
29 C.F.R. § 1990.144
Criteria for consideration of arguments on certain issues.

Arguments on the following issues will be considered by the Secretary in identifying or classifying any substance
pursuant to this part, if evidence for the specific substance subject to the rulemaking conforms to the following
criteria. Such arguments and evidence will be evaluated based upon scientific and policy judgments.

(a) Non-positive results obtained in human epidemiologic studies. Non-positive results obtained in human
epidemiologic studies regarding the substance subject to the rulemaking or to a similar or closely related
substance will be considered by the Secretary only if they meet the following criteria:

Criteria. (i) The epidemiologic study involved at least 20 years' exposure of a group of subjects to the substance
and at least 30 years' observation of the subjects after initial exposure;

(ii) Documented reasons are provided for predicting the site(s) at which the substance would induce cancer if it
were carcinogenic in humans; and

(iii) The group of exposed subjects was large enough for an increase in cancer incidence of 50% above that in
unexposed controls to have been detected at any of the predicted sites.

Arguments that non-positive results obtained in human epidemiologic studies should be used to establish
numerical upper limits on potential risks to humans exposed to specific levels of a substance will be considered
only if criteria (i) and (ii) are met and, in addition:
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