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Analysis on the Development Status of Drug Clinical Trial Institutions in Maternal and

Child Specialized Hospitals in China
ZHANG Liduan,PENG Liyan”,YU Qingkun
(Tangshan Maternal and Child Health Hospital , Tangshan ,Hebei 063000, China)
Abstract: Objective To analyze the current status of drug clinical trial institutions in maternal and child specialized hospitals
(hereinafter referred to as maternal and child specialized GCP institutions) in China. Methods Data were retrieved from the
official website of the National Medical Products Administration, and the platform, related to drug clinical trial institutions. The
retrieval period covered from February 2005 to November 2019 (during the qualification certification period) and from December
2019 to December 2024 (during the filing system period). The overall situation, geographical distribution, filed specialties, principal
investigators (PIs) , the overall situation of undertaken drug clinical trials, filing and trial undertaking situations by different
institution types, and supervision and inspection situations of maternal and child specialized GCP institutions were counted and
analyzed. Results After the implementation of the filing system, the number of maternal and child specialized GCP institutions
increased from 42 to 94. There were significant differences in the distribution of institution numbers among 26 provincial — level
administrative regions,with a clear concentration trend in the eastern and central regions. A total of 678 specialties were filed,with
the speciaty of pediatrics (287,42.33%) and the speciaty of obstetrics and gynecology (123,18.14%) accounting for the majority.
A total of 1 395 Pls were filed, and 3 282 clinical drug trials were undertaken, most of which were completed by affiliated
hospitals of universities. The filing and undertaking of clinical drug trials exhibited a clear hierarchical differentiation pattern by
institution type, with municipal hospitals being the most common among filed institutions (45,47.87%). A total of 285 supervision
and inspection activities were conducted. The compliance rates of cause — initiated inspection (92.31%) and routine supervision
inspection (91.51%) were relatively high, while the compliance rate of registration inspection was the lowest (72.22%). The
average annual number of supervision and inspection per maternal and child specialized GCP institution was 0. 81, showing
prominent imbalance among different provinces. Conclusion In the past decade, maternal and child specialized GCP institution in
China have high professional concentration and possess outstanding clinical advantages and sufficient patient resources in targeted
fields. Nevertheless, they are faced with uneven regional distribution and distinct hierarchical gaps in filing scale and trial
undertaking capacity. It is suggested to optimize the allocation of drug clinical trial resources and promote the research and

development of maternal and child specific medications through policy incentives, technical innovation and establishment of maternal
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Fig. 2 Cumulative number of maternal and child specialized

GCP institutions from 2005 to 2024 (including qualification

accreditation and filing system)
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Fig. 3 Filing status of maternal and child specialized GCP institu-

tions in different provincial — level administrative regions
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