HELEZG SR 243 (Chin J New Drugs Clin Rem ) , 2024 4E 10 H, 543 % 45 104 - 765 -

[ w5 | 1007-7669 (2024 ) 10-0765-07 [ DOI %5 ] 10.14109/j.cnki.xyylc.2024.10.07

ET CiteSpace I KA mEEMFRAREZRIKEEHR DT

é% é‘ly ﬁ%%l’z

(1L " RARVRFE RIS, & T 510006 ; 2. S8 25 0 GBS R 258w+ RIS
PN S SEEREE, | A il 528400 )

[Xigia ] WERY; XBitEY ; 2 REE ; HETH A ; AL EHE

[(WE] B¢ BeRAEEEHFNFARRERLELY, ARIREGLBEECHFRERLRERESE, F
& 2 Web of Science % 10 A B H3E B B4 & 1991—2023 £ K & Wy 24 & M5 45 Rl 0y 48 25 Uk, B A CiteSpace 5.8.R3
RPN B A, B Wi, BER /3K, c83EE 7 e T Tt &R FEHN 540 B,
FEERXEREKERERKES ., ENGEEERFAREESEE, ACHRBRIZENRERFRRER, &
EEHAME LR TRAZENEEXR, AR EECRFARCATENER BRI ESHT TR, Fiing, HiyEma
AR B, AERBBELWHL . R, EWcSH%F, i REGZLEEHTTRARKT R, Wik
WA KA e R, WABFHKEMA, WELFHFAZRFE, UWRHEHEEEHFUFLE,

[ HESRS ] R9S [ XHEftRERS ] A

Analysis of development and hotspot of global drug regulatory science research
based on CiteSpace

SHU Kui', MENG Guang—xingl’2

(1. School of Pharmaceutical Business, Guangdong Pharmaceutical University, Guangzhou GUANGDONG 510006, China;
2. NMPA Key Laboratory for Technology Research and Evaluation of Pharmacovigilance, Zhongshan GUANGDONG 528400,
China )

[ KEY WORDS | regulatory science; bibliometrics; knowledge graph; data visualization; organization and administration

[ ABSTRACT ] AIM To explore the research hotspots and development trends of global drug regulatory science, and to
provide reference for promoting the sustainable development of drug regulatory science in China. METHODS  The literatures
related to drug regulatory science published from 1991 to 2023 was searched from Web of Science database, and the contents
of time distribution, author, institution, country / region and keywords were analyzed by CiteSpace 5.8.R3. RESULTS A total
of 540 papers were included, and the annual number of published papers showed a stable growth trend. Foreign regulatory
scientific research started early, and now it has formed a relatively complete regulatory scientific development system, and
formed a relatively close cooperative relations among countries and institutions. Drug regulatory science research has evolved

from an initial stage to a stage of refined research around new tools, standards, and methods; research hotspots include
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drug development, risk assessment, biomarkers, etc. CONCLUSION China’s drug regulatory authorities can increase policy

guidance, strengthen basic theoretical research and applied capacity building, promote interdisciplinary joint research, and

build a multidisciplinary academic exchange platform in order to accelerate the development of drug regulatory science.
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