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Writing of nonclinical research data in common technical document
format dossier of pharmaceutical products

ZHOU Heng DAI Xue-dong ZHAI Yun XIAO Fang XIE Song-mei SUN Tao
( Center for Drug Evaluation National Medical Products Administration Beijing 100022 China)

Abstract  This paper discusses how to organize the non-elinical research data according to the format of
The International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use ( ICH)
M4 Common Technical Document( CTD). We interprets and analyzes the writing requirements of nonclinical
overview and summaries (2.4 and 2. 6) in the module 2 of CTD format. It is hoped to improve the quality of
nonclinical research data in drug registration so as to promote the globalization of China’s new drug research &
development and drug administration.
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