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The Status Quo, Bottleneck and Development Strategy of China’s Medical
Device Industry:The Dual Perspective of Technological Innovation
and Global Competition

Qin Chuyue
Soochow University, Suzhou, Jiangsu 215000

Abstract : With the acceleration of population aging, the enhancement of national health awareness and
the strong support of national policies, China's medical device industry has entered a stage of
rapid development. Based on relevant research and industry statistics in recent years, this paper
systematically analyzes the overall development status of China's medical device industry from
multiple dimensions such as policy environment, technological innovation, market structure, regulatory
system and international development. China has made remarkable progress in the localization of
basic equipment and the optimization of the regulatory system, but there are still problems such as
dependence on imports of core components of high—end medical equipment, low synergy efficiency
of the industrial chain and insufficient international competitiveness. In the future, we should further
strengthen the ability of independent innovation, improve the industry supervision system, and actively
promote international docking in order to achieve high—quality sustainable development of the medical
device industry.

Keywords : medical devices; domestic substitution and reduction of import dependence; policy
support and industry regulation; intelligent medical devices and digital transformation;
market demand and Industrial chain integration

515

AT E N BUR R AR R I RL S, R R i — N E RS IR SS R ) SR P R B bR . JT4ok, BEE i
FREHIIE 20307 HEIHIERASRDE . S N OIS | BP0 E A SR AT DA, FRIEBEST SR Ttk T R A R B B A

BEERGOREIR LR, #8E 20224, REBEST ST SUE T 1.2 (Ze AR M, AURT 226 Oy Bk KBRS T Sl
N, FEECK . VOATEARMILEES T, KoGakes . SR, BIMSEReN AVSRESHITA, EN BTN SCsii
Tt EPEESTERETTIAS SRR LI, s i T R S PR SRR

SEBRENE AR, FRIEBEST S IE R M fI 2 3 e RS . R ALK, O A
PG ST, O R SRR M ARSI B TR, (FAE BB IIBARM P o HSREMAERT IR NSRS QIR e Fe AL 7T TH

fEHfA: FEM (2003.01-) , &, Wik, #3: THAEM, KB, TR @ HEHBOT .

068 | MEDICAL RESEARCH AND PRACTICE



DAFFEERVERTR . RN, ST S AR AR IR B R 5 I PR BT 22 2 (R )P LRI T o

TR GBI T AE T &

SIlE S
Zi I, WA WTIRIE BT G A A R IUIRAFAE I, 4 T4Ash 3R BT de il m it . [EBRLTT [l A R B R Lo
—. EipE= (E5EE . HARSGMRATIZM, B w7 S0 5 1)

BRI T AT RSS2 T 2 A B SR BE R 2R AL R 20

5, GUETYT UG R BT By A A P g B S I
BV ARHZHEIE, BT AR AT A S T AR
%, EEBNGKREZE . BORSMA ., EH-I8. B N%2
ANFRTTEZM . H AT QIR BT il 1T i 2 e R WA Bl ) |
BEAP N G S IR AL A58 TP, Gt R T [ BT s A M
AN AR

HA, EZREIH R S SRR HOR S RO T BUF . il
RHIILI | BER 5SS 2 T LRI H A A R S H R SR e By as
W DERAAEW A MRS 2 AR, Kk
WEBUT . Bk BRI B P HVTE oA R . TR T4
i IR T AR AL SRR, AT R E R
B2 (e A a3E , R e a0 5T R W B O [ 7 15 Bl i T 3
MR

s, PR —— ISR TR, BOREHET 1 S bR a2
JIBCRT BB B PR 565 P BT iR i
My WARPEA B B SRR R MG M SRR, g 2,
TR BT SR B A R ARG R, TRERI LA THET
LTEE AR, BEEARRABINELT, HE SRR MRS
[T 5 o)

