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an appropriate combination of benign and malignant neoplasms in (a) two or more species of animals (2L E D EFE) or (b) two or more independent studies in one species carried out at different times or in different laboratories or under different

protocols (—iEE N EFYWT. B, EREXIITOFIILOEL 25 LL EDIRIILT=5XER) An increased incidence of tumours in both sexes of a single species in a well-conducted study GEIEZERER CT—RE DO EN DO D EE D FHEEFIEMN), ideally

conducted under Good Laboratory Practices, can also provide sufficient evidence.

neoplasms occur to an unusual degree with regard to incidence, site, type of tumour or age at onset, or when there are strong findings of tumours at multiple sites.

EPA(1986) IZ# [+ 5 GroupCMDERBA :

A single study in one species and sex (1FEXEDEND F A DED 15D EXEXR) might be considered to provide sufficient evidence of carcinogenicity when malignant

This group is used for agents with agent with limited evidence of carcinogenicity in animals in the absence of human data. (EFTODT—42HV%<, ENEER TR ERIZREEM) It includes a wide variety of evidence, e.g.,

(a) a malignant tumor response in a single well-conducted experiment that does not meet conditions for sufficient evidence, (b) tumor responses of marginal statistical significance in studies having inadequate design or reporting, (c) benign but not malignant
tumors with an agent showing no response in a variety of short—term tests for mutagenicity, and (d) responses of marginal statistical significance in a tissue known to have a high or variable background rate.
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