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Research on Part of County-level Hospitals Applying for Qualification of Clinical Drug Trial Institution
YANG Zhong-ying, ZHANG De-gao, DING Gang, SHI Zhi-qin, LI Dong (Xinhua Hospital Chongming Branch,
Shanghai Jiaotong University School of Medicine, Shanghai 202150, China)

ABSTRACT OBIJECTIVE: To investigate the feasibility of part of county-level hospital applying for the qualification of clinical
drug trial institution. METHODS: Reviewing laws, regulations and literatures, the important problems, different from those third
level hospitals faced, that our hospital may have faced in the process of application for national clinical drug trial institution were
summarized. RESULTS: Our hospital met the requirements of national clinical drug trial institution and was capable to conduct
some clinical drug trials. However, there were also some shortages, such as lack of confidence; only a few departments were quali-
fied; consciousness of normalization and skills of clinical drug trial need to be improved; our ethics committee was still very young
and growing slowly. Nevertheless, we finally succeeded in the application by enhancing prior survey, selections of majors, Good
Clinical Practice (GCP), training on clinical drug trial and related skills, and development of ethics committee. CONCLUSIONS :
It is suitable to China’s actual conditions that the relevant departments approve clinical drug trials in some county-level hospitals.
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