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Analysis of the management status and project undertaking of drug clinical trial institutions in Jiangxi
Province after the implementation of the filing system
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ABSTRACT OBJECTIVE To investigate and analyze the current management of drug clinical trial institutions in Jiangxi
Province and the situation of undertaking drug clinical trials after the implementation of the filing system. METHODS A survey
was conducted on 38 new institutions (obtained qualifications during the implementation of the filing system) and old institutions
(obtained qualifications during the implementation of the recognition system) that had completed drug clinical trial institution

qualification filing for more than one year in Jiangxi Province. The survey focused on the basic information of the institutions, the
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were 24 old institutions and 14 new institutions. Whether in general hospitals or specialized hospitals, the old institutions were
better than the new institutions in the number of approved beds, the number of outpatients, the number of inpatients, the number
of specialties, and the number of PI; both old and new institutions had separate offices; all new institutions were set up with GCP
pharmacy. The adoption of clinical trial management system in new institutions is significantly less than in old institutions. In the
general hospital, both the number of full-time managers and the number of quality controllers in old institutions were significantly
more than in the new institutions, while the opposite was true at the level of specialized hospitals. In terms of centralized training
on GCP, new institutions were all better than the old ones. Whether in general hospitals or specialized hospitals, the number of
drug registration clinical trial projects undertaken by new institutions was significantly less than that of old ones. CONCLUSIONS

The new institutions are worse than the old institutions in comprehensive strength and information construction of hospitals, and the

number of clinical trials undertaken by new institutions is also less than old institutions.
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