2024 3 38 3 307

xR, B& , BT Y (1 AERELT RF BT ARSI G, M 510006; 2. AERGFE T
ﬁ%ﬁ%%u%%%ﬂ%Eﬁ%ﬁ“ﬁﬂMﬂﬁ%ﬂ,VMSWMM

R Ae ) B iE T B 7 BRI B A e M EAE R SBEHFRERAZ, MET
REESF BRI IERRAERGL BRI T LR T, ﬁ%ﬁ%%%umﬁﬁﬁmﬁ

%ﬁmﬁ%ﬁlﬁﬁﬁ%&,%ﬁ#AM”%ﬂ%ﬁ%k%Tﬂ %&ﬁi@%ﬁ%iﬁ ETEFR
WIS B A A A, LA N SRR B R R AR e ek A R R B 1R H Ak ) IR IE S v L) 6 B4
P BRI, AR E M AT AT A FE A

IME; WA, AT, ERANE,; KEME

R95; C93 A 1002-7777(2024)03-0307-005
doi:10.16153/5.1002-7777.2024.03.009

Regulatory Science for Proficiency Testing System of Medical Devices in China
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Abstract Objective: To study the value mechanism of capability verification for medical devices regulatory
science. Methods: Based on the development history of regulatory science, the development status and important
enlightenment of China's medical device capability verification system construction were briefly described.
Results and Conclusion: The construction of a capability verification system was an important means of quality
control for medical device inspection and testing, which provided scientific technical and data support for its safety
supervision and risk assessment. Based on the scientific perspective of medical device regulation, combined with
the idea of promoting the integrated development of national quality infrastructure through capacity verification,
the value and role of capacity verification impact mechanisms are proposed for reference by relevant institutions
and industry personnel.
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