05%—0.8%
Foot powders and sprays 1 4 >0.1%-1% 0.3%-0.7%
Moisturizing creams, ett. 46 101 <25% 0.1%-0.9%
Wrinkle smoothing (removers) 1 — >0.1%-1% —
Night creams, lotions, etc. 25 18 >0.1%-5% 0.003%—2%
Paste masks (mud packs) 10 23 <1% 0.5%—-1%
Skin fresheners 9 7 <1% 0.2%
Other skin care preparations 19 73 <1% 0.02%—2%
Suntan gels, creams, and liquids 8 26 >0.1%-5% 0.2%—1%
Indoor tanning preparations 2 2 >0.1%-1% 0.1%-0.4%
Other suntan preparations 3 6 >0.1%-1% 0.3%
Totals/ranges 382 651 <1%-5% 0.02%—2%

aConcentrations reported only for “Carbomers.”
bQOriginally, Face and Neck and Body and Hand were combined as one category, but now they are separated.
“Wrinkle smoothing (removers) are now part of the Moisturizing category.
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TABLE 6

Carbomer 941 use

2001 carbomers

1976 use 2001 use 1976 concentration concentration

Product category (Elder 1982) (FDA 2001) (Elder 1982) (CTFA 2001)
Baby lotions, oils, powders, etc. — 3 — 0.2%—-0.8%
Bubble baths 3 1 <1% 0.5%
Other bath preparations 1 3 >0.1%-1% 0.1%—1%
Eye lotion 1 — >0.1%-1% 0.4%—-2%
Eye shadow 1 — <1% 0.4%—-0.7%
Eye makeup remover 1 7 <0.1% 0.2%-0.5%
Other eye makeup preparations — 1 — 0.7%—1%
Colognes and toilet waters 8 — >0.1%-1% 0.5%
Perfumes 4 1 <5% 0.3%—-0.8%
Sachets 12 — >0.1%-10% 0.8%
Other fragrance preparations 21 8 <5% 0.7%-1%
Hair conditioners 1 — >0.1%-1% 0.8%-0.9%
Permanent waves — 1 — —
Shampoos (noncoloring) — 1 — 0.3%-1.5%
Hair tonics, dressings, etc. 3 1 <1% 0.7%-1.5%
Wave sets 1 — >0.1%-1% —
Other hair preparations 4 — >0.1%-1% 0.7%
Hair dyes and colors — 31 — 0.8%—2%
Other hair coloring preparations 4 1 >0.1%-1% 0.7%
Blushers (all types) 2 — <1% 0.8%—-2%
Lipsticks 1 — >0.1%-1% 0.4%
Makeup bases 2 — <1% 0.5%
Other makeup preparations — 1 — 0.5%—-2%
Cuticle softeners — 2 — 1.2%
Nail creams and lotions 1 1 <1% 0.3%
Other manicuring preparations 1 — >25%-50% 0.2%—-2%
Bath soaps and detergents — 4 — 0.003%—2%
Aftershave lotion 8 12 <1% 0.1%-0.6%
Other shaving preparation products 3 7 <1% 0.1%-0.5%
Cleansing creams, etc. 24 40 <1% 0.1%—2%
Face and neck skin care preparatfons 44 16 <50 0.1%-1%
Body and hand skin care preparatibns 89 =70 0.05%-0.8%
Foot powders and sprays — 2 — 0.3%-0.7%
Moisturizing preparations 51 63 <1% 0.1%—-0.9%
Night creams, lotions, etc. 3 3 <0.1% 0.003%—-2%
Paste masks (mud packs) — 3 — 0.5%-1%
Skin fresheners 6 1 <1% 0.2%
Other skin care preparations 6 28 <25% 0.02%—-2%
Suntan gels, creams, and liquids 2 8 <1% 0.2%—1%
Indoor tanning preparations — 1 — 0.1%-0.4%
Other suntan preparations — 6 — 0.3%
Totals/ranges 221 346 <1%-25% 0.001%—-2%

aConcentrations reported only for “Carbomers.”

bQOriginally, Face and Neck and Body and Hand were combined as one category, but now they are separated.
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Carbomer 934 Food and Drug Administration. 2001. Frequency of use of cosmetic ingredients.
Carbomer 934 was used in 477 cosmetic products in 197(3(5?'”}‘1 dt"t‘_tagaslfvé?Sh'TlgtoA”: \F/DA;' et ol 1997, Lonaterm effi o
with the highest concentration range 8.1 to 25% in other ~'ON¢et ™ ™ Rizzelo, A. Ve, & &. 1957, -ong-term eflicacy of bis-

X . muth carbomer enemas in patients with treatment-resistant chronic pouchitis.
bath perparations. In 2001, Carbomer 934 was used in 611 COSgiment Pharmacol. Therl 1:673—678.
metic products (FDA 2001). Concentration of use data froreen, J. T., G. A. O. Thomas, J. Rhodes, et al. 1997. Pharmacokinetics of
2001 were provided only for Carbomers as a group (CTFAnicotine carbomer enemas: A new treatment for ulcerative cdlltis. Phar-

2001). Table 3 presents the available use information on Caracol- Ther61:340-348.

bomer 934 Gurtler, F., V. Kaltsatos, B. Boisragnand R. Gurny. 1996. Development of a
’ novel soluble ophthalmic insert: Evaluation of ocular tolerance in rafihits.
Carbomer 934P J. Pharm. Biopharm42:393—-398.

. . . Hutton, D. A., J. P. Pearson, A. Allen, and S. N. E. Foster. 1990. Mucolysis
Carbomer 934P was used in four cosmetic products in 1976ef the colonic mucus barrier by faecal proteinases: Inhibition by interacting

In 2001, usage was down to two products (FDA 2001). Concenpolyacrylate Clin. Sci 78:265-271.
tration of use data from 2001 were provided only for Carbomet#sni, R., O. Gan, Y. Ali, R. Rodstrom, and S. Hancock. 1994. lon exchange

as a group (CTFA 2001). Table 4 presents the available use jrfesins for ophthalmic delivery. Ocul. Pharm 10:57-67.
formation on Carbomer 934P Jensen, P. A., and D. O'Brien. 1993. Industrial Hygiene Aerosol measure-

ment. Principles technigues and applicatiped. K. Willeke and P. A. Baron,
Carbomer 940 538-540. New York: John Wiley and Sons.

. . . Leopold, C. S., and D. Eikeler. 1998. Eudr&E as coating material for the
Carbomer 940 was used in 382 cosmetic prOdUCtS in 197 H-controlled drug release in the topical treatment of inflammatory bowel

with the highest concentration e25% in moisturizing creams, diseaseJ. Drug Targetings:85-94.

liquids, powders, and sprays. In 2001, Carbomer 940 was udeelien, H. L., B. J. de Leeuw, M. W. E. LangyeeA. G. de Boer, J. C. Verhoef,

in 651 cosmetic products (FDA 2001). Concentration of use daté&nd H- E. Junginger. 1996a. Mucoadhesive polymers in perioral peptide drug
from 2001 were provided only for Carbomers as a group (CTFAdehvery. V1. carbomer and chitosan improve the intestinal absorption of the

. . . peptide drug Buserelim vivo. Pharmaceut. Re43:1668-1672.
2001)- Table 5 presents the available use information. LueRen,H.L.,B.J.de Leeuw, DeRidrd, C. M. Lehr, A. G. de Boer, J. C. Verhoef,

and H. E. Junginger. 1996b. Mucoadhesive polymers in peroral peptide drug

Carbomer 941 . _ _ delivery. 1. influence of mucoadhesive excipients to the proteolytic activity of
Carbomer 941 was used in 221 cosmetic products in 1976intestinal enzymesur. J. Pharmaceut. Sci:117-128.

with the highest concentration range-625% to 50% in other Luefen, H.K., J. C. Verhoef, G. Borchard, C. M. Lehr, A. G. de Boer, and H. E.

manicuring pl’OdUCtS. In 2001, Carbomer 941 was used in 34dung|nger. 1995. Mucoadhesive polymers in peroral peptide drug delivery. I1.

. : b d polycarbophil tent inhibitors of the intestinal proteolyti
cosmetic products (FDA 2001). Concentration of use data fronﬁirzy%n;etrr?;s"?;hgiagsu; geeapzo,f;ggll'zggrs ot the Inestinal proteolytic

2001 were provided only for Carb_omers as a group _(CTFﬁcGrath,J.J.,L. Purkiss, M. Christian, N. H. Proctor, and W. R. McGrath. 1993.
2001). Table 6 presents the available use information forTeratology study of a cross-linked polyacrylate superabsorbent polymer.

Carbomer 941. J. Am. Coll. Toxical12:127-137.
Mumford, J. A., H. Wilson, D. Hannant, and D. M. Jessett. 1994. Antigenicity
REFERENCES and immunogenicity of equine influenza vaccines containing a Carbomer

Al-Mansouri, S., K. F. Tabbara, and E. Rask-Pedersen. 1994. Lubtithab adjuvantEpidemiol. Infect112:421-437.

viscous eye gel), precorneal residence time in normal and dryl@geamenta Nolljen,tG. ?.9’8'\3022033 C. IfD.thHajsalll, J. Iav'f(i“t’ R AI Jamlfesoln, ar:)d G'I T
Ophthalmol 88:187—194. aston. . Studies of the developmental toxicology of polycarboxylate

Amin, P. D., C. P. Bhogte, and M. A. Deshpande. 1996. Studies on gel tears(_ﬂspersmg agentsDrug Chem. Toxicol12:95-110. -
Drug Development Industr. Pharma@g:735-739. Ozekl,_T., H. Yuasa, and Y. Kanaya. 2000_. Controlled‘release from solid dis-

Bernkop-Schaich, A., and B. Gilge. 2000. Anionic mucoadhesive polymers as p|er5|opthc0m_posed of [IJ_oIIi/'(ethderne OXI?eC)_%i%ﬁ)gteTo:?m;eé <|:0m-
auxiliary agents for the peroral administration of (poly)peptide drugs: Influ- 23?2\8/"7' z\ée;nous cross-linking degrees ot t.ar - Lontrofled Release
ence of the gastric juic®rug Dev. Industr. Pharmac6:107-113. e ITeEe

BFGoodrich. 1999a. Material Safety Data Sheet: Carbopol 934. CIeveIand,dDI-?:Pe’ T C. ‘]‘. A Wed”_”'”%‘?“.a”d G. ’(\jl.hMCdEng; ‘](;" edsr.]_zmméma;:_
BEGoodrich Performance Materials. tional cosmetic ingredient dictionary and handboe®th ed. Washington, DC:

BFGoodrich. 1999b. Material Safety Data Sheet: Carbopol 941. Cleveland, OH :CTFA‘

BEGoodrich Performance Materials Realdon, N., E. Ragazzi, M. D. Zotto, and G. D. Fini. 1998. Possibilities of
BFGoodrich. 1999c. Material Safety Data Sheet: Carbopol 940. Cleveland, oHFonveying a cationic drug in carbomer hydrogélsug Dev. Ind. Pharmacy

. : 24:337-343.
BFGoodrich Performance Materials. . . . -

Bower, D. 1999. Unpublished information on hair spray particle size provide%ngla‘ A-K, M. Chavyla, andA. Singh. 2000.‘ Potential appllcathns of carbomer
at the September 9, 1999 CIR Expert Panel meding. in oral mucoadhesive controlled drug delivery system: A reviBrug Dev.

