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Comparison of Post — Marketing Supervision Models of Medical Devices Between China and

the United States
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Abstract: Objective To promote the post — marketing supervision level of medical devices in China. Methods The basic situation
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of medical device supervision (organization, laws and regulations, and classified management) , and the post — markeling supervision
mechanism of medical devices in the United States were introduced, and the difference in post — marketing models of medical
devices between China and the United States were compared. Results and Conclusion The post — marketing supervision systems of
medical devices in the two countries are different mainly in the aspects of supervision and sampling, technical support (inspection
and detection) , quality system supervision and inspection, adverse event monitoring, administrative means, etc. It is suggested to
strengthen and guide the sense of corporate responsibility, and establish the medical device information database system to provide
the evaluation basis and information guidance for the supervision,so as to further improve the post — marketing supervision level of
medical devices in China.

Key words:China;the United States;medical devices;post — marketing supervision;drug administration

BEAE BT BRI H a4 L BT e B R B TTIR 980 b T i o HE R BT S R BT 2R b
G e SN T 703 i e S SR S i I Y & 2 N I 21 AW 40 A B = 84 £ TA/AT IN
AL e AR B PR R AR L T R R AR R R S FEPT P A T e
[l 2y ae bl L e i A R, BN R E B ae bl AR b AL A K3 T s B O R AR A e Je it

e B A PR AR R BRGE AN R FPEE ARG 22 4 A SSOR G o ) DR B ™ b s W AR
1 XEEfFHRMEEHRRL B RPN LR A G By i s R B 4R R e I
1.1 AR R AT BB AT BN A — B i ]

FEEEMHMGYE RS (FDA)REEE TAEKA SRR, AR 2 %t 55 E7E B BT a5 O,
R 553 (HHS) , & 2 EME— A I S A P (T8 R EEF S M . T ML . o EESAE
HUF , HBE AR HR ST S 3 B 22 A 8 i 7= i R BT, 37 (OCD) 72 PP 5 i 98 A % (OPEQ) VBRI A =
ARSI 5 (e Atk DR ERER P A Al . (OM) Bk 5 TR A= (0SEL) K S5 HE
FDA HAE Wil FIFTEAL B 58 Pt (CBER) VB4 SR A% (OCE) (EURIMVAZE (OP) | R LKA 56 R A A A1
FEru (CDRH) P EMBFsE 0 (CDER) B %4 HivAZE (0SPT)2)

5 E SR (CFSAN) JHELH] & H0 (CTP) VBB 1.2 HEKEM

L (CVM) | B Z 5 B 22 0F 58 TP 0 (NCTR) (iR LS 55 1938 4, 3¢ [ B 2@ o 1 5 1wy S0 B 7 e Ak
T2 (ORA) AN 55T (00) Al A, P sl Bl fe M —— R o 24 S At S R 2 ) (BN X BE 7 4
A WA HE T AE %8 CDRH 3%, WAE T B E R 1976 4F, EE E A ERE T (E

HRAE FDA PRy 7 XS A BEAY AR, CORH B ) TP e B IESR) 8572 1 M BURATEGHTT 7 5T R 7 A8 B

F—1EH ¥, &k, AL, AR AR T @A EFERES, (B-F124)1020696840@qq. com.



2023 4E3 H 20 H 45 32 455 6 1)
Vol. 32,No. 6,March 20,2023

¥ %

China Pharmaceuticals

B

Pharmaceutical Administration

WS A B 3R [ B b i A SR BT AR Y
B 5% 57 15030 1990 473 1o 1 C BRI 7 2 48 47k 58 ) B 3
W2 Bl A A D CBRE L 4 ) (CFR) J2 56 [H
RS BURF A T HLAS FE CBRIR A ) vh e R 5 20 A 19— ik
PEFN A A I BT G, L o 1 FH P N v A A
N o FDA ARIEIEEEHITT T R i AR B, 1 4 T (6
FFI G )ER 21 55 155 800 ~ 900 #4313,
1.3 EFsfamEEsE

R i RUBGE 25 9% . T A 4 4 M A R0 9 DA 7
SKBAE B FDA K BT ER il oy 32, 128, K&
BORS B AN T R4 T 3 A B, AW i2 2% R A 5
02, SEAT A B + FRORAE B, W CT 555 T2, — i
S KBS A i S R B R T AR A A i L T
O MERE IS O R RS N TR S = F 25 4
BEETT RSN 30% ,62% , 8% .
2 EEEFSEWMETERNKBENT
2.1 EHEMENE R
2.1.1 B JE %4t AR A

BRI L 1984 4R s Sy T BEYTY I ARk
ARG 1997 AR B ST T BR YT g AN RO B8 R
(MAUDE) , If-1a) 28 A CHARE R L3R 1) 38 FH T8
RIS Y7 i B A 2 R 1) BT e A 2 o B T AR AR A
H UL, A B 7 i b 1 7 0 RESF FDA BT 25

At i B

A W 4% . FDA BEST T ™% 1 BT 28 28 4
AV DR 24, E X AN A R W I A 104, ek
LR 2 (SD) ™ b 2 AR TRUEOHE 2 (PCT) | #5 fE—
FRILEE 2 (UDL) 7= i 4 A i JR 0800805 P22 (TPLC) %5
N FEE T2 o AN R B0 T AR A [R) A B AN 5 T e % T
FEARMEE R R 4 S B S BT a i
AL T P K A BE SR, B2 T Wb S s R
2.1.2 EWERAMEEIEE

FEAIFE TR T AN FEEIE AT ST
() REPEAR A1 522 bl g WA 7 e 522 bt e
DA77 2 i (RIS £ 24 i AN Al S v 58 )3 522 31
FEALFDA X543 102 | T 28 1 7 2 B S i o o vl
Je WEI B AT R, B AR Al B R G B B UL
B O BT BT A B |, O B s SO A {F BT
S MR, BN AN (=R 9 S PR & A 23R T T 1
D o A 7= il 7 e R R A5 AR L (4 B 2 11Tl $ 58 FDA o
e, LB e 5T RI RT A 50 B I [7] FDA 4858 B A
WA ) v I R e 2t

CHRIB B S 2 T Aot S I ) B W 2 R 3 2%
PFZ— M BEYF A (TN 28 VM 28) ¥ 75 k474522 Bl e
WEIRIFSE” : 1)1 A AS B AT R ™ 2 (A R
fa BRI S 5 2) 1% g ik e LB R P o I

®1 PEEFEMETREEERAIILL

Tab.1 Comparison of post — marketing supervision models of medical devices between China and the United States
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