IGS 11.040. 01
CCS C 30

DB4403

w3l il Hh S HE - S ::

DB4403/T XXX—XXXX

= Ty UL ETT 23 RS B AR &5 75
ARHE

Technical specification for adverse event monitoring and reporting for

medical devices in medical institution

SESCYED)

XXXX=XX-XX &% XXXX=XX-XX S}t

RITTHIZEEERE % fn






DB4403/T XXXXX—XXXX

H X
=SS I1
1 = 11
1 1
A ] I 5 1
3 R B G I et 1
G R e 1
5 AR ] L 2
R 1 .1 3
T T o 4
I | L = 4
I =~ 4
10 VA R 4
Pfsfe A GIRYETE)  BRIT A RFARERLIET U] ..o 5
ffsf B GIRYETE)  BRARERST SR RIS RS WY .. 7
BHETLMR o e e et e 9



DB4403/T XXXXX—XXXX

it

Al

AL IRGB/T 1. 1—2020 (PRt TAE I 5185 PR SO g5 i A Bpi iy i #0
E L.
ARSI T B SRR IR 0.
AR SRR EE AT s PRI T 25 P oA RS A e« IR TT b HE R AR LR
KA EERE N RCF . XN, BEF . BhRAE. AW THET . TKEIRE. VERE. W&

Jiv ERL T

II



DB4403/T XXXXX—XXXX

El

]l

By st RS AE R BT Sk b T e 2 et I R T B, B BT AN R
W, W] R ARG I R AE AN R, JCHGE P E A R, i [F2RA R F A
IR fa) s MR AR R A, AT IRt 2B 3 A LAR AR S N AT 22 2 i PR . Sl X =
JTER AN R BRI SRS, KA A0 7 A 5%, e et E) ., e 25 BE R,
BAEHRE . MBI R A BT RS dE— PR, TS f I RCR, B S i
IR, B . A 2 A Al N A R 22 4 O DR . CBEIT e bR B A BSR40 i
H R 2 LR T A AN R AR R, XTSRRI 3 AT IR . s PR A

By MU S B2y e At FH B R i S h K37 P, R BRI T 8RS R BRI 5 (0 B 2 R0E, [
Bt BEST AU SR BT Ao A R A5 S M e B . HERVE B SC R BAR BT 88 AN R SR 1
Ji . R R RS AU R TT 8 AN R AR S T, RN 4 T BT MU B2 el R S M A
PREETH 9B R R, 8L € By HUR B 7 s A R AR IR RS, BRI WL BT 2 AN
R I AR AT R SR AR

I1I



DB4403/T XXXXX—XXXX

BT MM Fr 28t R S A B AR & 5 R HSE

1 SEE

ARSCAFIE T BI7 A A RS AE AT i A 2B . 4R SR RS REFE . AT, B
WS EAL . BIRRE . VIS FFSL B S R 2K
ASCAFE T8 3 BT WU T R BT 25 A R A AR 75

2 MEMsIAxH
RSB AL 51 S0
3 RiBEEX

NBUARTE R E SGE T A
3.1

EJTM A REH adverse event of medical devices

O ETEIT a0, EIEwM BN N RAER, FHEE R SENMGER &G FEF1:
3.2

F=EHE serious injury

B EEIT 25 1) R PG 2 — RO :

a) fa A

b)  FEWUIAINRE A A A B MR S5 R IR 7K AP35 497 5

c)  WAAURHNZEIT it A fE kG bl Ak A AT 2 B B
3.3

BREITRMAREMY group adverse event of medical devices

[ —B=y7 2S b/ R b, 7EARXS R R Ta] . Xask N A, X — e s N A B A fid e Bl
A A A B B O A
3.4

EfTaEA REHIM medical devices adverse event monitoring

KFEEIT 2N R I . R AE . 0T TR A H LR .
3.5

BETETTEEM  innovative medical devices

T SR T AR B A AR Y, SR T BT AR

U LS )

