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Overview of tumors of carcinogenicity studies irrelevant to risk assessment of
humans
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Abstract: The objective of carcinogenicity study is to identify the potential carcinogenesis in animals and to assess the relevant risks
in humans of drugs, which is one of the major components of nonclinical safety evaluation of drugs. The relevance between the
results of rodent carcinogenicity studies and assessment of human safety are often the cause for debate. Further toxicologic
pathology research may be needed to investigate the mode of action, which contribute to confirm the presence or the lack of
potential carcinogenesis for humans. When rodent carcinogenicity study shows positive results, further studies may be needed to
investigate the mechanism of action to assess the correlation with humans. This article gives brief introduction of the need for
evaluating the relevance between study results in animals and human safety in carcinogenicity study, some tumors in carcinogenicity
study not relevant to humans, some tumors in carcinogenicity study possibly not relevant to humans based on mode of action, in
order to provide some references for the result analysis of nonclinical carcinogenicity study and drug evaluation research in China.
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