Cosmetic, Toiletry, and Fragrance Association (CTFA). 2001. Concentration oflnd.__l3harmac326:913—924. . . - s
use information. Unpublished data submitted by CTFA, December 17,2200¥.an Bustgrveld, 0. P, H Af‘d”esse' ?nd B.‘ H Nl_elsc_)n. 1987. Fusidic acid in

Elder, R. L., ed. 1982. Final report on the safety assessment of Carbomers—93£‘.ear fluid: Pharmacoklnt_etlc study with fusidic acid viscous eye dréps. J.
-910, -934P, -940, -941, and -962.Am. Coll. Toxical1:109-141. Drug Metab. Pharmcokine.2:215-218. s .

Environmental Protection Agency (EPA). 2002. IRIS Summary for Benzen\g{alker, G. F, R. Ledger, and I. G. Tucker. 1999. Carbomer inhibits tryptic

Last revised 1/19/2000. www.epa.gov/iris/subst/0276.htm proeolysis of luteinizing hormone-releasing hormone and-Benzoylt-
pa.g Arginine ethyl ester by binding the enzynitharmaceut. Re46:1074-1080.

Wilson, C. G., Y. P. Zhu, M. Frier, L. S. Rao, P. Gilchrist, and A. C. Perkins.
2Available from Director, Cosmetic Ingredient Review, 1101 17th Street 1998. Ocular contact time of a carbomer gel (GelTears) in hunms.
NW, Suite 310, Washington, DC 20036, USA. Ophthalmol 82:1131-1134.
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Unliy, N., A. Ludwig, M. Van Ooteghem, and A. A. Hincal. 1992. A comparativel 982). New studies, along with the updated information regard-
rheological study on carbopol viscous solutions and, the evaluation of th'ﬁ‘ifg uses and use concentrations, were considered by the CIR

suitability as ophthalmic vehicles and artificial tedtharm. Acta Helv67:5— Expert Panel. The Panel determined to not reopen this safety
10. '

Yoshikawa, Y., A. Kawai, A. Yasui, H. Yoshikawa, and K. Takada. 1998. Prepgl-ssessment'
ration and evaluation of micro-porous ethylcellulose capsule as oral sustained-
release preparation of theophyllirgiopharmaceut. Drug Dispo49:333— Decyl Oleate

339. Decyl Oleate was used in 128 products in 1976, with the
largest uses in eyeshadows in the concentration range of 1% to
DECYL AND ISODECYL OLEATE 25%. In 2001, Decyl Oleate was reportedly used in 147 prepara-
A safety assessment of Decyl and Isodecyl Oleate was ptions, with the largest single use in body and hand preparations
lished with the conclusion that these ingredients are “safe in t{feDA 2001). Concentration of use data from 2001 was provided
concentrations of present practices and use in cosmetics” (EI¢eTFA 2001). Complete information is shown in Table 7.

TABLE 7
Decyl Oleate use

1976 use 2001 use 1976 concentrations 2001 concentrations

Product category (Elder 1982) (FDA 2001) (Elder 1982) (CTFA 2001)
Baby lotions, oils, powders, etc. 1 — >1%-5% —
Bath oils, tablets and salts 2 1 >5%-25% —
Eyeshadow 27 — >1%—-25% 13%
Eye lotion — 1 — —
Eye makeup remover 1 — >1%-5% —
Mascara 1 — >0.1%-1% —
Other eye makeup preparations 2 — >50% —
Hair conditioners 3 4 >0.1%-1% —
Hair sprays 1 2 >0.1%-1% —
Rinses (noncoloring) 1 — >0.1%-1% —
Shampoos (noncoloring) 1 — >0.1%—1% —
Hair dyes and colors — — — 3%
Hair bleaches — — — 3%
Blushers 4 1 >1%-10% —
Face powders — 1 — —
Foundations 9 — >0.1%—-10% 5%
Lipstick 12 1 >1%-5% 8%
Makeup bases 6 — >1%-10% —
Other makeup preparations 1 — >1%—-5% —
Nail creams and lotions — 1 — —
Other manicuring preparations 1 2 >5%—-10% —
Deodorants — 1 — —
Feminine hygiene deodorants — — — 88%
Aftershave lotion — 2 — —
Skin cleansing preparations 10 11 <0.1%-25% 1%
Face and neck skin care preparatfns 24 —
Body and hand skin care preparatidns 12 31 >1%-25% 1%—2%
Foot powders and sprays — 1 — —
Moisturizing preparations 23 20 >0.1%—-25% 0.5%—4%
Night creams, lotions, etc. 1 17 >1%-5% —
Paste masks (mud packs) — 10 — 3%
Other skin care preparations 5 10 >1%—50% —
Suntan gels, creams, and liquids 4 5 >1%-50% —
Indoor tanning preparations — 1 — 6%
Totals/ranges 128 147 <0.1%—=-50% 0.5%—-88%

a0riginally, Face and Neck and Body and Hand were combined as one category, but now they are separated.
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TABLE 8
Isodecyl Oleate use
1976 use 2001 use 1976 concentrations 2001 concentrations
Product category (CIR 1982) (FDA 2001) (CIR 1982) (CTFA 2001)
Bath oils, tablets and salts 1 — >5%-10% —
Other bath preparations 1 — >0.1%-1% —
Eyeshadow 8 — >1%-5% 2%
Eye makeup remover — 1 — 2%
Hair conditioners — 3 —
Hair tonics, dressings, etc. — — — 2%
Hair sprays — 1 — —
Blushers 1 — >1%-5% 8%
Foundations 2 1 >1%-5% 5%
Lipstick — 22 — 4%—8%
Other makeup preparations 2 2 >1%-5% 5%
Other manicuring preparations — 1 — —
Deodorants 1 — >1%-5% 2%
Other personal cleanliness products 1 — >1%-5% —
Aftershave lotion — 3 — —
Other shaving preparation products — 1 — —
Skin cleansing preparations 1 2 >10%—25% 3%
Face and neck skin care preparatons — 2%—-5%
Body and hand skin care preparatibns 2 1 >5%-25% 4%
Moisturizing preparations 4 5 >1%—-10% 2%—-3%
Night creams, lotions, etc. — 1 — 5%
Other skin preparations — — — 3%—4%
Suntan gels, creams, and liquids — — — 3%
Totals/ranges 24 44 >0.1%-25% 2%—-8%

a0riginally, Face and Neck and Body and Hand were combined as one category, but now they are separated.

Isodecyl Oleate Pepe, R. C., J. A. Wenninger, and G. N. McEwen, Jr., eds. 200€rna-
Isodecyl Oleate was used in 24 cosmetic products in 197etional cosmetic ingredient dictionary and handbe®th ed. Washington, DC:

with the largest uses in eyeshadows in#1é6 to 5% concentra-

tion range. In 2001, Isodecyl Oleate was used in 44 preparations,

with the largest single use in lipsticks (FDA 2001). Concentr&LYCOL STEARATE, GLYCOL STEARATE SE,

tion of use data from 2001 was provided (CTFA 2001). ComplefeND GLYCOL DISTEARATE

Isodecyl Oleate information is shown in Table 8. A safety assessment of Glycol Stearate, Glycol Stearate SE,
and Glycol Distearate was published in 1982 with the conclusion
REFERENCES thatthese ingredients “are safe as cosmetic ingredients in the pre-

Cosmetic, Toiletry, and Fragrance Association (CTFA). 2001. Concentratigent practices of use and concentrations” (Elder 1982). New stu-
of use information for November 29-30, 2001 re-reviews. Unpublished daigeg, along with the updated information below regarding types

Eltjz?rgtteEd bZdCEzAS’ZDE?:;?s;;rYt’OZr??ﬁe safety assessment for Decyl ar(!ld concentrations of use were considered by the CIR Expert
Isodecyl Oleates]. Am. Coll. Toxicol1:85-95. Panel. The Panel determined to not reopenthis safety assessment.

Food and Drug Administration (FDA). 2001. 2001 frequency of use of cosmetic
ingredientsFDA databaseWashington, DC: FDA. Glycol Stearate
Fulton, J. E., Jr., S. R. Pay, and J. E. Fulton, 111. 1984. ComedogenicityofcurrentG|yco| Stearate was used in 284 formulations in 1976, at
therapeutic products, cosmetics, and ingredients in the rabhit @éan. Acad. concentrations from<0.1% to 10%. In 2001, there were 424
Dermatol.10:96-105. . . .
Guillot, J. P, M. C. Martini, and J. Y. Giauffret. 1977. Safety evaluation o?ormmatlons reported to the FDA that contained GchoI Ste_arate
cosmetic raw materials. Soc. Cosmet. Che28:377-393. (FDA 2001). Glycol Stearate was reported to be used in 16
new product categories and no longer used in 11 categories as
compared to the 1976 FDA database. Concentration of use data
2pvailable from Director, Cosmetic Ingredient Review, 1101 17th StredfOm 2001 was provided (CTFA 2001). Table 9 presents the
NW, Suite 310, Washington, DC 20036, USA. available use information for Glycol Stearate.
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TABLE 9
Glycol Stearate use

1976 use 2001 use 1976 concentrations 2001 concentrations

Product category (Elder 1982) (FDA 2001) (Elder 1982) (CTFA 2001)
Baby lotions, oils, powders, etc. — — — 5%
Other baby products — 1 — —
Bath oils, tablets, and salts 6 4 >0.1%-1% —
Bubble baths 47 20 >0.1%-5% 2%
Other bath preparations 6 12 >0.1%-1% 0.2%-5%
Eyebrow pencil 3 — >1%—-5% 5%
Eyeliner 9 — >1%-5% 4%
Eye shadow 76 — >1%-10% 6%
Mascara 2 — >1%—-5% 3%
Perfumes — — — 4%
Powders (dusting and talcum) — — — 4%
Sachets — — — 4%
Other fragrance preparations — 1 — 2%
Hair conditioners 2 17 >5%-10% 0.0001%—3%
Hair straighteners 4 — >5%-10% —
Permanent Waves — 1 — —
Rinses (noncoloring) 3 — >0.1%-1% —
Shampoos (honcoloring) 77 149 <0.1%-10% 0.05%—-4%
Hair tonics, dressings, etc. 1 2 >1%—-5% 1%
Hair dyes and colors — 32 — 2%—-6%
Hair shampoos (coloring) 2 1 >1%-5% —
Blushers (all types) 5 — >1%—-5% 2%
Foundations 88 2 >1%—-5% 4%
Leg and body paints — — — 2%
Lipstick 1 1 >1%-5% —
Makeup bases 2 — >1%—-5% —
Rouges 8 — >1%-5% 2%
Makeup fixatives — — — 2%
Other makeup preparations 2 — >1%—-5% 2%—-3%
Cuticle softeners — 1 — —
Nail creams and lotions — 1 — —
Nail polish and enamel removers — 1 — —
Other manicuring preparations — — — 0.02%
Bath soaps and detergents 2 40 >0.1%-5% 0.3%-5%
Deodorants (underarm) — 2 — —
Douches — 1 — —
Other personal cleanliness products — 8 — 0.2%—6%
Aftershave lotions 1 — >0.1%-1% —
Shaving cream — 3 — 1%
Skin cleansing preparations 8 21 >0.1%-5% 0.2%-5%
Face and neck skin preparatiéns 8 5%
Body and hand skin preparatidns 11 24 >0.1%-5% 0.7%—5%
Foot powders and sprays — 4 — 5%
Moisturizing preparations 12 27 >0.1%-10% 5%
Night preparations — 4 — 3%
Paste masks (mud packs) — 3 — —
Other skin care preparations 5 26 >0.1%-10% 3%—-4%
Suntan gels, creams, and liquids 1 5 >1%—-5% —
Indoor tanning preparations — 1 — —
Other suntan preparations — 1 — 2%
Totals/ranges 284 424 <0.1%-10% 0.0001%—6%

aQ0riginally, Face and Neck and Body and Hand were combined as one category, but now they are separated.

