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Non-clinical pharmacology and toxicology evaluation consideration of clinical
trial applications for different indications based on same action mechanism and
target

YIN Huajing, HU Xiaomin, WANG Qingli, YU Shanshan
Center for Drug Evaluation, China Food and Drug Administration, Beijing 100022, China

Abstract: The non-clinical pharmacology and toxicology research goes throughout the entire process of drug development. The main
objects of pharmacological and toxicological evaluation are to clarify the safety and effective features of a new drug candidate with
unknown risks before applied to human, and to collect some safety information in animal studies which cannot be carried out in
human. This article has elaborated the review logics of the non-clinical pharmacology and toxicology such as concentrating on
clinical studies, based on clinical protocols comprehensively reviewing of the risk-benefits ratio via analyzing of a drug candidate
applying for different indications. This article is intended to help readers of understanding the logics behind the non-clinical
pharmacology and toxicology review and direct researchers to effectively evaluate the pharmacology and toxicology issues in R&D
and improve the efficiency of drug development.
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