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Abstract : MHW-JCIA validation study on alternatives to Draize eye irritation
tests indicated that re S C1 g 1l methods using bovine serum eupple-
mented medium correlated very well with those of the Draize tests for most of
the cosmetic ingredients except for acids, alkalis, and alcohol. The validation also
indicated that variations of Draize scores were quite large and that there were
i Depending on the results of the validation
romotion of animal welfare, we drafted guidance for the eval-
uation of eye irritation potential of cosmetic ingredients and reported the final
dm(l lu VlHW in 199‘4 The gmd.mm Cons ((‘d of three steps of evaluation. The
of the test compounds and
ated alternative methods like cul-

l\\rcd wll mc!lmd The third was by Draize test using rabbit
For the purpose to decre: uumlnr of animal use and rabbit pain to the mini-
mum without increasing the risk to the consumer of cosm , moderate and

tants were recommended to dilute not to cause unnecessary pain on ra
. The guidance indicated the condition where the test compound can be classi-
as non-irritant without conducting the Draize test. We are expecting this guid-
ance to be notified by MHW soon.

Key words : alternativ y tion test, cosmetics, evaluation
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FIGURE 2. Comparison of primary skin irritation from 4 and 24 hours of exposure.
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In Vitro SKin Irritation: Reconstructed Human Epidermis (RhE)
Test Method

INITIAL CONSIDERATIONS AND LIMITATIONS

7. A limitation of the Test Guideline
Thus,

When used as a partial replacement test, follow-up in vivo testing may be
required to fully characterize skin irritation potential.
It 1s recognized that the use of human skin 1s subject to
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