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U.S. Federal Hazardous Substances Act (FHSA) regulations specify eye safety testing
procedures and hazard classification criteria for chemicals and products regulated by
CPSC and OSHA. Current regulations require up to three sequential tests of six animals
per test, with decisions on the need for subsequent tests based on the number of positive
responses observed. Testing conducted in accordance with the OECD test guideline for
eye irritation and corrosion can also be used, but current FHSA regulations do not
provide criteria to classify results from this 3-animal test. Therefore, an analysis was
conducted to determine classification criteria for results from a 3-animal test that would
provide hazard labeling equivalent to that provided by current FHSA regulations. This
analysis compared the frequency at which the current FHSA classification criteria would
identify substances as ocular irritants with the frequency at which a classification
criterion of either one or two positive animals out of three would identify these
substances. The resulting classifications that would be assigned by each of the three
criteria were also compared using four different underlying response rates (20, 40, 50,
and 75%). For these response rates, current FHSA requirements would identify 20, 73,
88, and >99% of substances as irritants, respectively, while using a criterion of at least
one out of three positive animals in a 3-animal test would identify 49, 78, 88, and 98% of
substances as irritants, respectively. In contrast, using a criterion of at least two out of
three positive animals in a 3-animal test would identify far fewer irritants, with detection
rates of 10, 35, 50, and 84%, respectively. We conclude that using classification criteria
of one or more positive animals in a 3-animal test will provide the same or greater level
of eye hazard labeling as current FHSA requirements, while using up to 83% fewer
animals. ILS Staff supported by NIEHS contract N01-ES-35504.
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