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Research progress on biomarker validation in drug safety evaluation

LIN Zhi, ZHOU Xiao-bing, LV Jian-jun, QU Zhe, HUO Gui-tao, ZHANG Di, YANG Yan-wei, WANG xue, LI Bo
National Center for Safety Evaluation of drugs, National Institutes for Food and Drug Control, Beijing 100176, China

Abstract: With the rapid development of modern molecular biology technology, the biomarker has recently been the fastest
developing field in preclinical drug safety evaluation. Simultaneously, some problems about the definition and validation of
biomarker, recognition, and wide use are gradually being concerned. In this paper, the definition of biomarker validation in
preclinical safety evaluation of drug, related guidelines and regulatory requirements, verified biomarkers in preclinical safety
evaluation, process of biomarker validation, and problems faced in the future are discussed briefly.
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