13
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TABLE 10
Glycol Stearate SE

1976 use 2001 use 1976 concentrations 2001 concentrations

Product category (Elder 1982) (FDA 2001) (Elder 1982) (CTFA 2001)
Other bath preparations — — — 0.2%
Other eye makeup preparations — 2 — —
Makeup bases — — — 0.9%
Makeup fixatives — 1 — —
Other personal cleanliness products — — — 0.2%
Skin cleansing preparations — 1 — 0.2%
Body and hand skin preparations — 3 — —
Moisturizing preparations — 6 — —
Paste masks (mud packs) — — — 12%
Other skin care preparations 1 — >0.1%-1%
Suntan gels, creams, and liquids — 1 — 2%
Other suntan preparations — — — 5%
Totals/ranges 1 14 >0.1%-1% 0.2%-12%

Glycol Stearate SE

Glycol Distearate

There was one formulation reported to the FDA in 1976 that There were 26 formulations that contained Glycol Distearate
contained Glycol Stearate SE, in th€.1% to 1% concentration at concentrations frons-0.1% to 10% in 1976. In 2001, there
range. In 2001, there were 14 formulations reported to the Fere 28 formulations reported to the FDA that contained Gly-
that contained Glycol Stearate SE, in five new product categori@sd Distearate (FDA 2001). Glycol Distearate was reported to
(FDA 2001). Concentration of use data from 2001 was providé# used in three new product categories and no longer used
(CTFA 2001). Table 10 presents the available use informatiam four categories as compared to the 1976 data. Concentra-
tion of use data from 2001 was provided (CTFA 2001).

for Glycol Stearate SE.

TABLE 11
Glycol Distearate use

1976 use 2001 use 1976 concentrations 2001 concentrations

Product category (Elder 1982) (FDA 2001) (Elder 1982) (CTFA 2001)
Other baby products — — — 1%
Bath oils, tablets, and salts — — — 0.4%
Bubble baths — — — 2%
Other bath preparations — 1 — 0.7%—3%
Mascara — — — 3%
Hair conditioners 1 1 >0.1%-1% 2%—-9%
Permanent waves 5 — >1%-5% —
Shampoos (noncoloring) 15 7 >0.1%-5% —
Other hair preparations — 1 — 2%
Hair dyes and colors 1 — >0.1%-1% 0.2%
Other hair coloring preparations — — — 0.5%
Bath soaps and detergents — 15 — 2%—-3%
Deodorants (underarm) 1 — >1%-5% —
Other personal cleanliness products 1 — >5%—-10% 0.5%—3%
Other shaving preparation products 1 1 >1%-5% —
Skin cleansing preparations 1 2 >1%-5% 0.2%—-3%
Body and hand skin preparations — — — 6%
Foot powders and sprays — — — 2%
Other skin care preparations — — — 4%
Totals/ranges 26 28 >0.1%-10% 0.2%-9%
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Table 11 presents the available use information for Glycekpe, R. C., J. A. Wenninger, and G. N. McEwen, Jr., eds. 2B0&na-

Distearate. tional cosmetic ingredient dictionary and handbe®th ed. Washington, DC:
CTFA.
REFERENCES IMIDAZOLIDINYL UREA

Cosmetic, Toiletry, and Fragrance Association (CTFA). 2001. Ingredient use A Safety assessment of ImldaZOHdmyl Urea was pUbl|Shed
data—Glycol Stearate, Glycol Stearate SE, and Glycol Distearate. UnpiB-1980 with the conclusion that this ingredient is “safe when
lished data submitted by CTFA. incorporated in cosmetic products in amounts similar to those

Crombie, R. L. 1997. Cold pearl surfactant-based blemts.J. Cosmet. Sci. presently marketed” (Elder 1980). New studies, a|0ng with the
19:205-214. : : :

Elder, R. L., ed. 1982. Final report on the safety assessment of Glycol Stearglgqated mforma,tlon below regardlng uses and use concentra-
Glycol Stearate SE, and Glycol DistearateAm. Coll. Toxicol1:1-11. tions, were considered by the CIR Expert Panel. The Panel de-

Eun, H. C., and A. Y. Lee. 1985. Contact dermatits due to Madeca@sotact termined to not reopen this safety assessment.
Dermatitis13:310-313. In 1976, Imidazolidinyl Urea was used in 1061 cosmetic

qud anq Drug Administration (EDA). 2001. Frequency of use of cosmetbroducts, with the Iargest single use in face powder products
ingredientsFDA databaseWashington, DC: FDA. __in the concentration range &f0.1% to 5%. In 2001, there were

Gettings, S. D., R. A. Lordo, P. I. Feder, and K. L. Hintze. 1998. A comparison . . ! ]
of low volume, draize and in vitro eye irritation test data. I1l. Surfactant-basédS€S reported in 2025 products, with the largest single use in eye
formulations.Food Chem. ToxicoB6:209-231. shadow (FDA 2001). In 2001, the maximum use concentration

TABLE 12
Imidazolidinyl Urea use

1976 use 2001 use 1976 concentrations 2001 concentrations

Product category (Elder 1980) (FDA 2001) (Elder 1980) (CTFA 2001)
Baby shampoos 2 1 <0.1%-1% 0.5%
Baby lotions, oils, powders, etc. 1 2 >0.1%-1% 0.3%—-0.6%
Other baby products — 1 — 0.3%
Bath oils, tablets, and salts 12 — >0.1%—1% 0.2%-0.5%
Bubble baths 15 26 <0.1%-1% 0.3%—-0.4%
Other bath preparations 12 60 <0.1%-1% 0.5%
Eyebrow pencil 13 4 <0.1%-1% 0.3%
Eyeliner 99 18 <0.1%-5% 0.01%-0.6%
Eye shadow — 301 — 0.2%-0.5%
Eye lotion — 7 — 0.5%
Eye makeup remover 3 16 <0.1%-1% 0.1%-0.5%
Mascara 46 59 <0.1%-1% 0.3%-0.5%
Other eye makeup preparations 18 28 <0.1%-1% 0.3%—-0.5%
Colognes and toilet waters 1 3 <0.1% 0.4%
Perfumes — 11 — 0.4%-0.5%
Powders 52 19 <0.1%-1% 0.2%—-0.4%
Sachets 13 — <0.1%-1% 0.1%
Other fragrance preparations 2 17 <0.1% 0.4%-0.5%
Hair conditioners 35 35 <0.1%-5% —
Hair sprays (aerosol fixatives) — 1 — 0.4%
Permanent waves 1 6 <0.1%-1% —
Rinses (noncoloring) 6 2 <0.1%-5% 0.2%
Shampoos (noncoloring) 43 46 <0.1%-5% 0.2%—-0.5%
Hair tonics, dressings, etc. 8 24 <0.1%-1% 0.4%
Wave sets 4 3 <0.1%-1% 0.3%
Other hair preparations 4 7 <0.1%-1% 0.2%
Hair dyes and colors — 3 — —

(Continued on next page)

2Available from Director, Cosmetic Ingredient Review, 1101 17th Street
NW, Suite 310, Washington, DC 20036, USA.
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TABLE 12
Imidazolidinyl Urea us€Continued)

1976 use 2001 use 1976 concentrations 2001 concentrations

Product category (Elder 1980) (FDA 2001) (Elder 1980) (CTFA 2001)
Hair tints — — — 0.4%
Hair rinses (coloring) — 1 — 0.2%
Hair bleaches — — — 0.4%
Hair shampoos (coloring) 1 1 >0.1%-1% —
Other hair-coloring preparations 1 1 <0.1% —
Blushers (all types) 54 120 <0.1%-5% 0.2%—-0.4%
Face powders 107 69 <0.1%-5% 0.2%-0.3%
Foundations 68 98 <0.1%-5% 0.2%-0.5%
Leg and body paints 1 2 >0.1%-1% 0.2%
Lipstick 5 11 <0.1% 0.4%
Makeup bases 30 38 <0.1%-1% 0.3%
Rouges 18 2 <0.1%-1% 0.3%-0.5%
Makeup fixatives 2 3 <0.1%-1% 0.3%
Other makeup preparations 7 27 <0.1%-1% 0.2%-0.5%
Basecoats and undercoats 1 — <0.1%-1% —
Cuticle softeners 10 4 <0.1%-1% 0.3%
Nail creams and lotions — 4 — 0.2%
Nail polish and enamel — — — 0.2%—-0.5%
Other manicuring preparations — 2 — 0.2%
Bath soaps and detergents 3 36 <0.1% 0.4%-0.5%
Deodorants (underarm) 4 4 <0.1%-1% 0.4%
Feminine deodorants — — — 0.2%
Other personal cleanliness products 1 5 <0.1% 0.2%—0.3%
Aftershave lotion — 19 — 0.3%—0.6%
Men’s talcum 1 — >0.1%-1% —
Shaving cream 1 15 <0.1% 0.1%-1%
Other shaving preparation products — 4 — —
Skin cleansing preparations 71 128 <0.1%-5% 0.2%-0.6%
Face and neck skin preparatiéns 41 0.3%—-0.6%
Body and hand skin preparatidns 58 157 =0.1%-1% 0.3%—-0.6%
Foot powders and sprays 1 4 <0.1%-1% 0.3%—0.4%
Moisturizing preparatiorfs 94 215 <0.1%-5% 0.4%—-0.6%
Wrinkle smoothing (removers) 3 — 0.1%-1% —
Night creams, lotions, etc. 28 60 <0.1%-5% 0.5%
Paste masks (mud packs) 23 60 <0.1%-1% 0.3%—-0.5%
Skin fresheners 21 35 <0.1%-1% 0.3%-0.5%
Other skin care preparations 42 124 <0.1%-1% 0.1%—0.7%
Suntan gels, creams, and liquids 14 15 <0.1%-1% 0.3%—0.5%
Indoor tanning preparations — 12 — 0.2%—-0.5%
Other suntan preparations 1 8 >0.1%-1% 0.2%—0.5%
Totals/ranges 1061 2025 <0.1%-5% 0.1%-1%

aQriginally, Face and Neck and Body and Hand were combined as one category, but now they are separated.
bWrinkle smoothing (removers) is now part of the Moisturizing category.
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was 1% (CTFA 2001). Table 12 presents the available use infetarzulii, ., and H. C. Maguire, Jr. 1983. Validation of guinea pig tests for skin

mation for Imidazolidinyl Urea. hypersensitivity. IrDermatotoxicology2nd ed, ed. F. N. Marzulli and H. I.
Maibach, 237-250. Washington, DC: Hemisphere Publishing Corporation.
REFERENCES O’'Brien, T. J. 1987. Imidazolidinyl Urea (germall 115) causing cosmetic der-

matitis. Aust. J. Dermatol28:36-37.