4.1 EFFEWHAREHENTFERS /A



DB4403/T XXXXX—XXXX

4.1.1 HEFTHMWEEFRM AT, ADNHERE BRSBTS BT S 3] ImRR =% A i
HE. BT a1 144 L (B BRI 5 47 97 BAR B4 TAE I 5 IR BT ds A RS i
WUAURREAT H O TAERE R . & RIT S R W 14 BT d A R S s D1, 7EAF /N
HRBEHST T )43 TR Ak .
4.1.2 SF/NENTT ST HUAL BEIT SR A R S50 I 08 A OC T4, JFJEAT DA TR HR 3T
a)  PRBEDEST AR RO TAEUR T R, B & R i 2% 55 IR I TAEJT R b /5
) BRIt A 5% 5
b) A BTEEIT AU R ST AR R S5 M U B B e . B, MRBORIVESE, BRI, IR
e oMy s AN P A IR T s iR AR AN R FAE
c)  ATTERITHUEIT Sl R S MM VAR E B TAE, R 55 N RS2 9T 28 A
R A W AH O BT AR 5, B EE 55 N G M U AT o BT E A R AR ST AR AN 5%
St
d) BT M BT s A R A 0 B AR S AR R, e BAALZUH O H R i AR
BAESUG PSR S R LA U, IR IR IR B 45 N R 55 S
e) AR It R IT d iR AR 1) S BEE T RE S BUE B FEE LT IA RE 4, B ED)
BoE A I M FRAFAR R,
£)  HIERK BERMEITSMA R FHANEWE, NHSBOET S ™ E G EAS R FHRIR
SN ES
g) il EIT AN AR IO SR . Y S R B
h)  EESLEURE LI L, K EST A RS I TAEI N =T MR R E S5 % H br
XTI AR T R A R = A A N T AR 2
i) ARAEIS EGREEST AR AN RS I AR UL R S 1S R

4.2 gL
4.2.1 HEEN

I PRAH S A1 BT BT A AN RSP 00 MO0 A s By ae i BB 11 9057 (BRyT el R F 1
WER) AELIAIR, NAZ RPN AL 1 R RS .

4.2.2 BEEHE

By el RS TAR S N e (Cnde=pafE . BFRRESE) TLEDHTBE N A REF1F I
THEDL, X HREE _EARAI LT SMA R F RGBT R PPOY, XA OGRS 5 2 B L S A4 i R
FHE, EoRIRREE 5N ez i .

5 RERN

51 KRN

B2y HURIE A AR SCVE RN ZORBEAT B2 7 e A R PRI, A 4:
—— PGS W R S BOE T ™ A A AT SRR T AR AN R AR AR 7
—— BT BT AT BN YT IR T 20 BT BT AN R 3