—. REEHASRRERMATAR

(—) TAEHREERER

T BT e AT M AR S B SRR S L BT 7
oo mEANL” WARE R B CPEBET ST EE S
(2023) ) 7R, BES7 &b it S TR I IEREFER B e 8 A5
e lghse O b, RIMSIE (IVD) | A8 &, Ol
(N NE B E S s p e G R ok S 0N

M EHARE, FREBEST TR T BT . 5
BES7 . BRI AT . B BT S e S L A i BT 2
T SRS, B, BRE BT B AT A PET-CT,
MRIEE iR & CAERE N AR = P EERBE N, FHH
FEHNT0ZAEZAX Mo /Nl 3 243 A #E o i
8, DA BEITREM . AR, PR, 3
e

HAR/NZER, #F Evaluate MedTech (38, 202244 3RETT 2%
il TOP1O Hp e — R i i)k, [ B i B4 Medtronic, GE
Healthcare, Siemens Healthineers {525 St mitnmnai ¥, X5
R R EEEARQNE . Pl & S bR 5y T T 580

(Z) BEREIFHSHEEN

AR, FRE ET7 A AERT A AT R K, R
AT BT 2 A B0 IKE) g . 48 (2023 T
BoI7 Ze BT Fe AU 5 ) Bevlh, 2022 4F i B [T B R B8 N GRF
55.3125C, (HEWHE11.1%, STV TFHAT Y,

DAARSMS W3R 45 01, 46 R0 1E B £ K 19 GISP-960 =
W AR O Z AT & BRI R R, e
TR AEAEIER ", MEAh, BAN BEIT B R 1 4 W A Bk S 4
Firehawk AL E RSB REIGARN A, PG HE ARG T,
IREERER A NS RS ERR g

Aid, REZLUPEE “ENA ., BRI MRS, EEE
Sk ERRFLS | SRR O TR T H AR Z U
BECTW, BAh, Fa-lbAElE “ERE . BRI (RIUKI,
722 s N ey O | 2 Ve 2 S RO N P 2 8 T T N T
SRR A2 T — B B AR R T

(=) BEERESHERR

BRI AE5 W DL T B By s e (S e £
B N “TZH7 8 “FROHE” W, ERRESAAT (e
20307 MIRINE ) (ERE7HMT WA R ) T eitx
I7 B R R SR ) S IMBOR, e
Byl . B3 BBy T A

RN, ERAER (NMPA) JEERREILE
IT BTN . 2021 4REITI (BT A B AR5 ) Y
“QIET ST S I AR ISt SR, ORI T
e ETRCE . Fln, BRI PET-CT £ 8ALI RIZE 5 T i
409%™,

WA, FRE T T AR ) T R R
B, O ERTHE. DR TR SR AR Y, (Bt
TFREE T WA BRI AN . BB I BRI = s s
FIAIENE, AkFHEIBREH THMESE L=,

(M) Bt 5 £IRER

P EE ST, 2022 R EEyT it S5 6881438
TG, IR 18,691, FRIE BT AL LIHUBCRIHYK

2025.2 | 069



IGEREAZS | CLINICAL RESEARCH

WFGEESY CAE A BRI 403 S, JFAEENRE, 8
B SR B S 4%, TR ER— IR LRSS R R s
i S5 TR NS .

SRT, FRE AN IR G 2 PR — R FRpRifE
RER Ry, JUHJE R MDR S 3EE FDA YOEZEREOR IR
RS IMARIRIERIIC; “URRBZIIIAN L, 5 GE. KRR,
P E PR ECAR T, [ P R I R A R FE O T 5
ZRMINE RIS IR AN T, B MRSRSERE . BT,
PETFEERIEA NSRS S A EIRME, KRl ¢
HER" BRI

=. ARHIEE R

(—) SRETRRMEA GHEED

FAF R By 2 T F R B g Bk, (e ainid i
HIOEORTTTH , ARIATZHOIE . 0 CT . MRIZES B
FODEAR: B SHEIR XEIEAE | RINEEE, JLTamb i shd:
AR P, ARG RRR AT IR A, R H AR
BEARF R, AR E PR T AR