. . . . . - ?—yépe, R. C., J. A. Wenninger, and G. N. McEwen, Jr., eds. 20@erna-
totoxicity by cosmetic ingredients in sea urchin eggeh. Environ. Contam. tional cosmetic ingredient dictionary and handbe®th ed. Washington, DC:
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cytometric screening for the modulation of receptor-mediated endocytosis
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A - A o Helv. 69:159-162.
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ance.Contact Dermatitisl6:189-194. -
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hyde in imidazolidinyl ureaContact Dermatitisl 7:124—125. Lo ' ’ . :
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vatives |.Contact Dermatitis14:120-122. o ’ Y- . 4
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Dooms-Goossens, A., K. de Boulle, M. Dooms, et al. 1986. Imidazolidinyl urea
dermatitis.Contact Dermatitisl4:322—324. ISOPROPYL LANOLATE

Elder, R. E., ed. 1980. Final report on the safety assessment for imidazolidinyl A safet tofl L lat blished i
urea.J. Environ. Pathol. Toxicol:5-17. salety assessment of Isopropyl Lanolate was published in

Food and Drug Administration (FDA). 2001. 2001 frequency of use of cosmetkd80 with the conclusion that this ingredient is “safe as cur-
ingredientsFDA databaseWashington, DC: FDA. rently used in cosmetic products” (Elder 1980). New studies,
Ford, G. P., an_d M. H. Beck. 19_86. Reactions to_quaternium 15, bronopol aatbng with the updated information below regarding types and
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maliis32:210-217. lins were published in 1982 (Elder 1982) and 1996 (Andersen

Goossens, A., M. H. Beck, E. Haneke, et al. 1999. Adverse cutaneous reacti25§6 | I the | lin i dient f d saf
to cosmetic allergen€ontact Dermatiti£$0:112—-113. ) n all cases, the lanolin ingredienis were found sate as

Guin, J. D. 1997. Contact dermatitis and other contact reactiogaurent clin-  US€d in cosmetic formulations.
ical practice: Allergic diseases: Diagnosis and treatmesd. P. Lieberman As with plant-derived cosmetic ingredients, the CIR Expert
and J. Anderson, 233-254. Totowa, NJ: Humana Press. ' Panel has a long history of reviewing animal-derived cosmetic
Hectorne, K. J., and A. F. Fransway. 1994. Diazolidinyl urea: Incidence ghqredients. Itis now common to remind manufacturers that cos-
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Jacobs, M. C., I. R. White, R. J. Rycroft, et al. 1995. Patch testing with presgp— P L gany . _g
vatives at St. John's from 1982 to 1993ontact Dermatitiss3:247-254.  be formulated to limit the presence of pesticide/heavy metal
Marks, J. G. 1990. Cosmetic®ccupational skin diseas@nd ed, ed. R. M. residues as follows: leag0.1 ppm; arsenic<3 ppm; mer-
Adams, 326-348. Philadelphia: W. B. Saunders. ~ cury <1ppm; total PCB/pesticide contaminatie®d0 ppm with
Marks, J. G., Jr., D V. Belsito, V. A. DelLeo, et al. 1995. North Amerlcarglo ppm for any specific residue (Andersen 1998). Likewise,
Contact Dermatitis Group standard tray patch test results (1992 to 1984). the Panel has concluded that cosmetic products containing an
J. Contact Dermatiti®:160-165. _ 1as C( ' P gany
Marks, J. G., Jr., D. V. Belsito, V. A. DeLeo, et al. 1998. North AmericaNimal-derived ingredient should be formulated to be free of
Contact Dermatitis Group patch test results for the detection of delayed-tygletectable pathogenic viruses or infectious agents (CIR 1999).
hypersensitivity to t0piC§l| allergend. Am. Acad. DermatoBB:Qll_—918. In 1976, Isopropyl Lanolate was used in 1194 cosmetic prod-
M?Dr zfnfati‘ls JGr 'r'o% v Sfc's'ttzs\t’r ﬁgfui'j‘)'523!5230?25?9;;"2’*;“72”“” Contagiets, with the largest single use in lipsticks. In 2001, there were
PP ' T ’ 415 reported uses (FDA 2001), again with the largest single
use in lipstick products in a concentration range of 2% to 14%

2Available from Director, Cosmetic Ingredient Review, 1101 17th StredCTFA 2001). Table 13 presents the available use information
NW, Suite 310, Washington, DC 20036, USA. for Isopropyl Lanolate.

Amouroux, I., D. Pesando, H. Noel, and J.-P. Girard. 1999. Mechanisms of
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TABLE 13
Isopropyl Lanolate use

1976 use 2001 use 1976 concentrations 2001 concentrations

Product category (CIR 1980) (FDA 2001) (CIR 1980) (CTFA 2001)
Baby lotions, oils, powders, etc. — 1 — —
Bath oils, tablets, and salts 3 — >0.1%-1% —
Other bath preparations 2 1 >0.1%-5% —
Eyeliner 69 6 >0.1%-25% 4%—-6%
Eye shadow 184 11 >0.1%—-25% 2%-10%
Eye makeup remover 1 — >1%—-5% 6%
Mascara 5 — >1%-10% 4%—-5%
Other eye makeup preparations 11 24 >1%—-25% 3%—8%
Eyebrow pencil 10 — >1%-5% —
Other fragrance preparations 4 — >0.1%-1% 10%
Hair conditioners 4 4 >0.1%-1% 2%
Hair sprays (aerosol fixatives) 2 — >0.1%-1% —
Hair tonics, dressings, etc. 2 — >1%—-5% —
Other hair preparations 1 — >1%-5% —
Other hair-coloring preparations — — — 0.4%
Blushers (all types) 84 13 <0.1%—-25% 3%-13%
Face powders 47 13 >0.1%-5% 3%—6%
Foundations 88 32 >0.1%-25% 1%-26%
Lipstick 348 183 <0.1%-50% 2%—-14%
Makeup bases 176 32 <0.1%-25% 6%
Rouges 11 — >0.1%—-25% 8%
Makeup fixatives 2 — >0.1%-1% —
Other makeup preparations 19 13 >0.1%—-25% —
Cuticle softeners — 2 — 1%—9%
Nail creams and lotions — — — 1%
Other manicuring preparations — — — 1%
Bath soaps and detergents — 4 — —
Deodorants (underarm) 2 — <0.1%-5% —
Aftershave lotions 3 6 >1%—-5% 1%
Shaving cream 2 3 >0.1%—-1% —
Other shaving preparation products 1 — >1%-5% —
Skin cleansing preparations 5 7 >0.1%-10% 4%
Face and neck skin care preparations 2 2%-5%
Body and hand skin care preparatidns 48 22 >0.1%6-25% 1%—2%
Hormone 1 — >0.1%-1% —
Foot powders and sprays — 1 — 2%
Moisturizing preparations 41 16 <0.1%-10% 1%—-5%
Night creams, lotions, etc. 4 8 >1%-10% —
Paste masks (mud packs) — 3 — 2%
Skin lighteners 1 — >1%—-5% —
Skin fresheners 2 — >0.1%-5% —
Wrinkle smoothing (removers) 2 — >5%—-10% —
Other skin care preparations 4 5 >1%—-5% 4%—7%
Suntan gels, creams, and liquids 3 2 <0.1%-10% —
Other suntan preparations 2 1 >0.1%-5% 15%
Totals/ranges 1194 415 <0.1%-50% 0.4%—-26%

aQriginally, Face and Neck and Body and Hand were combined as one category, but now they are separated.



COSMETIC INGREDIENT SAFETY ASSESSMENTS—2001/2002 19

REFERENCES LITHIUM STEARATE, ALUMINUM DISTEARATE,
Andersen, F. A., ed. 1996. Addendum to the final report on PEGs Lanolin /L UMINUM STEARATE, ALUMINUM TRISTEARATE,
include PEG-5, -10, -24, -25, -35, -55, -100 and -150 Lanolin; PEG-5, -1 MMONIUM STEARATE, CALCIUM STEARATE,

-20, -24, -30 and -70 Hydrogenated Lanolin; PEG-75 Lanolin Oil; and PEG-
75 Lanolin Wax.nt. J. Toxicol.18(Suppl. 1):61-68. %AGNESIUM STEARATE, POTASSIUM STEARATE,

Andersen, F. A., ed. 1998. Final report on the safety assessment of Mink épDIUM STEARATE, AND ZINC STEARATE
Int. J. Toxicol.17(Suppl. 4):71-82. A safety assessment of Lithium Stearate, Aluminum Stearate,
CIR. 1999. Safety assessment of Human Placental Protein, Hydrolyzed iffjuminum Distearate, Aluminum Tristearate, Ammonium
man Placental Protein, Human Placental Enzymes, Human Placental Lip@?earate, Calcium Stearate, Magnesium Stearate, Potassium

Human Umbilical Extract, Placental Protein, Hydrolyzed Placental Protei . . . .
Placental Enzymes, Placental Lipids and Umbilical Extract. March, 199§tearate’ Sodium Stearate, and Zinc Stearate was published in

Washington, DC: CIR. 1982 with the conclusion that these ingredients “are safe as cos-
Cosmetic, Toiletry, and Fragrance Association (CTFA). 2001. Ingredient ugeetic ingredients in the present practices of use and concentra-
data—Imidazolidinyl Urea. Unpublished data submitted by CPFA. tion” (Elder 1982). New studies, along with updated information

Elder, R L.,. ed. 19?0. F'mal repqrt for Acetylated. Lanolin Alcohol, Lano“”regarding types and concentrations of use, were considered by
Lanolin Oil, Lanolin Acid, Lanolin Alcohol, Lanolin Wax, Acetylated Lano-

lin, Hydrogenated Lanolin, and Hydroxylated Lanolih.Environ. Pathol. the CIR Expert Panel. The Panel determined to not reopen this
Toxicol.4:63-92. safety assessment.

Elder, R. L., ed. 1982. Final report of the safety assessment for PEG-75 Lanolin,
PEG-20 Lanolin, PEG-27 Lanolin, PEG-30 Lanolin, PEG-40 Lanolin, PEG-
50 Lanolin, PEG-60 Lanolin, and PEG-85 Lanolih. Am. Coll. Toxical
1:91-102. Lithium Stearate
Food and Drug Administration (FDA). 2001. 2001 frequency of use of cosmetic | jthium Stearate was reported to be used in 98 cosmetic
ingredientsFDA databaseWashington, DC: FDA. reparations in 1976, with the greatest use occurring in pow-
Katoh, J., T. Sugai, A. Shoji, T. Nakanishi, and A. Kuwano. 1994. Contact aller . .
from lanolin: The incidence of hypersensitivity and clinical features oflanoli%ers and foundations at con(_:er_1trat|0ns that ranged from less
dermatitis these 10 yearSkin Res36:115-125. than 0.1% to 5%. In 2001, Lithium Stearate was reported to
Goossens, A., M. H. Beck, E. Haneke, J. P. McFadden, S. Nolting, G. Durupge used in 17 preparations (FDA 2001), but concentration of
and G. Ries. 1999. Adverse cutaneous reactions to cosmetic alle@genact  yse data were not given (CTFA 2001). Note that a transposition
Dermatitis40:112-113. . occurred in the original 1982 published safety assessment and
Hoppe U., ed. 1999The Lanolin bookHamburg, Germany: Beiersdorf AG. . . . e .
Pepe, R. C.. J. A. Wenninger, and G. N. McEwen, Jr., eds. 2b0@ma- the product information for L|th|um Stearate_|s mcorr_ect in that
tional cosmetic ingredient dictionary and handbo®th ed. Washington, DC: €port. Table 14 presents the available use information with the

CTFA. correct data from 1976.