5.2 TFERENHRIERN



DB4403/T XXXXX—XXXX

5.2.1 REEST FAS R F LA T E AR A S5, RPRBESE A N B Tr ae il REAES, mIEN
By ae A R SR T I .
5.2.2 REATHAE. T, HEH.

6 wEERF

6.1 BRI AR R AR BT 8 A RS ROT RIS . U SHS AR o R 3R T e B2y 7
B R ELR, NS ATEM A RRN SRR, IRl ¢ E R R R FE R IE R
ARG W Ty Ao RE .
E: EREST AN REIRNE R RS G RGN AL http://maers. adrs. org. cn.
6.2 BRITHUMFENIA TS . 12 B B (LR BB (LB I A 2L 1K« B BE VI A DL Bk R m] e B2y
T RN, BEICIERTF A e Bl sk, & RACRE = BT 4% 5%
6.3 USCEE VI B AR O A R L SR A AR G R O (R BESS NG, BLRCMREER
[T V0T TP TN e AN L e N 4 N U N 7 S AES NN S 4SS BN - A e SO [ A E R N 2
Pey ATHME. e VERESEA R EL T
6.4 FRLE MBS IR BIAS R S5 BRIt 45 0 B3, S 5% L R A S SO AT S
LM BT LN AR
—ITICRE B RN AR, BRI A BN IR A6, AT, FE M TR, Kb
HEmy, WEEEE (A Ml FRe . FBER . BHMER LA AR (BIAAK.
WEMHES  #ib55 /985 A7 B AROUEE) A RFEAHEDL CRl i e A
WPlE) . S RERER . A RFFLIREE)
— TR BRI EEE R, R ENE BT EE, HBRERER.
—— RN TR DR ARSI S R FHER, NidRRR, JERAF R I E %5
=¥
—REEER . EEUE B ORI A NAZ b 78 578 3 B BR AL 2E 5
— XA R SRR BEAT A, RTAGE EARLGREE L P TSRS . BRI A A IR A
VP E R 5 SAFEBREE . P s R e Bt 25 rh . TR 2. B A
REEZ BT T -
6.5 LM A FEAIHE (BEITa8MA RFMFIRER) o HE ZOREAE:
——REfE “TTBERIR ORI, RIESE. FEEE. HERS
—— BT BV R BB SR AN AT SRR T SRS RF AR, SBOETHIRNAE 7 HRE; SEU™E
fid . WTRESBUTEFRE L THRAE 20 H N HABTEOUNAE 30 RNHRE: G
ByT &b« — L0 BRI PR AT S A 7™ 0 B R T I BROR IR 75 5
—— BRI WU e BB SRR 27 A R S el i K SR e, A 12 /N i LT
B AL LA U 24 M B B BARATEGES AN M AL, 6 B PR AR
N B SR B UFE SRS (REAR LT 28l R BRI R, W R BIIERAE 24 /N
A BIEHHTGHR A 45N (ET7 8 REMF R RD) , R E R RT3
AR EF G R RS
—— BV SERA R AR MoE R WG B RS, BFEEX. AP A
REMR SO EHEZ E L, EEEMAME RN A REREE AR O
—— BBV SERA RE AR, AR RN R E AT i eI i A, BRI AL
P AR L & o


http://maers.adrs.org.cn），通过该系统报告医疗器械不良事件。
http://maers.adrs.org.cn），通过该系统报告医疗器械不良事件。
http://maers.adrs.org.cn。

DB4403/T XXXXX—XXXX

7 EEASH

By BURA) L HT X WA B B B2 7 A RS R Z A i A BOREEAT o T A pEAY, AR 7 R A
FEBF RO SRIEOL . A REIRIRR S, TR R Tt > Fps 1 BT 8 AN R SR
HE R

8 IHINEER

8.1 BEITHUM R € BT 2 A R BRI R, € A2 S R S I iR sk )1
SR 55 N S i il SR AR S BE D .
8.2 [BRJTHUKIRIIT e 2 A IR EL A% , B e B2 YT UM AT 22 4 BHUKCT, I ) J 3 I 2 P 2 4

97 WAL RGN AR AT BT 2N R SR IR E 5 o (e BLARAT B BT 2 A RO 5248 Bf
B, ORAF IR AN R F55F o AH AL T s I M C SRR ADRAE BRI DR L 32 HEs 1 4 ¢
PE PRAT

10 BB ST

101 BRyr HUMISCEE SE AR T IR (0 N A @ AL, DAL S P s i i M o 1] A M RS T D55 (1 ob
FRVAENLE], B A RUEEBEE, R ARG
10.2  BRJ7 UM AR R X AR B2y WA (R B2 A R AR iy AN I AR REAT — VP0G, IFREATRF
Bipfit. VRGNS
—HIH N AR, By ae A R R SRR R %
—— WO TARRE SRR AL LR B SO S I BT AR AT 51 R AR AR ) T
TEZER;
—— T M AT BARRRET ISR & I AR SO R R TR



Bff

DB4403/T XXXXX—XXXX

E A

(HZEM)
Efrsff REHFIRERLETRA

BIA. DILRE T BRIT 8 A R AR R A SRS B .

1. BEIFEmN
REHRPRI S AR -RAr; RS,
Sy,

W SR A T R A 5 R B R T

PeRbAERR: (B
EMLER. WE. EMLEER.

ENHES /ERS: (B

e B BT, M EEE. B LEINER
Fe EER (. ) 20152261578,

[H (R ER e bk 20153261578,

B (HRHme) a2l . 2. . i) % 2005
# 3260351 5.

E2hE i . #E. i) 5 2001 & 3230055 5.
TR AR 20140005 £

SrUR A GIED 572009 3 1310254 5

BEHME: (BHD

AR EE. B LEER.

Pk (BED
FE A S PR BT AR AL 5 i A S, TR R .
oEr AL FEE.
PR (D
b S8 I T AU S e T R E A
PERES UFFIS). miER e, Wi LA,
UDI: A, HMHES,
TG T A S BR, (D¥eE. RS
SH R RS BT T AR T R
ol g, BELAS.