FHT, E A s OB E RSB, AT (1 5 i 4P
{0 B PET-CT AT, (HXELBIH ™ SR e S 1 R it
FRAERSUERE . Foe i, [EAIIREG Lr2e i ! oo BT SR
TSR, AUEIL T BN seg s, tiaaREE7 &
| 4s bl S E e A RS eee e sPANTEI] (T e i A8

(Z) EfrsmeliTtEsRRMES

T B 7 et Tl B OR BRI RE T U5 AN AL, 32 il ARt
REHROIRT L Sz WEORIESL BB T s . KA A
PAERT AR BN, T HLZ AP RIS T o, IR AR
RS, MRS A TR AR

I B 2 A i s el AT DM ik o 3, A 7
i 5 E PR B R BORFAE RE M, WIREISSE. BN
CT. MRI, XOUEEEG & BRAEMIE L 5A S, HEkZ
o OB L eSS IR, IRIBTCHAS GE L TR PEI
T E Rl AR SR Y SR R R AL S S Al
ZFT U, WA TS A

(=) FlgEFRESHRMNE

TR By ™ M BRI PR e BRI TTA TR
(B AR AAETE Z (AL, —J7TH, D EA RO R R
PR BRI, EN P2 NV E R S BRI A ST
FHERERS s R—J7TH, BITstiiTie . B, MLFSEER I
RGNS . VP2 /N T B AN BRI, Tk
SgBAR A G UEIBA A S E S0 ™

AN, FRE BT AT A S AR OEM (J5G1R
HlER ) R, PSRRI A, BA AR

070 | MEDICAL RESEARCH AND PRACTICE

REST o XTI AVEEMAMURZ BORTR R, IR0 2 BRI
FAIRE

(W) F=MSEFENHE

T BT bl T AR FE A BRI S T 2 ik,
(ERE PR K ML R D SRAFAE 5 T b e U I rr e ™, BAE
F PR BT gl Tl T — E A OE AR S, KU MDR ([
FTEIHL ) FISEE FDA [ BtRe s Calh Bkt 7,

BT G MEM T, RAFREN A BT, H5
BRSESF IR E G L, RS FER IR R, shsth, 78
BT ET AR A A L, E R TR R A — B A S
FURHGEE, 2O Tk ST A S T A0 R s 7 RS
FIHI AT T &l Ml NP ARR GO, IA A Z
HELIAT R I EEETAA PR

(B) SRATERSERMCESRNITE

IR E A BE A BeAR AN RHIT e T Tl 77 T R EA A TR SR
NA, ABFE BT S ) A HOR SO, B SR H v 3 5
FRAA P, R IR — SL T AR L O R BEA T R AT
JRi, AEEEOREEESRD

M. BES5RE

(—) Bg

IR TR E BT gl TR I AR ST, AT LG R,
TRl By 7 AR M AR 2 T L AR e [ PR ORI B BT 5 T
BT SEE, (AOFmiRE R BRIk,

FERET Y7 AR TH, E RO BRI B R, s
PULL PR LA™ G TSR T E bR i a2 K, 1737
HATEEAE BT AR, FEREREESTAMAUE, A CT. MRI, L
JIE S R DA T AN R P ARSE 11, B2

T 7 e i AE A BT S T T T I B B A Jre s A
BB BRSNS, AT AR EE A M 5E 5 5 R AT RETT A
JEERNETT G, 2B RIS AR AN R L,
B IR RN IES E=S ) o8 s # N A NPT ELES D aTE =
FEP R, 5 AE LT R U G RE D M AR AL,
/NG SRR | 402 I ] 1 5 AR e A1 T T A A A o i
fi, HIAR ARG R AN PR F ) 52T

