HEVRIAEFME™ R 2024 4 165 511 ) - 43 -

e BLERA W R bl a2 2 VRO B 5 1 it o0 B

R—, R, B EA

EL&£U B . BRESAHFELITX(IMES%S 2021 YFC2701300 ;2021 YFC2701302)

YE# B4 100076 b3, B 245 %E‘r"‘@ﬁﬂinuﬁ-m* O BT S b s D AN PEAN 38

YEE A B — R B T AU RS B 2230 LA 8 A, B BB AE 01, B BT e iR R SR I AN AR 56 LA
* WIE1EH , E-mail ; dongfang@ cdr-adr. org. cn

([HE] BY HSWEREEAAR A GLARR LR B EMRBGEHEE, KT RBZARE LR
RI ., FiE L OTP AR AL, 4 % FDA #5438 Ao A P % 361K & 2 % ( Manufacturer and User Facﬂlty
Device Experience , MAUDE) #3& &+ 2019 41 A 1 B £2023 512 A 31 Be944E, IR L P2 4R E X
BRARE VAR R TTIE M R 69 95 ) 3R 4, 3 ) 4 09 AN 3RS 45 PR A4S B R L Ao B R ILB) R AT IR & 4 A 6 S it
5#7, 5 ¥ % Pubmed B E W |7 KI5, ST AE W K AR fr & BB FHERTHMEH, ER

E kB 1359 BIZPEHANR R )RR FHIRE, REAUANSH 1258 6], 7 10 ey F RFL 25
RREHH R, MK ARrk, k2R R AR, B, B, BLE, b BRGE BB AT M SRAT A M
10 426 R B A IETE B A M A0 B MRk, BTG AR AR A PR, & B AELM LA
M, EAL B B, ML B R M AR R R B R A R R, & AR SR R T A A
AP ABE HARER, B ETEREN ALEHRT LEEZLLHEFEFFARGBETHE &iE &R

ZWEHNP R AEM R EE MR ZRFFIRAE, *lﬁ%ﬁ&#%#&#&Lﬁm H 3% 3F D | B B i 64

a%'FéEHiﬁl SRR EMEILHR, AR EFEARERNZRNEENR K & Re) AW, —F
TAE I T W A

[X@A] 2HEHAR KA ; RE R EIHE; LT ERN; 24K

[FESFEE]R 711.23 [ xikirERL] A [ xEHE]16744020(2024)11-043-06

doi; 10. 3969/j. issn. 1674-4020. 2024. 11. 14

Post-marketing safety reevaluation of transvaginal impalantation mesh and

regulatory measures analysis

Zhao Yifei, Zhao Yan, Li Dong, Dong Fang”

Department of Medical Device Monitoring and Evaluation, Center for Drug Evaluation, National Medical Products Administration,
Beijing 100076, P. R. China

* Corresponding author ,E-mail ; dongfang@ cdr-adr. org. cn

[ Abstract] Objective To analyze the safety of adverse events of transvaginal implantation mesh and the control measures taken
by regulatory agencies in various countries, and to explore the follow-up measures to be taken in this field in China. Methods The
data of the FDA§ Manufacturer and User Facility Device Experience (MAUDE) from January 1, 2019 to December 31, 2023 were
searched using OTP as the code, and the duplicate reports, literature reports and case reports of registered studies were excluded, and
the frequency distribution of the remaining individual reports was analyzed according to the number of injury manifestations and failure
manifestations. Pubmed, CNKI and Wanfang databases were searched to analyze and summarize the risks of transvaginal impalantation
mesh implantation and the regulatory measures of various countries. Result A total of 1 359 adverse event reports of transvaginal
implantation mesh products were retrieved, and 1 258 cases were included in the analysis. The top 10 adverse events such as surgical
complications were: pain, mesh erosion, incontinence, dyspareunia, constipation, injury, abnormal vaginal discharge, prolapse,

urinary tract infection, and mental, emotional, or behavioral problems. The top 10 quality and failure hazards were: migration,
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separation of consumables or components, material erosion, defective consumables, consumables use problems, patient consumables

interaction problems, placement problems, material splitting, cutting or tearing, material protrusion or extrusion, and material integrity

problems. Countries have adopted various regulatory measures for such products, such as issuing public health notices, safety notices,

initiating post-market surveillance, upgrading and delisting, and even banning the sale of such products. Conclusion The use of

transvaginal mesh has additional risks such as mesh exposure and mesh erosion, and Chinese surgeons should use it with caution under

strict indications, strengthened training, and timely follow-up, and at the same time carry out registration studies to collect safety data

on the use of transvaginal implantation mesh products by Chinese people and further evaluate the safety of the product.

[ Key words ] transvaginal implantation mesh; pelvic organ prolapse; post-market evaluation; security
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