TABLE 14
Lithium Stearate use

2001 use 1976 concentrations 2001 concentrations

Product category 1976 use (FDA 2001) (Elder 1982) (CTFA 2001)
Eyeliner — — — 2%
Eye shadow 13 — >0.1%-5% —
Other eye makeup preparations — 1 — —
Powders 28 — >0.1%-5% —
Hair tonics, dressings, etc. — — — 3%
Blushers (all types) 1 5 <0.1% —
Face powders 2 2 >1%-5% —
Foundations 27 8 >0.1%-1% —
Lipstick 1 1 >0.1%-1% —
Makeup bases 20 — <0.1% —
Rouges 2 — <0.1% —
Makeup fixatives 1 — <0.1% —
Moisturizing preparations 2 — >0.1%-1% —
Other skin care preparations 1 — >0.1%-1% —
Totals/ranges 98 17 <0.1%-5% 2%—-3%

aNote that a transposition occurred in the original 1982 published report and the product information for Lithium
Stearate is incorrect. This column presents the correct information.

2Available from Director, Cosmetic Ingredient Review, 1101 17th Street
NW, Suite 310, Washington, DC 20036, USA.
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TABLE 15
Aluminum Distearate use

1976 use 2001 use 1976 concentration 2001 concentration
Product category (Elder 1982) (FDA 2001) (Elder 1982) (CTFA 2001)
Eyeliner 23 — >1%-5% 3%
Eye shadow — 17 — —
Mascara 18 3 >1%-5% 3%
Other eye makeup preparations — 1 — —
Hair dyes and colors — 1 — —
Hair lighteners with color — 1 — 3%
Hair bleaches 2 1 >1%—-5% —
Blushers (all types) — 3 — —
Face powders — 3 — —
Foundations 3 10 >0.1%-1% 0.7%-3%
Lipstick 17 1 >1%-5% 5%
Makeup bases 1 — >0.1%-1% —
Other makeup preparations — 6 — —
Skin cleansing preparations 2 1 >0.1%-1% —
Face and neck skin care preparations — 1 — —
Moisturizing preparations 1 — >0.1%-1% 0.1%
Night creams, lotions, etc. — 1 — 0.5%
Totals/ranges 67 50 >0.1%-5% 0.1%-5%
TABLE 16
Aluminum Stearate use
1976 use 2001 use 1976 concentration 2001 concentration
Product category (Elder 1982) (FDA 2001) (Elder 1982) (CTFA 2001)
Bath oils, tablets, and salts 1 — >1%—-5% —
Eyebrow pencil — — — 0.5%
Eyeliner 14 — >1%-5% 0.9%—-3%
Eye shadow 2 — >1%-5% 7%
Eye makeup remover 2 — >1%-5% 4%
Mascara 70 1 >0.1%-5% 1%
Other eye makeup preparations 2 — >1%-10% 0.7%
Hair tonics, dressings, etc. 4 — >0.1%-5% —
Hair bleaches 1 — >1%-5% —
Blushers (all types) 10 1 >0.1%-5% 5%
Face powders — — — 4%
Foundations — — — 0.3%-3%
Lipstick 12 — >0.1%-5% 0.3%—-1%
Makeup bases 20 — >0.1%-5% —
Other personal cleanliness products 1 — >0.1%-1% —
Face and neck skin care preparations — 1 — 0.3%
Body and hand skin care preparations — — — 0.4%
Moisturizing preparations — — — 0.4%—4%
Paste masks (mud packs) — — — 1%
Suntan gels, creams and liquids — — — 0.4%-8%
Totals/ranges 139 3 >0.1%-10% 0.3%—8%
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TABLE 17
Aluminum Tristearate use
1976 use 2001 use 1976 concentration 2001 concentration
Product category (Elder 1982) (FDA 2001) (Elder 1982) (CTFA 2001)
Eye lotion 7 — >0.1%-10% —
Mascara — 4 — —
Hair conditioners — 1 — —
Hair tonics, dressings, etc. — 4 — —
Makeup bases 1 1 >1%-5% —
Body and hand creams, etc. — 1 — —
Night creams, lotions, etc. — 1 — —
Totals/ranges 8 12 >0.1%-10% —
TABLE 18
Ammonium Stearate use
1976 use 2001 use 1976 concentration 2001 concentration
Product category (Elder 1982) (FDA 2001) (Elder 1982) (CTFA 2001)
Hair straighteners 2 — >0.1%-10% —
Hair bleaches 1 — >1%—-5% —
Totals/ranges 3 None >0.1%-10% —
TABLE 19
Calcium Stearate use
1976 use 2001 use 1976 concentration 2001 concentration
Product category (Elder 1982) (FDA 2001) (Elder 1982) (CTFA 2001)
Eyebrow pencil 12 — >25%-50% —
Eyeliner — 3 — 20%
Eye shadow — 69 — 0.2%—10%
Mascara 3 — >0.1%-5% —
Powders — 5 — 5%
Other fragrance preparations — 1 — —
Hair conditioners 2 — >1%—-10% —
Other hair preparations 1 — >0.1%-1% —
Hair bleaches 1 4 >1%-5% 1%
Blushers (all types) — 8 — 5%—7%
Face powders 1 7 >10%—-25% 0.2%-9%
Foundations — 3 — 3%
Leg and body paints — 1 — —
Lipstick — 3 — 1%—23%
Makeup bases — 1 — —
Rouges — 1 — —
Other makeup preparations 2 — >10%-50% —
Nail polish and enamel — 1 — 0.09%
Other manicuring preparations — — — 4%
Deodorants (underarm) — — — 0.02%
Skin-cleansing preparations — — — 0.1%-2%
Suntan gels, creams and liquids — — — 3%
Totals/ranges 23 107 0.1%-50% 0.02%—23%

21
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TABLE 20
Magnesium Stearate use

1976 use 2001 use 1976 concentrations 2001 concentrations
Product category (Elder 1982) (FDA 2001) (Elder 1982) (CTFA 2001)
Baby lotions, oils, powders etc. 3 — >1%—-25% 2%
Other bath preparations 1 — >1%—-5% —
Eyebrow pencil — — — 1%
Eyeliner 2 — >5%—-10% 5%
Eye shadow 57 a7 >0.1%—-25% 5%
Mascara 1 1 >0.1%-1% 3%
Other eye makeup preparations — 1 — 3%
Powders — 8 — 1%
Other fragrance preparations 4 — >0.1%-1% —
Shampoos (honcoloring) 2 — >0.1%—1% —
Blushers (all types) 9 5 >1%-10% 5%—7%
Face powders 62 12 >1%-10% 5%—-8%
Foundations 1 1 >1%-5% 0.5%—-3%
Lipstick — — — 1%
Makeup bases 9 1 >1%-5% 0.5%
Other makeup preparations — — — 3%
Other oral hygiene products — — — 1%
Rouges 1 — >1%-5% —
Bath soaps and detergents 2 — —
Feminine deodorants 1 3 >0.1%—1% —
Other personal cleanliness products 4 — <0.1% —
Men'’s talcum — 1 — 1%
Preshave lotion (all types) 1 — >1%-5% —
Skin cleansing preparations 1 — >1%-5% —
Face and neck skin care preparations 4 — >0.1%-5% —
Body and hand skin care preparations — 4 — 0.1%
Foot powders and sprays — 1 — —
Moisturizing preparations — 3 — 3%
Night preparations — 1 — —
Paste masks (mud packs) — 2 — —
Other skin care preparations 4 1 >0.1%-5% —
Suntan gels, creams and liquids — — — 0.02%
Indoor tanning preparations — 2 — —
Other suntan preparations — — — 0.03%
Totals/ranges 167 96 >0.1%-5% 0.02%—8%
TABLE 21

Potassium Stearate use

1976 use 2001 use 1976 concentrations 2001 concentrations
Product category (Elder 1982) (FDA 2001) (Elder 1982) (CTFA 2001)

Foundations — — — 0.05%
Aftershave lotions — — — 0.05%

Face and neck skin care preparations 2 — >0.1%—-25% —

Skin cleansing preparations — — — 12%
Moisturizing preparations 1 — >1%-5% —
Totals/ranges 3 None 0.1%—-25% 0.05%—12%
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TABLE 22
Sodium Stearate use
1976 use 2001 use 1976 concentrations 2001 concentrations
Product category (Elder 1982) (FDA 2001) (Elder 1982) (CTFA 2001)
Baby lotions, oils, powders, etc. — 2 — —
Other bath preparations — 1 — —
Eyebrow pencil — — — 7%
Eyeliner — 3 — 8%
Eye shadow — 1 — 7%
Eye lotion — — — 0.7%
Colognes and toilet water 11 4 >1%—-25% 5%
Sachets 1 — >5%—-10% —
Other fragrance preparations 17 2 >1%-10% 5%—-8%
Hair conditioners 1 — >1%—-5% —
Shampoos (noncoloring) 9 — >0.1%—-25% —
Hair dyes and colors — 1 — —
Hair tints — 1 — —
Hair shampoos (coloring) 1 — >1%—-5% —
Hair lighteners with color 1 1 >1%-5% 12%
Hair bleaches 4 10 >1%-25% 10%
Foundations — — — 3%—6%
Leg and body paints — — — 5%
Lipstick — — — 0.1%
Other hair coloring preparations — 1 — —
Blushers (all types) 8 — >1%-10% —
Makeup bases 2 1 >10%—25% —
Other makeup preparations 1 — >5%—-10% 6%—7%
Dentifrices 1 — >0.1%-1% —
Bath soaps and detergents 5 29 >1%—-5% 17%—-18%
Deodorants (underarm) 38 101 >1%-10% 5%—25%
Other personal cleanliness products 4 2 >5%—-10% —
Shaving cream — 3 — —
Skin cleansing preparations 3 3 >0.1%-1% 0.3%—14%
Face and neck skin care preparations 1 —

Body and hand skin care preparatibns
Moisturizing preparations

Night creams, lotions, etc.

Other skin care preparations

Other suntan preparations

Totals/ranges

3 >0.1%-1%

6 5 >0.1%-10%

1 — >0.1%-1%

1 2 >0.1%-1%

1 — >5%-10%
119 184 >0.1%-25%

%

0.0001%—0.4%
7%
0.0001%—-25%

aQ0riginally, Face and Neck and Body and Hand were combined as one category, but now they are separated.

Aluminum Distearate

Aluminum Stearate

Aluminum Distearate was reported to be used in 67 pre- Aluminum Stearate was reported to be used in 139 prepara-
parations in 1976, with the largest single use occurring tions in 1976, with the largest single use occurring in mascara
eyeliner at concentrations of1% to 5%. In 2001, Aluminum at concentrations of 0.1% to 5%. In 2001, Aluminum Stearate
Distearate was reported to be used in 50 cosmetic preas reported to be used in only three preparations (FDA 2001);
parations (FDA 2001). Concentrations ranged from 0.1% #dthough concentrations of use have been provided for many
5% (CTFA 2001). Table 15 presents the available ussher uses (CTFA 2001). Table 16 presents the available use
information. information.
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TABLE 23
Zinc Stearate use
2001 use 1976 concentrations 2001 concentrations
Product category 1976 use (FDA 2001) (Elder 1982) (CTFA 2001)
Baby lotions, oils, powders, etc. 2 2 >1%-50% 0.5%
Bath oils, tablets and salts — — — 3%
Bubble baths 2 2 >1%-5% —
Eyebrow pencil 19 11 >1%-25% 8%
Eyeliner 36 31 >0.1%—25% 2%—-5%
Eye shadow 707 287 >0.1%—-25% 2%-16%
Eye makeup remover 1 — >1%-5% 1%
Mascara 13 5 >0.1%-5% 2%-11%
Other makeup preparations 21 12 >0.1%—-25% 2%-12%
Perfumes 1 — >1%-5% —
Powders 178 66 >0.1%—-10% 2%—-10%
Other fragrance preparations — — — 2%
Shampoos (noncoloring) 3 1 >0.1%-5% —
Blushers (all types) 107 134 >0.1%—-25% 0.8%-15%
Face powders 225 168 >1%—-25% 2%—-24%
Foundations 20 6 >0.1%—-10% 2%—-10%
Lipstick 2 2 >1%-5% 3%
Makeup bases 11 1 >0.1%-5% 1%
Rouges 23 2 >0.1%-25% 5%
Other makeup preparations 1 3 >0.1%-1% 2%-5%
Deodorants (underarm) 1 — >10%-25% 2%
Feminine deodorants 1 — >0.1%-1% —
Other personal cleanliness products 3 — >1%—-10% —
Men'’s talcum 5 2 >1%-10% —
Preshave lotions (all types) 1 — >1%-5% —
Skin cleansing preparations 2 1 >0.1%-10% 1%
Face and body skin care preparations — —
Body and hand skin care preparatibns 6 3 >1%6-25% 1%
Foot powders and sprays 2 2 >1%-5% 2%
Moisturizing preparations 3 — >0.1%-5% 1%
Night preparations 1 2 >10%-25% 2%
Other skin care preparations — 3 — 51%
Totals/ranges 1397 746 >0.1%—-50% 0.5%-51%

a0riginally, Face and Neck and Body and Hand were combined as one category, but now they are separated.