R VIBE ™ WbRiE, ARENHES . St 5H
PSS, WASRUDI, EiE R PAREE.

HPEEHE: GBED I IREREH
B AR R B EATRRR A TR WOW. X5 T HoAth
Ey7 ARt . ol DLESRMENL S B B B WEAE EREAT
BT . WA b A R A . A H R
FTRCIR R . BEAE RS R DR B RS R,
BRI, T R A RO T i A e
[, REFEFLS R DRI R R i A FUAS e T
TR, A5 THAS R R T UHIE 5 A stk 1M
HEWE: 2014 4E R LU
FAEHENHE Sel# 2 510 R FUHA M=,

EHHFTREALR:  (BHD
A R .

2. FRPFAHR

HHREEN: GBI

BRI At A KR sk R A H . B (AL AR e ig
HL WBHERE R, S LEN LA LA,
WpCHEE ARG, WESANSE 1 A, AsEARY
KA HGHEEEMEM, JHE “HRAERE" STH
Bl Ee SR ENNS SRR, A

FHRARRMER: (BED

BT DU B S 3l BRI BT A R S 1 i b b
A, o) 35T skl T4 5 4 H .

Yidf: OFET

OFEHE (& U FE R T ™ E
& (DfE M dr QFEHUATHIE KA AESH Bl L
TRES R A AR T, (BRI T WA i
A A B R (ORISR R A of 1
BEARRE# &I M0, P& REdEs iR, B8
AEME IR AR G TR R R R 0 A5, 1
LR AR IR R 22 . B AR (DA
TR 2 A0 R R v MR SRR ORI B
e IRTE: (DR RISYT . A PERT R T ik
M, TEIH; 0SSR R (0FE
TR 084 SR L)

OFAfth (EFE B ™ B 555D
HrERMN:

i MDR FECRF A RMIER. WA, SR, FE
HE MM ESARE, BE. 02, m: OERE.
IR R AN B A A R S, el

SR E A U R IR R R

|| T EAE . aES R B

el g T DA i MR kA
AR

BT A ko PRI 2 (T e e D60 0F A e 0 5 1Y)
Wit B BRI SR AT T R 2R T B
A S R R FE B 0 I . BRI P, e
RS YRR A . SR ) LA R E e e
MEAB .

BEFRBHEEER: D7 8mA T & Bt .
W TR, M. R R RS (R
So01ES) B i A PUREE S A B EigEd A
i), BRI RMSEAEE; “EH7 I 3%
EABERIET ‘XX 27, 1-3% (&) #ILRHT “XX
7 “XXA” . 1 (&) 12 AABJLEEE “XX
A7 #&EL (-1 4A) RS “xx BY . B8HET
B, TREEL. WARKE.
f&%: ﬂaﬁ?
WS

BRI S 00 Sk 1) VA B9 75 2 e 1 s S S
RMEET, USROS, T R BIRGRE

#5: B0 40O

% A1

ETSmt REGIRERRET IR




DB4403/T XXXXX—XXXX

e Lo S SRR AR A A R S T o S Lo I S S P
UL ABRAE R 5 QAR RS 0 R B A B
S, MERHS.

3. frRfESR

FRRITRARMER: (D

FEEEAT RS R B G S BUE R E . 5
SR EUERR . BEAUGRIT MBI, IR
WHIERI TR S .

i B LA BT AR T ELAR 5 A E R R 45/ b
SRR R A TR B G . A SR R
FESTIR R (A R 6 S S S A 2
fis i i 4 0 B P P R, e s
M) o SR, MR REAEN S RS, SR
24/t B S B IT RN A A Bl AR (5 .

