1198 2022 10 36 10

F', WHEY, TE', AT (o pEERSRREIE, L5 102629; 2. BTV
L EERE, jh}a 100089)

WA AAESES FRAAGRARRER XKER %H%, T AL S ”%E
XEWEEFPE, AR FRERE, EEAZBEE. AHANBORERBRES BRELST
UM E AR BB AE, FESEE., P EMEEBRFE LT a4, W

Mg A Y5 B BOR . AT e 3R A5 Fe e 5% B IR R = 7 @A AR X 25, DR R B B RAE T ATk
84981 F KR

A EST Fon; BHMAE T om; Hhah; BB, BEAXR

R95 A 1002-7777(2022)10-1198-05
doi:10.16153/5.1002-7777.2022.10.012

Research on Supervision Policies of Japanese Medical Combination Products

Dong Qian', Tian Meng’, Meng Yun', Yu Xinhua' (1. National Institutes for Food and Drug Control,
Beijing 102629, China; 2. Beijing Northern Hospital of Weaponry Industry, Beijing 100089, China)

Abstract Objective: Through the research on the policies of the whole life cycle supervision of Japanese
medical combination products, the key issues about the supervision of drug-device combination products should
be paid attention to in order to scientifically control risks and implement effective supervision. Methods: The core
content of the corresponding management documents issued by the Pharmaceuticals and Medical Devices Agency
in Japan was systematically introduced, and a comparative analysis of the relevant policies in the United States
and China was carried out. Results and Conclusion: In order to promote the innovation and development of drug-
device combination product industry in China, relevant experiences in three aspects could be used for references,
including refining regulatory policies, carrying out the risk management well and strengthening international
coordination.
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