EFEESRG 2025 FEL46 HFE4H JOURNAL OF MEDICAL INFORMATICS 2025,Vol.46,No. 4

i AL S B BE AT 5 i AR A A T 9

LoA" #om o ok 3 R TEF

BRI AUEB 610299 * PERFHRAZEFTSEEF I ILR 100190
’ﬁ@$@ﬁ%ﬁﬁ5%@h KD 410013 PEFRREGRIF S KD 410078)

(HE) BR/EX FITRITET ZSREREHRSR TR, HARBEST = wil¥, Hik/dE 8
R ESF BB TOEARICE R, S ARE R R, SFRBEN, ER/ELEF R
BAFEA G RFOIEEZRATBR., HATRER., WELASERFERAERNE, KIRITPHITAR A
FoFeft /KT G BIARRE RAE R AR K BIGATFZ &, DI AEFI W 7 AL R E. RStk Aak
FAERIR S5 BT 18] VA P& KA A5 o @R R 1

(X)) EF5&; AREH,; ik

(hES%ES] R-058 ( X#kERIRED) A (DOI]) 10.3969/j. issn. 1673 —6036. 2025. 04. 016

Challenges and Countermeasures of Medical Product Index Novelty Assessment from the Perspective of Technical Specification
Implementation

XIA Dong'”?, XU Li', REN Bo', LI Jun’, WEN Tingxiao®

" National Science Library ( Chengdu) , Chinese Academy of Sciences, Chengdu 610299, China;’School of Economy and Management ,
University of Chinese Academy of Sciences, Beijing 100190, China;’ Hunan Xiangya Stomatological Hospital, Central South University
Changsha 410013, China;*School of Life Science, Central South University, Changsha 410078, China

(Abstract]  Purpose/Significance To discuss the strategies to improve the quality of medical product index novelty assessment serv-
ices and to assist the innovation of medical products in China. Method/Process The technical specification demands and characteristics
of medical product index novelty assessment are expounded, the difficulties in implementing related specifications are analyzed and some
suggestions are proposed. Result/Conclusion The difficulties of medical product index novelty assessment include difficulties in execu-
ting personnel, indicator resources, regulatory content, and institutional conditions. Suggestions are put forward from the aspects of im-
proving the cognitive and ability level of executing personnel, utilizing domain experts and intelligent technology to obtain indicator infor-
mation, promoting the improvement of methods and standards of novelty judgement, improving billing standards or extending service time
to optimize implementation conditions, ect.
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