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Current Development Status of Drug Clinical Trial Institutions in Hubei Province After

Implementation of the Registration System
LI Tian'en' ,XU Fang',TANG Anbang® ,WANG Zhaocong' ,WEI Xueyan',HU Zhe' ,LIANG Xinjun',ZHANG Feng'*
(1. Cancer Hospital Affiliated to Tongji Medical College ,Huazhong University of Science and Technology + Drug Clinical Trial Institution of Hubei
Cancer Hospital , Wuhan , Hubei 430079, China; 2. Shanghai MUDI Biotech Co. ,Ltd. ,Shanghai 201101 ,China)
Abstract: Objective To investigate the current development status of drug clinical trial institutions in Hubei Province after the
implementation of the registration system of drug clinical trial institutions. Methods Based on the announcement of qualification
certification inspection for drug clinical trial institutions, and data of The Drug Clinical Trial Registry and Publicity Platform and
The Drug Clinical trial Registry and Information Disclosure Platform, the qualification certification and registry status of drug
clinical trial institutions in Hubei Province from February 1,2004 to September 30,2024,and the acceptance of trial projects from
October 1, 2021 to September 30, 2024 were collected. The development status (such as number of registrations, geographical
distribution, registration disciplines, principal investigators, number of trial projects undertaken, trial types, drug types, and supervision
and inspection results) of each drug clinical trial institutions in Hubei Province was comprehensively analyzed. Results After the
implementation of the drug clinical trial institution registration system, the number of drug clinical trial institutions in Hubei
Province showed a significant growth trend. As of September 30,2024, a total of 64 institutions had completed the registration.
Among 17 cities / prefectures / districts (including forest areas) in Hubei Province, except for Qianjiang City, Tianmen City, and
Shennongjia Forest Area, the other 14 cities / prefectures / districts had drug clinical trial institutions, mainly concentrated in
Wuhan City (60.94%). A total of 171 majors (including 132 majors related to Western Medicine,31 majors related to Traditional
Chinese Medicine, and eight other majors) and 1 564 principal investigators registered, and the top three institutions in terms of
the number of principal investigators were the Tongji Hospital Affiliated with Tongji Medical College of Huazhong University of
Science and Technology, Union Medical College Hospital Affiliated with Tongji Medical College of Huazhong University of Science
and Technology, and Wuhan University People’s Hospital. The registered institutions have undertaken 5 901 drug clinical trial
projects, of which the Union Hospital Affiliated with Tongji Medical College of Huazhong University of Science and Technology and
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Tongji Hospital Affiliated with Tongji Medical College of Huazhong University of Science and Technology have undertaken over

1 000 projects, accounting for 40.53%. The supervision and inspection results showed that some institutions still had deficiencies in

organizational management, responsibility awareness, and quality system construction. Conclusion

The implementation of the

registration system for drug clinical trial institutions has effectively promoted the release and utilization of drug clinical trial

resources in Hubei Province. However, it also highlights issues such as uneven regional development, insufficient leadership in

advantageous disciplines, and weak core competitiveness. It is recommended to fully tap into and leverage the unique advantages of

medical resources in Hubei Province, strengthen the construction of the quality system, improve service quality and efficiency, and

promote the healthy and sustainable development of drug clinical trial institutions in Hubei Province.

Key words:drug clinical trial institutions ;registration system;Hubei Province;current status analysis;existing problems
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Fig.4 Top 10 drug clinical trial institutions in terms of the

number of principal investigators in Hubei Province
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