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Final Report on the Safety Assessment of
Dimethyl Lauramine'

Abstract: Dimethyl Lauramine is a tertiary aliphatic amine intended for use in
cosmetics as an antistatic agent, but no actual uses were reported in 1993, The
antimicrobial and fungicidal properties of Dimethyl Lauramine are well docu-
mented. Because of a lack of other data, however, the safety of Dimethyl
Lauramine for use in cosmetic formulations has not been substantiated. The
data needed to make a safety assessment include the basic chemistry (pH,
impurities, and UV spectral analysis), 28-day dermal toxicity, ocular irritation,
human dermat irritation and sensitization, human photosensitization if the ma-
terial absorbs in the UVA or UVB region of the spectrum, genotoxicity eval-
uated in two different assays, and carcinogenicity tests if the genotoxicity tests
are positive. It cannot be concluded that this ingredient is safe for use in
cosmetic products until these safety data have been obtained and evaluated.
Key Words: Dimethyl Lauramine—Cosmetics—Antistatic agent.

Dimethyl Lauramine is a tertiary aliphatic amine. The following report reviews
the safety data on this compound as a cosmetic ingredient.

CHEMISTRY
Definition and Structure

Dimethyl Lauramine (CAS No. 112-18-5) is a tertiary aliphatic amine that con-
forms generally to the following formula (Estrin et al., 1982):
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Synonyms for Dimethyl Lauramine are N,N-Dimethyl-1-Dodecanamine; 1-Dodec-
anamine, N,N-Dimethyl-; Dimethyl Laurylamine; and Lauryl Dimethyl Amine
(Estrin et al., 1982).

'Reviewed by the Cosmetic Ingredient Review Expert Panel.
Address correspondence and reprint requests to Dr. F. A. Andersen at Cosmetic Ingredient Re-
view, 1101 17th Street. NW, Suite 310, Washington, D.C. 20036, U.S.A.

193



194 COSMETIC INGREDIENT REVIEW

Properties

Dimethyl Lauramine is a clear liquid with a molecular weight of 213.46 (Sweet,
1987; Armak, 1978). It has a density of 0.775 (Aldrich, 1992) and is soluble in
methanol, ethanol, acetone, isopropanol, chloroform, toluene, carbon tetrachlo-
ride, kerosene, white mineral oil, and ethyl ether (Armak, 1978). Dimethyl Lau-
ramine has a melting range of —4 to +5°F and a flash point of 245°F (COC)
(Armak, 1978). The boiling point of Dimethyl Lauramine at 3 mm of pressure
ranges from 110 to 112°C (Aldrich, 1992).

Dimethyl Lauramine has the potential to form carcinogenic nitrosamines when
it is ingested with nitrite. A mixture of Dimethyl Lauramine and nitrite given
orally to rats induces neoplasms of the urinary bladder and nonglandular stomach
(Lijinsky and Taylor, 1975, 1977; Lijinsky, 1982).

Method of Manufacture

In general, tertiary amines are formed by reacting a secondary amine with
additional nitrile, imine, or alcohol at high temperatures and under hydrogenated
conditions. They can also be produced by methylating primary or secondary fatty
amines (Armak, 1978).

COSMETIC USE

Dimethyl Lauramine is an antistatic agent (Nikitakis, 1988). No data on the
formulation or frequency of use for this ingredient were reported to the Food and
Drug Administration (FDA) in 1993 (FDA, 1993).

BIOLOGY

Dimethyl Lauramine has antimicrobial, antibacterial, and fungicidal properties
(Hueck et al., 1966). Its ability to inhibit is dependent on pH and temperature. In
a study with Streptococcus agalactiae and Escherichia coli, the antimicrobial
activity was greater at pH 7 than at pH 8, and at pH 6 a large decrease occurred
in the ability of Dimethyl Lauramine to inhibit bacterial growth. Increasing the
temperature from 20 to 40°C increased antimicrobial activity (Turck et al., 1982).
Dimethy! Lauramine also inhibited the growth of Streprococcus faecalis (Bass et
al., 1976).

DISCUSSION

Section 1, paragraph (p), of the CIR Procedures states that *‘A lack of infor-
mation about an ingredient shall not be sufficient to justify a determination of
safety.” In accordance with Section 30(G)(2)(A) of the Procedures, the Expert
Panel informed the public of its decision that the data on Dimethyl Lauramine
were not sufficient for determining whether the ingredient, under relevant condi-
tions of use, was safe or unsafe. The Panel released a ‘*‘Notice of Insufficient
Data’ on December 4, 1992, outlining the data needed to assess the safety of
Dimethy! Lauramine.
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No comments regarding the requested data were received during the 90-day
public comment period. The following data are necessary to make a safety as-
sessment:

Chemistry (pH, impurities, and UV spectral analysis)

28-Day dermal toxicity

Ocular irritation

Human dermal irritation and sensitization

Human photosensitization (only if Dimethyl Lauramine absorbs in the UVA or
UVB range)

Genotoxicity (at least two different assays)

Carcinogenicity, only if the genotoxicity tests are positive.

SR =

N

The Expert Panel issues the final report in accordance with Section 45 of the
CIR Procedures. When new data are available, the Expert Panel will reconsider
the final report in accordance with Section 46 of the CIR Procedures, Amendment
of a Final Report.

CONCLUSION

The CIR Expert Panel concludes that the data available on Dimethyl Lauramine
are insufficient to support the safety of this ingredient as used in cosmetic prod-

ucts.
Acknowledgment: Susan Pang, Scientific Analyst and Writer, prepared this report.
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