Aluminum Tristearate used in cosmetic preparations (FDA 2001; CTFA 2001). Table
Aluminum Tristearate was reported to be used in eigh8 presents the available use information.
preparations; concentrations ranged from 0.1% to 10%. In
2001, Aluminum Tristearate was reported to be used in 12 pfealcium Stearate
parations (FDA 2001), but concentrations of use were not Calcium Stearate was reported to be used in 23 preparations
given (CTFA 2001). Table 17 presents the available us®1976, with the largest single use occurring in eyebrow pen-
information. cils; concentrations ranged from25% to 50%. In 2001, Cal-
cium Stearate was reportedly used in 107 cosmetic preparations
(FDA 2001), with the largest single use occurring in eye shadow
Ammonium Stearate at concentrations that range from 0.2% to 10% (CTFA 2001).
Ammonium Stearate was reported to be used in only thr€@ncentrations of use were given for several product categories
cosmetic products in 1976; concentrations ranged from 0.lifwhich no uses had been reported in 2001. Table 19 presents
to 10%. In 2001, Ammonium Stearate was not reported to bee available use information.
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Magnesium Stearate Concentrations ranged frorz0.1% to 50%. In 2001, Zinc
Magnesium Stearate was reported to be used in 167 prepéearate was reportedly used in 746 cosmetic preparations (FDA
rations in 1976, with the greatest use occurring in eye shadod@01); concentrations range from 0.5% to 51% (CTFA 2001).
and face powders; concentrations ranged from 0.1% to 25Mgote that atransposition occurred in the original 1982 published
In 2001, Magnesium Stearate was reportedly used in 96 prepafety assessment and the product information for Zinc Stearate
rations (FDA 2001); concentrations ranged from 0.02% to 8% incorrect in that report. Table 23 presents the available use

(CTFA 2001). Table 20 presents the available use informatioilformation with the correct data from 1976.

Potassium Stearate
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TABLE 24
Quaternium-18 use

Product category
(FDA 2001)

1976 use
(Elder 1982)

2001 use
(FDA 2001)

2001 concentration
(CTFA 2001)

1976 concentration
(Elder 1982)

Other eye makeup preparations
Hair conditioners

Hair sprays (aerosol fixatives)
Permanent waves

Rinses (honcoloring)
Shampoos (honcoloring)

Hair tonics, dressings, etc.
Other hair preparations

Hair bleaches

Foundations

Lipstick

Basecoats and undercoats

Nail polish and enamel

Other manicuring preparations
Other personal cleanliness products
Moisturizing preparations
Other skin care preparations

Totals/ranges

1

>1%-10% 2%
>0.1%-1% 1%
— 0.1%-2%
— 0.8%

— 0.7%

>0.1%-1% —

>0.1%-10% 0.1%-2%

2Available from Director, Cosmetic Ingredient Review, 1101 17th Street
NW, Suite 310, Washington, DC 20036, USA.
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TABLE 25
Quaternium-18 Bentonite

1976 use 2001 use 1976 concentration 2001 concentration
Product category (Elder 1982) (FDA 2001) (Elder 1982) (CTFA 2001)
Eyebrow pencil — 10 — —
Eyeliner — 42 — 5%
Eye shadow — 13 — —
Eye lotion — — — 6%
Mascara — 4 — 4%—-9%
Other eye makeup preparations — 1 — —
Blushers — — — 0.8%
Lipstick 1 138 >5%-10% 5%
Makeup bases — 1 — —
Other makeup preparations — 8 — —
Other personal cleanliness products 7 3 >0.1%-1% —
Moisturizing preparations — 1 — —
Skin fresheners — — — 5%
Totals/ranges 8 221 >0.1%—-10% 0.8%—9%
TABLE 26
Quaternium-18 Hectorite use
1976 use 2001 use 1976 concentration 2001 concentration
Product category (Elder 1982) (FDA 2001) (Elder 1982) (CTFA 2001)
Bath oils, tablets, and salts — — — 3%
Eyeliner — 12 — 2%—-4%
Eye shadow 17 11 >0.1%—-10% 0.2%—6%
Eye makeup remover — 3 — —
Mascara 12 19 <0.1%-5% 0.5%-13%
Other eye makeup preparations 1 8 >1%-5% 12%
Perfumes — 1 — —
Other fragrance preparations — — — 4%
Hair straighteners — 2 — —
Other hair-coloring preparations — 1 — —
Blushers 5 — >0.1%-10% —
Face powders 1 — >0.1%-1% 2%
Foundations 1 15 >0.1%-1% 0.8%—-8%
Leg and body paints — — — 1%
Lipstick 8 25 >0.1%-5% 0.9%—-8%
Makeup bases 2 10 >0.1%-5% 0.9%—-3%
Rouges 6 1 <0.1%-5% —
Makeup fixatives — 2 — —
Other makeup preparations 2 14 >1%—-10% 0.5%—-2%
Nail polish and enamel 82 1 <0.1%-5% —
Deodorants (underarm) — 4 — 0.5%—5%
Other personal cleanliness products 26 >0.1%-1% 19%
Skin cleansing preparations — 2 — —
Face and neck skin care preparations — 3 — 2%
Moisturizing preparations — 3 — 0.07%—-1%
Night preparations — 5 — —
Paste masks (mud packs) — 1 — —
Other skin care preps — 4 — 4%
Suntan gels, creams, and liquids 3 >5%—-10% 1%
Other suntan preparations — — — 0.5%
Totals/ranges 142 176 <0.1%-10% 0.07%—-19%
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1999). Based on the particle size, Quaternium-18 would not Bepe, R. C., J. A. Wenninger, and G. N. McEwen, Jr., eds. 2b0@rna-
respirable in formulation. tional cosmetic ingredient dictionary and handbo®th ed. Washington, DC:

. . . CTFA.
Quaternium-18 was used in a total of 20 cosmetic prOdugﬁ‘armakon Laboratories. 1978. Initial submission: Toxicopharmacology eval-

in 1976, with the |arge_5t single use in nail polish and e.nameluation of compounds R0029, 30034, R0040, and R0049 when adminis-
products at concentrations up to 1%. In 2001, Quaternium-18ered individually and in certain combinations with cover letter. NTIS no.

was reportedly used in 90 cosmetic products (FDA 2001), withOTS0537650.
the largest single use in hair conditioners at a 2% concentratfgfcter & Gamble. 1978. Initial submission: Rabbit acute percutaneous toxicity

. . .__study with cover letter dated 082592. NTIS no. OTS0545509.
(CTFA 2001). Table 24 presents the available use mformatlgpzcter & Gamble. 1981. Initial submission: Neurotoxic effects produced by a

on Quaternium-18. heavy duty liquid formulation containing quartenary ammonium compound
. . and nonionics in dogs and mice with cover letter dated 082492. NTIS no.
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Quaternium-18 Bentonite was used in eight products in 197&hliemann, S., W. Wigger-Alberti, and P. Elsner. 1999. [Prevention of allergy
with the Iargest single use in other personal cleanliness preparé?y protective skin creams: possibilities and limi&chweiz Med. Wochenschr
tions at concentrations up to 1%. In 2001, Quaternium-18 Ben29:996-1001.

tonite was reportedly used in 221 products (FDA 2001), WitfQUALENE AND SQUALANE

the largest single use in lipsticks at concentrations up t0 5% a safety assessment of Squalene and Squalane was published
(CTFA 2001). Table 25 presents the available use informatigy9g2 with the conclusion that these ingredients are “safe as
on Quaternium-18 Bentonite. cosmetic ingredients in the present practices of use and concen-
tration” (Elder 1982). New studies, along with updated informa-

. . . . jon regarding types and concentrations of use, were considered
Quaternium-18 Hectorite was used in 142 products in 197t 9 gtyp

. ) . . . the CIR Expert Panel. The Panel determined to not reopen
with the largest single use in nail polish and enamel products,

; . ot Fs safety assessment.
concentrations up to 5%. In 2001, Quaternium-18 Hectorite was y

used in 176 products (FDA 2001), with the largest single use $qualene
other personal cleanliness products at concentrations up to 19%squalene was used in 18 cosmetic products in 1976, with the
(CTFA 2001). Table 26 presents the available use informati@irgest use occuring in moisturizing preparations at concentra-

Quaternium-18 Hectorite

on Quaternium-18 Hectorite. tions 0f<10%. In 2001, Squalene was used in 29 products (FDA
2001), at a maximum use concentration of 10% in face powders
REFERENCES (CTFA2001). Table 27 presents the available use information for

Bower, D. 1999. Unpublished information on hair spray patrticle sizes provid@qumene_
at the September 9, 1999 CIR Expert Panel meéting.

- Squalane
2pvailable from Director, Cosmetic Ingredient Review, 1101 17th Street Sdualane was used in 400 products in 1976, with the largest
NW, Suite 310, Washington, DC 20036, USA. use occuring In mOlStUr|Z|ng preparatlons at concentrations of
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TABLE 27
Squalene use

1976 use 2001 use 1976 concentrations 2001 concentrations

Product category (Elder 1982) (FDA 2001) (Elder 1982) (CTFA 2001)
Bath oils, tablets, and salts — 1 — —
Other bath preparations 1 — >0.1%-1% 0.2%
Eyebrow pencil — — — 0.7%
Eyeliner — — — 0.7%
Eye shadow — — — 0.5%
Eye makeup remover 1 — >1%-5% —
Shampoos (nhoncoloring) — — — 0.01%
Blushers (all types) 1 — >25%-50% 0.5%
Face powders — — — 10%
Foundations 1 2 >0.1%-1% 2%
Lipstick — — — 0.7%
Other makeup preparations — — — 0.02%
Bath soaps and detergents — — — 0.2%
Skin cleansing preparations — 2 — 0.5%
Face and neck skin care preparatfons 3 6 0.1 0.5%
Body and hand skin care preparatidns 6 - 0.08%—0.5%
Foot powders and sprays — 1 — —
Moisturizing preparatiors 6 7 <10% 0.06%—-0.5%
Wrinkle smoothing (removers) 1 — <1% —
Night preparations 1 2 >1%-5% 0.5%
Paste mask (mud packs) — — — 0.5%
Skin fresheners 1 — <1% —
Other skin care preparations 1 2 <5% 0.5%
Suntan gels, creams, and liquids 1 — >0.1%-1% 0.02%—-0.3%
Other suntan preparations — — — 0.2%
Totals/ranges 18 29 <1% to 50% 0.02%-10%

aQ0riginally, Face and Neck and Body and Hand were combined as one category, but now they are separated.

bWrinkle smoothing (removers) was added to the Moisturizing category.

