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Abstract: The determination of adverse effects is crucial in the toxicity studies of nonclinical safety evaluation of drugs because it
can provide important information for protecting the health of subjects exposed to new chemical or pharmaceutical entities during
clinical trials. Histopathological examination can provide morphological data on the toxic effects of the test article to help the
analysis and determination of adverse and non-adverse effects, as well as their dose levels. This paper briefly summarizes and
analyzes the definition of adverse effects, discriminating key factors used to differentiate non-adverse effects from adverse effects,
the recommendations for the communicating and use of adverse effect data in assessing potential human risk, which refers to the
recommended best practices/suggestions of Society of Toxicologic Pathology (STP) and European Society of Toxicological
Pathology (ESTP), and other relevant references, in order to provide some references for determining adverse effects in the toxicity
studies during nonclinical safety evaluation of drugs in China.
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