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Regulatory perspective on non-clinical research and
evaluation of monoclonal antibody

WANG Yin DAI Xue-dong ZHOU Heng YIN Hua-ing FU Shujun YIN Mao-shan WU Shuang
YU Bing SUN Tao WANG Qing-i
( Center for Drug Evaluation National Medical Products Administration Beijing 100022 China)

Abstract  Based on the characteristics of monoclonal antibody this paper discusses the key points in the
pharmacology and toxicology review of monoclonal antibody combined with our review practice and the technical
guidelines issued by regulatory agencies. Recommendations are given on the quality of test substance selection of
related animal species evaluation of immunogenicity and immunotoxicity and selection of initial dose for the first
human clinical trial so as to provide general principles for designing scientifically acceptable non-clinical research
programs for the sponsors and researchers.
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