TABLE 28
Squalane use

1976 use 2001 use 1976 concentrations 2001 concentrations

Product category (Elder 1982) (FDA 2001) (Elder 1982) (CTFA 2001)
Baby lotions, oils, powders, etc. 2 2 >0.1%-1% —
Bath oils, tablets, and salts 9 — >0.1%-10% —
Other bath preparations 1 — <0.1 —
Eyebrow pencil — — — 2%
Eyeliner 7 — >0.1%-5% 2%
Eye shadow 8 30 >0.1%—25% 10%
Eye lotion — 5 — 3%
Eye makeup remover 2 1 >0.1%-5% 5%
Mascara 3 — >1%-10% 0.01%
Other eye makeup preparations — 6 — 10%—15%
Perfumes 2 2 >1%-5% —
Powders 1 2 >0.1%—1% 3%
Other fragrance preparations 1 8 >5%—-10% —
Hair conditioners 4 9 >0.1%-5% 5%

(Continued on next page)
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TABLE 28
Squalane usgContinued)

1976 use 2001 use 1976 concentrations 2001 concentrations

Product category (Elder 1982) (FDA 2001) (Elder 1982) (CTFA 2001)
Hair sprays (aerosol fixatives) 4 2 <1% —
Hair straighteners — 4 — —
Permanent waves 15 — >0.1%-1% —
Rinses (noncoloring) 1 — >0.1%-1% 0.8%
Shampoos (noncoloring) 2 — <1% —
Tonics, dressings, and other hair grooming aids — — —
Other hair preparations 1 1 >1%—-5% —
Blushers (all types) 13 13 <25 10%
Face powders 12 26 >0.1%-1% 9%
Foundations 7 50 <10% 3%-31%
Lipstick 2 62 >10%-50% 3%—17%
Makeup bases 19 12 >0.1% 5%
Rouges 5 — >1%-10% —
Makeup fixatives — 1 — —
Other makeup preparations 11 12 >1%-25% 6%—-30%
Cuticle softeners 1 2 >5%-10% —
Nail creams and lotions 1 1 >10%-25% —
Nail polish and enamel removers 1 1 >1%-5% —
Other manicuring preparations 1 2 >0.1%-1% —
Bath soaps and detergents — — — 0.1%-1%
Deodorants (underarm) — — — 3%
Other personal cleanliness products 4 1 >0.1%-10% —
Aftershave lotions — 3 — 2%
Shaving cream — 2 — 0.1%-1%
Skin cleansing preparations — 21 — 2%-5%
Face and neck skin care preparatfons 15 3%—-97%
Body and hand skin care preparatiéns 13 51 >0.1%-50% 0.1%—4%
Foot powders and sprays 1 2 >0.1%-1% —
Moisturizing preparations 71 128 <25% 2%—-36%
Night preparations 29 28 >0.1%-50% 5%—-6%
Paste mask (mud packs) 3 15 <10% 1%-4%
Skin lighteners 3 — >0.1%-5% —
Skin fresheners 2 — <0.1% —
Wrinkle smoothing (removers) 2 — <5% —
Other skin care preparations 16 61 >0.1%—-25% 3%-10%
Suntan gels, creams, and liquids 5 8 >0.1%—-25% 0.3%
Indoor tanning preparations 1 2 >1%-5% —
Other suntan preparations — 3 — —
Totals/ranges 400 595 <0.1%-50% 0.01%-97%

a0riginally, Face and Neck and Body and Hand were combined as one category, but now they are separated.

<25%.In 2001, Squalane was used in 595 products (FDA 200433, P. B., Y. Cao, and R. F. Garry. 2000. Antibodies to squalene in gulf war
at use concentration up to 97% reported for face and neck skifyndromeExp. Mol. Pathol 68:55-64. _ '
care preparations (CTFA 2001). Table 28 presents the availaf's: - S- H. P. Saltzman, and A. Melchert. 1993. Shark oil pneumonia. An

information for S lan overlooked entityChest103:976-977.
use information for squalane. Cosmetic, Toiletry, and Fragrance Association (CTFA). 2001. Ingredient Use

Data. Unpublished data submitted by CTFA.

REFERENCES
Allison, A. C. 1999. Squalene and squalane emulsions as adjuvdetsods 2Available from Director, Cosmetic Ingredient Review, 1101 17th Street
19:87-93. NW, Suite 310, Washington, DC 20036, USA.
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TABLE 29

Stearalkonium Chloride use

1976 use 2001 use 1976 concentrations 2001 concentrations

Product category (Elder 1982) (FDA 2001) (Elder 1982) (CTFA 2001)
Bubble baths — 5 — —
Hair conditioners 78 107 <0.1%-5% 0.7%—7%
Hair sprays (aerosol fixatives) 9 3 <0.1%-1% —
Hair Straighteners 1 — >0.1%-1% —
Permanent waves 6 2 <0.1%-5% —
Rinses (noncoloring) 60 5 >0.1%-5% 3%
Shampoos (honcoloring) — 4 — 2%
Hair tonics, dressings, etc. 4 14 <0.1%-5% 2%-3%
Wave sets 8 2 <0.1% —
Other hair preparations 5 3 <0.1%-1% 2%
Hair dyes and colors 21 — <0.1%-5% 0.5%—-2%
Hair rinses (coloring) 47 — >0.1%-5% —
Hair bleaches — — — 0.4%
Nail creams and lotions 1 — >0.1%-1% —
Nail polish and enamel — 1 — —
Other personal cleanliness products — 1 — —
Aftershave lotions 1 — <0.1% —
Skin cleansing preparations 2 — >0.1%-5% —
Body and hand skin care preparations — 2 — —
Moisturizing skin care preparations 5 1 >0.1%-5% 0.3%
Other skin care preparations 1 1 >1%-5% —
Totals/ranges 249 151 <0.1%-5% 0.3%—7%
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TABLE 30
Wheat Germ Glycerides use

1976 use 2001 use 1976 concentrations 2001 concentrations
Product category (Elder 1980a) (FDA 2001) (Elder 1980a) (CTFA 2001)
Eyeliner — — — 0.05%—2%
Eye shadow 3 — >0.1%-1% 2%
Other eye makeup preparations 4 — <0.1%-1% —
Hair conditioners — — — 0.001%
Hair tonics, dressings, etc. — — — 0.1%
Face powders 2 — >0.1%-1% —
Foundations 9 — <0.1%-1% 2%
Lipstick 114 126 <0.1%-5% 0.3%-25%
Makeup bases 6 — <0.1%-1% —
Other makeup preparations — 1 — 0.3%
Cuticle softeners — 1 — 2%
Deodorants (underarm) 1 — >0.1%-1% —
Aftershave lotions — — — 0.4%
Cleansing preparations (cold creams, 8 — <0.1%-1% —
cleansing lotions, liquids, and pads)
Face and neck skin care preparatfons — —
Body and hand skin care preparatibns 12 — >0.1%-5% —
Hormone (creams, lotiorfs) 1 — >0.1%-1% —
Moisturizing preparatiorfs 24 — <0.1%-1% —
Wrinkle smoothing (removers) 1 — <0.1% —
Night (creams, lotions) 11 — <0.1%-5% —
Skin fresheners 1 — <0.1% —
Other skin care preparations 15 — >0.1%-1% —
Totals/ranges 212 128 <0.1%-5% 0.001%—25%

aQ0riginally, Face and Neck and Body and Hand were combined as one category, but now they are separated.
®No longer a product category.
“Wrinkle smoothing (removers) are now part of the Moisturizing category.

Richter, E., and S. G. Sefér. 1982. Effect of squalane on hexachlorobenzeridar to those presently marketed” (Elder 1982). New studies,
(HCB) concentration in tissues of micé. Environ. Sci. HealttB17:195— along with the updated information regarding uses and use con-

203. . _ centrations, were considered by the CIR Expert Panel. The Panel
Saint-Leger, D., A. Bague, E. Cohen, and M. Chivot. 1986. A possible role fgi?t ined t t thi fet t
squalene in the pathogenesis of acne. I. In vitro study of squalene oxidatior. ermined to no reopen IS Sa.e y assessme.n ) .

In 1976, Stearalkonium Chloride was used in 249 cosmetic

Br. J. Dermatol 114:535-542. ) ! e ! |
Stewart, M. E. 1992. Sebaceous gland lip@smin. Dermatol11:100-105.  products, with the largest single use inrinses (noncoloring) in the

Storm, H. M., S. Y. Oh, B. F. Kimler, and S. Norton. 1993. Radioprotection afoncentration range of0.1% to 5%. In 2001, Stearalkonium
mice by dietary squalentipids 28:555-559. Chloride was used in 151 products (FDA 2001), with the largest
Thiele, J. J., C. Schroeter, S. N. Hseih, M. Podda, and L. Packer. 2001. The . " .
single use reported for hair conditioners. The highest concentra-

antioxidant network of the stratum corneu@urr. Prob. Dermatol.29:26— . . o .
42. tion of use was also in hair conditioners (0.7% to 7%) in 2001

Tilvis, R., P. T. Kovanen, and T. A. Miettinen. 1982. Metabolism of squalene fCTFA 2001). Table 29 presents the available use information.
human fat cellsJ. Biol. Chem257:10300-10305.
Yoder, J. A., B. W. Stevens, and K. C. Crouch. 1999. Squalene: A natura]

abundant mammalian skin secretion and long distance tick-attractant (acgq:‘.FER_ENC_ES o )
ixodidae).J. Med. Entomol36:526-529. Cosmetic, Toiletry, and Fragrance Association (CTFA). 2001. Concentration of

use informatiion. Unpublished data submitted by CTFA.
Elder, R. L., ed. 1982. Final report on the safety assessment of stearalkonium
chloride.J. Am. Coll. Toxicol1:57-69.

STEARALKONIUM CHLORIDE

A safety assessment of Stearalkonium Chloride was pub-
lished in 1982 with the conclusion that this ingredient is “safe 2ayailable from Director, Cosmetic Ingredient Review, 1101 17th Street
when incorporated in cosmetic products in concentrations simw, Suite 310, Washington, DC 20036, USA.
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TABLE 31
Triticum Vulgare (Wheat) Gluten use

1976 use 2001 use 1976 concentrations 2001 concentrations
Product category (Elder 1980a) (FDA 2001) (Elder 1980a) (CTFA 2001)
Mascara 1 2 <0.1% —
Other shaving preparations — 1 — —
Other skin care preparations — 2 — —
Totals/ranges 1 5 <0.1% —

Food and Drug Administration (FDA). 2001. Frequency of use of cosmet#eiger, E., B. Anderson, S. Haworth, T. Lawlor, and K. Mortelmans. 1992.
ingredientsFDA databaseWashington, DC: FDA. Salmonella mutagenicity tests: V. Results from the testing of 311 chemicals.
Gordon, V. C., S. Mirhashemi, and R. Wei. 1998. Evaluation of the CORROSI- Environ. Mol. Mutager21:2-141.
TEX method to determine the corrosivity potential of surfactants, surfactant-
based formulations, chemicals, and mixtures. Advances in Animal

Alternative Safety Efficacy Testd. S. Salem and A. Sidney, 309-329 WHEAT GERM GLYCERIDES AND WHEAT GLUTEN,

Washington, DC: Taylor & Francis. _ 'WHEAT FLOUR AND WHEAT STARCH, AND WHEAT
Herman, J. R., and P. Bass. 1989. Enteric neuronal ablation: Structure aCt'ﬁERM OIL

relationship in a series of alkyldimethylbenzylammonium chloriesdam. .
Appl. Toxicol.13:576-584. Safety assessments of Wheat Germ Glycerides and Wheat

Palmer, A. K., A. M. Bottomley, J. A. Edwards, and R. Clark. 1983. Absendaluten were published in 1980 with the conclusion thatthese two
of embryotoxic effects in rats with three quaternary ammonium compounfisgredients were “safe when incorporated in cosmetic products

Péseat'g"‘é.S“Jr.fa:'ta\;‘v‘;irr‘:;‘r:gg'roiffzgfsl\‘fﬁctwen 31 ods. ongems. 2Nd constitute no risk to the public in its present cosmetic use of
tior;al cosny1eticingredientdic’tionary and handbo@th’ ed.’Washington, DC: these pI’OdUCtS” (Elder 19803‘)' Wh.ea.t FlOUI.’ and _VVheat Starch
CTEA. were found to be “safe as cosmetic ingredients in the present

Rohm & Haas Company. 1992. Initial submission: Letter from Rohm & Haggractices of use and concentration” (Elder 1980b). Wheat Germ
Company to USEPA submitting enclosed information on an acute skin &jl was also found “safe as a cosmetic ingredient in the present
eye irritation study in rabbits with four components with attachments. NT'Eractices of use and concentration” (Elder 1980c). New studies,
Report no. OTS0543739. . . . .