R, RE BT ST BRI TANE S, )
SEAERUR S . TR AT A s T, i el #ish
TR SR s8R0 Rl o

(Z) RKRERFHE

FRELARA, FRE BT gt b 55 1 FE f it 1 (4 B A Sl Bk
o —RBERIISITEGGIK, B LR AR
THRREMEAAT RAIHET, BRI, SR
7 AR AGE AR SEBL G TARRR IE [T A 00 S8 M BT



BB SRS AT RETT o

ARk, SN BT 2 AL S [ PR R AL, ST
R, A IR R B4 17 B SE 45 0K T 52 B AR R
I, SRR, GEY AERTTIAREG RN HTEOR
MR, W ATBTAR., MU AT ARARGS, SRR IR PR T
Ty etk S AR

TR BT AR M AR SRR TR AR A s A A A SR
Fo FRIE RN E7 S AU mom A A BG TR [#E1E, E
HHESZ Z T A FIEENLE], IS 5 E BRast RN 19 &
5, RERAA T, T AHHR AL ISR S

(Z) RE

WA AR AN EERUE IR, AR By S Tk

2L

K2I M MR GBI R . JrdsoR, mATH
BB KEUE. WEKRSE, KBS E R BT g SN,
Frle R AR A, i, BT ARG, mRETAR,
BN BN, PR AR LA AR 2, iTRR
e BT IR S5 O LA

Zr Lk, FRE BT Gl b T b T — AR R Sy
M, RAFmIGEHE 2P0, EWRIiEEXE . mdinEE £l
B se RS R ERRMEES T, BRIETT B e R 4R
TR o R B AL

MERGHR . 2022). (HEETFERm T RS ) .

(21565 , 2R . (2023). TR BoyF Sl AHT R RBLR S A S . TIE BT E | 12(2), 34-47.

[3]Rogers, E. M. (2003). Diffusion of innovations (5th ed.). Free Press.

[4]Freeman, C. (1987). Technology and economic performance: Lessons from Japan. Pinter Publishers.

[5]Tushman, M. L., & Anderson, P. (2004). Technological discontinuities and organizational environments. Administrative Science Quarterly, 31(3), 439-465.

6] By A TR R T (2023).
[TIREIEST . (2022). 4FH .

[8]Evaluate MedTech. (2022). Global Medical Device Market Report.
9] [ BT S AT R AR A . (2023).

[10] 4K . (2020). HE R RN AN SRR .
[LL13%AIEEST . (2021). 44 .

2] HRE AR . (2022). Byl B g s ) .

(13145 BE . (2016). “fdpHhE 2030 #RIZIE .

[14] E R BT fhir= A i) . 2021).

[15] FZ A BN . (2021). BE¥7 A ik ohr SR (R A Sl
[16] EZE AN . (2022).  BEy7 SRt s B B s 409 )
[71EREE | (2023). HHIEEES PR Gt .

(18] IFG ST . (2022). 4F4f .

[19] BB EEST i (MDR). (2022).

[20]Zhang, L., & Li, Y. (2022). Medical device innovation in China: Challenges and opportunities. International Journal of Medical Devices, 10(3), 123-136.

[2113FF BT . (2022). 44

[221 %%,
[231 £% ,
(24178857,

E5T . (2022). FE TR R REEST . hEET MR 5T | 15(1), 57-63.
M . (2022). HhE BT A A R SRBLR S PR . rREZ DRSS |, 20(4), 78-90.
2R . (2021). BT A AR P R SR S . I Y AR bZeAR |, 33(2), 44-50.

[25] B . (2021). Medical Device Regulation (MDR).

[26]Wang, Z., & Li, J. (2021). Research and development of medical devices in China: Current situation and future prospects. Biomedical Engineering, 30(2), 67-73.

[27) EZR 2 IR . (2021). BT Bl I e B A AR 051

[2813K7% , 2R . (2023). BETAEIRAEET Sl s A HIoT . BUREEEUE | 400D, 12-19.

2025.2 | 071



