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Implementation Process Standardization of International Clinical Trials and Its Application in Chinese Medi—
cine Field

SHEN Wenjuan' ZHANG Yuehui' ZHANG Duojia' WEN Yan' JIA Liyan' LIU Jianping> WU Xiaoke'
ZHANG Yang'

(1. First Hospital Affiliated to Heilongjiang University of Chinese Medicine Harbin 150036; 2. Evidence-based Medicine Center
Beijing University of Chinese Medicine)

ABSTRACT The standardized implementation of clinical research is an important guarantee to evaluate the effec—
tiveness of the study protocol. This article is to summarize the organization structure and research process of interna—
tional clinical trial implementation. Taking impact of acupuncture combined with clomiphene on polycystic ovarian syn—
drome anovulation women’s live birth: international cooperative randomized conirolled trial ( PCOSAct) for example
this article introduces exploration and innovation of standardization implementation in department of gynaecology in
First Hospital Affiliated to Heilongjiang University of Chinese Medicine in the process of clinical research of Chinese
medicine by adopting internationalized organizational management model emphasizing the implementation prepara—
tion emphasizing ethics retrial and registration update regular meeting of steering committee as well as adopting the
methods of site inspection and international joint inspection to provide reference for Chinese medicine clinical re—
search internationalization.
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