Stern, M., M. Klausner, R. Alvarado, K. Renskers, and M. Dickens. 1998.Evala-|0ng with the _l"pdated Informajtlon below regardmg uses and
ation of the EpiOcular tissue model as an alternative to the Draize eye irritatd§€ concentrations, were considered by the CIR Expert Panel.

test.Toxicol. In Vitro12:455-461. The Panel determined to not reopen these safety assessments.

TABLE 32
Triticum Vulgare (Wheat) Starch use

1976 use 2001 use 1976 concentrations 2001 concentrations

Product category (Elder 1980b) (FDA 2001) (Elder 1980b) (CTFA 2001)
Hair conditioners — 1 — 0.01%—-0.6%
Hair sprays (aerosol fixatives) — 1 — 0.001%
Permanent waves — — — 0.001%—-0.2%
Shampoos (noncoloring) — — — 0.001%—-0.2%
Hair tonics, dressings, etc. — 5 — 0.1%
Hair dyes and colors — 19 — —
Face powders 4 2 >5%-25% 0.1%
Foundations — — — 3%
Bath soaps and detergents — — — 25%
Skin cleansing preparations — 1 — 0.03%
Face and neck skin care preparations — 1 — —
Body and hand skin care preparations — 3 — 0.1%
Night skin preparations — 1 — —
Paste masks (mud packs) — 4 — —
Other skin care preparations — 1 — —
Totals/ranges 4 39 >5%—25% 0.001%—-25%
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TABLE 33
Triticum Vulgare (Wheat) Germ QOil

Product category 1976 use 2001 use 1976 concentrations 2001 concentrations

(FDA 2001) (Elder 1980c) (FDA 2001) (Elder 1980c) (CTFA 2001)
Bath oils, tablets, and salts 2 — >0.1%-5% 0.5%
Baby lotions, oils, powders, etc. — 1 — —
Bubble bath 1 — <0.1% 0.01%
Other bath preparations — 1 — 0.001%—2%
Eyeliner — — — 0.1%
Eye shadow — — — 0.1%—-3%
Eye lotion 2 — <0.1%—1% 0.2%-0.5%
Eye makeup remover 1 1 <0.1% —
Mascara 1 4 <0.1% 0.5%
Other eye makeup preparations — 4 — 0.00004%—-0.5%
Colognes and toilet waters — — — 0.01%
Hair Conditioner 7 26 <0.1%-5% 0.0001%-1%
Hair Sprays (aerosol fixatives) 1 2 <0.1 0.0002%—-0.001%
Shampoos (noncoloring) 8 15 <0.1%-1% 0.0001%—-1%
Tonics, dressings, and other hair-grooming aids — 19 — 0.001%—-2%
Wave sets 4 — <0.1 0.0025%
Other hair preparations (noncoloring) — 1 — 0.001%
Hair dyes and colors — 7 — 0.1%
Hair shampoos (coloring) 1 — <0.1 —
Hair bleaches — 5 — —
Foundations 1 — >0.1%-1% —
Lipstick 21 33 <0.1%-5% 0.1%-3%
Rouges 6 — <0.1%-1% 0.00005%
Other makeup preparations — — — 0.5%—4%
Cuticle softeners — — — 0.1%
Nail creams and lotions 1 2 >10%-15% 4%
Nail polish and enamel removers 1 2 >1%-5% —
Bath soaps and detergents — 3 — 0.02-1%
Deodorants — — — 0.02%
Aftershave lotions — — — 0.006%—2%
Beard Softeners — — — 0.01%
Shaving cream (aerosol, brushless, and lather) 1 — <0.1% 0.006%
Other shaving preparations 1 1 >1%-5% —
Skin cleansing preparations 8 13 <0.1%-5% 0.00002%—-5%
Depilatories — 1 — —
Face and neck sk|_n care preparatFpns 5 19 ~0.1%-5% 0.2%-10%
Body and hand skin care preparatibns 31 0.001%—-18%
Moisturizing preparations 17 37 <0.1%-50% 0.001%—-5%
Night preparations 5 14 <0.1%-5% 0.5%-5%
Paste masks (mud packs) 1 8 >1%-5% 0.2%—-2%
Skin fresheners 1 1 >1%-5% 8%
Other skin preparations 7 39 <0.1%-25% 0.001%—-1%
Suntan gels, creams, and liquids 4 7 >0.1%-5% 0.03%
Indoor tanning preparations — — — 0.05%
Other suntan preparations 1 6 >0.1%-1% —
Totals/ranges 113 303 <0.1%-50% 0.00002%—-18%

a8Face and body skin care preparations were originally in the same category.
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The Panel noted that a long history of reviewing plant-deriveREFERENCES
or “botanical” cosmetic ingredients has developed since theselersen, F. A, ed. 1998. Final report on the safety assessment of mitrit.oil.

ingredients were first considered. As a result of that experience’- Toxicol-17(Suppl. 4):71-82.

s - . Qk, T., and H. Kushimoto. 1987. Type | Wheat ingestion allergy: A model of
it is now common to remind manufacturers that cosmetic proﬁ asked allergyN. Engl. Reg. Allergy Proc:34-36.

ucts containing plant-derived ingredients should be formula’tgd’gkett C. G. D. DellOlio. R. G. Shidrawi. S. Rosen-Bronson. and P. J.
to limit the presence of pesticide/heavy metal residues as folciclitira. 1999. Gluten-induced nitric oxide and proinflammatory cytokine
lows: lead<0.1 ppm; arsenie3 ppm; mercury<l1 ppm; total release by cultured coeliac small intestinal biopsks. J. Gastroenterol.

PCB/pesticide contamination40 ppm, with<10 ppm for any Helpato'-1115_29—535- o A d . et b
specific residue (Andersen 1998). Borel, P., D. Lairon, M. Senft, M. Chautan, and H. Lafont. 1989. Wheat bran

. . . . and wheat germ: Effect on digestion and intestinal absorption of dietary lipids
The terminology for several of these ingredients in e i e rat Am. J. Clin. Nutr49-1192—1202.

ternational Cosmetic Ingredient Dictionary and Handbdw@s Branco-Pardal, P., J. P. Lalles, M. Formal, P. Guilloteau, and R. Toullec. 1995.
changed (Pepe, Wenninger, and McEwen 2002). Wheat GluteBigestion of wheat gluten and potato protein by the preruminant calf: di-
is currently Triticum Vulgare (Wheat) Gluten. Wheat Flour is gestibility, amino acid composition and immunoreactive proteins in ilea di-

.. . . estaReprod. Nutr. Dev35:639—-654.
Triticum Vulgare (Wheat) Kernel Flour. Wheat Starchis Tr|t|curEugms R. A'[.J M. H. LeFaivre, and J. A. Milner. 1982. Effects of dietary protein

VU|gare (Wheat) Starch. Wheat Germ Oil is Triticum VU|gare quantity and quality on the growth of dogs and rdtdNutr.112:1843-1853.
(Wheat) Germ Oil. The nomenclature for Wheat Germ Gly@etinkaya, M. 1994. Gas chromatographic determination of organochloro and
erides has not changed_ organophosphorous pesticide residue in wheat germPaitfuem Komet.
75:730-731; 762—-763.
Cheng, C. C., J. Etoh, T. Tanimura, Y. Egashira, T. Ohta, and H. Sanada. 1996.
Wheat Germ Glycerides Effects of dietary gluten on the hepatotoxic action of galactosamine and/or

Wheat Germ Glycerides were used in 212 formulations inendotoxin in ratsBiosci. Biotechnol. Biochen60:439-443.

. T . oncon, J. M., D. S. Newburg, and S. N. Eades. 1983. Lectins in wheat gluten
0
1976, primarily in lipsticks at concentrations up to 5%. In ZOOf proteins.J. Agric. Food ChenB1:939-941.

it was used in 128 products, 126 of which were lipsticks (FDAosmetic, Toiletry, and Fragrance Association (CTFA). 2001. Ingredient use

2001), at concentrations up to 25% (CTFA 2001). Table 30data. Unpublished data submitted by CTFA.

presents the available use information. Dibak, O., M. Krajcovicova-Kudlackova, E. Grancicova, and M. Jankovicova.
1986. Body composition and physiological casein and wheat gluten protein
requirements of 180-day-old raihysiol. Bohemoslo@5:71-79.

Triticum Vulgare (Wheat) Gluten Eghtedary, K., C. Barner, D. Marshall, and A. M. Hsueh. 1993. Serum lipids

. T _ during DMBA-induced tumorigenesis of rats fed diets containing casein or
Triticum VU|gare (Wheat) Gluten was used in five formu wheat gluten with two levels of dietary restrictidflASEB J7:A174.

!ations ir_‘ 2001 (FDA 2001), as comparegl to_ one in 1976. Nﬂ;orov, T. A, T. |. Odintsova, P. R. Shewry, and A. S. Tatham. 1998. Charac-
information on current use concentrations is given (CTFA 2001) terization of high Mr wheat glutenin polymers by agarose gel electrophoresis

Table 31 presents the available use information. and dynamic light scatterin§EBS Lett434:215-217.
Elder, R. L., ed. 1980a. Final report on the safety assessment of Wheat Germ
Glycerides and Wheat Gluted.. Environ. Pathol. Toxicol:5-18.
Triticum Vulgare (Wheat) Kernal Flour Elder, R. L., ed. 1980b. Final report on the safety assessment of Wheat Flour

Triticum Vulgare (Wheat) Kernal Flour was used in one for- a1d Wheat Starcll. Environ. Pathol. Toxicok:19-32.

lati in 1976. in th trati . 1% to 1% Elder, R. L., ed. 1980c. Final report on the safety assessment of Wheat Germ
muiation in » Inthe Conce_n ration re_mg_e L7010 L%0. Oil. J. Environ. Pathol. Toxicok:33—-45.
It was not reported to be used in cosmetics in 2001 (FDA 2004jjis, H. 3., A. R. Freedman, and P. J. Ciclitira. 1989. The production and char-

CTFA 2001). No table is provided. acterization of monoclonal antibodies to wheat gliadin peptidldsamunol.
Methodsl20:17-22.
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