4 FHPHSLE

WAEE: (B OETHW OFE ORE
(R PIRIES 58 K
E BER Rk, BT B E T R,

MR B (SEEHRREREE. SHE
. PERIHCHE. RSO, IS RSN (A2
IPREE. RRSRRRRIfRAR) « XAz R RAMIRIT
M AR A R RIS AT e S 4
., TEZ SRR TR R AR
N RIEER 55

AR (AU fuf S [R] fe i SERL T 46 (0 ) e R BT
w, PRI, Tl IS S CRARR
BRI UM AT S5 LR L IAYIAAE, Ik
e BRIG. MR, BEHUEE. RUALRHLAE, AU
S0 B AL . Calge) AR
SRS R, TRl R CRGR 1M
IR AL ERS D o eI 5 el e H AR
UL AaIEf B bl R AR

FHERENT: G A= ks E ik
OmEE OEFREESR OREaREE
OXEfE (WibERITsme, R R =50
FHRESTAGRER:  (DBFD

R4 G EST A S L. SRR MRS L. R
Y. AREERATOL. WAL PG (B BT A 2
BT SRR 4 T O 1 5 IR A T B )i T
7 R PR PRI R A S A . B
R CER Ll IF B Aol i B R i AR R 5 AR
.

VIS LEER OB, T AR -

A RS R A E R U BT a1
Bl X W ) AR B R

5 FEEE (BTHANSER. BREREFRS)

P ETE A e

BAEBRT WS IR, SRS IE I A

&A1

RS O () 7 L T R L
GBE .

O il O EE

ETSEMAREGFRERRATHRA (40




DB4403/T XXXXX—XXXX

Mt & B
(FSE M)
BAETSHAREFRERAIESAR
B.1 HAEFTHWMAREHRER
KB, VHE T HEAREIT S8l R A& R R
#B.1 BHAETHERSREHIRER

RERPRTT SN R SRS R

it AN

et gihh: S8 TR A R B R R gy, AWM, HRZGEER. FRFRIRE T AR .

et ] SRR A BT S R AR BB DI 1]

BN TR AR T S R EHRE A b4, ARG ERIK S A, RFRATIRE LR .

AL FR_EIRBEA LT SR R FAF LI 2R ARG SRS Ak KRR TES R E A

FHIFREANE L

AL QAR+ FRREREEIT SO R BRI R M R0, R Ge bl LUl sy TAn ] 48RS 2447,

PSS CAED - SRR T 8N R L™ s SEPR e DA, iy 2R 0L, B Rt

RN CAED = SRR ES T SO R L™ i m R EA REFF KL 0 2 X i, B Rt

KX CAED - RAERHREETT SO R BRI, RSt Ll AR ] H Ry

B TE] CRA3ED « BEARERST Sl WS008 R i 2 — Bl E o A R RO I 8], AR 48 E I o T A e RS

AR R AR - BEAR BT SN R FAE A T R AR SR IS R R, RS R T
HS .

2T A O

TEMHES 5 G « FRRREEST SO R SH0R K i HIE LA

PERAATE CIAIE) « FREFALST S R FAFE K S AR

PR T S B B RS T S i SURS N PR AR B AR IR B

PR T RPN BT ST L AU, RS AR B A AR R B

M NFR: FRRARLE T S A R FA 2 i A . R4 bilid DR ] 4IRS HESR 5 5 RG 2 HAHS .




DB4403/T XXXXX—XXXX

*®B. 1 BHAETEMTIREMARER (40

RS U AR EE AR RIS .

FURE: FEHEG TS AR st R IR IS

FEEERI

PRI G - BARFARE RN BE G RARGE, FlineERE. IR FARSE. BIEERECIRAI D™
m COREARE” , WMEMNRGESE, s LEFE] $2HI5E I AR HE o B R IR T 28 8 H S R IR, s
(4Bt ] FA i X HEHE f BoR i R H R I ARE . MRS PG E A, 5SS R0 H R .

SRR I TR ST AR MAE AN R AR QLR CaTRE) 5 B O A Rl . IS B ARG IR B0 dh i
BEARTE” , I MARGLER:, sy [E#E) 83 A i e b A o e BT et 28 B R AR, Ry D4
g ] FHLH AR TERE T R Al 2R H R IR AR . IR G EE EORTE, 5 AR 8 5 iR iR L

FERAERE GRIE) - RERFAERB 2R, GRS M B K. (R WA RS X EEY
Wi SRECHVETT T BT SRR S P I LA N

HZIG L RS A T e SO AL RE)D

B A% AL

B.2 EEFEWM

B.2.1 MEALRST & AS RFAFIE L dh RN R — BT 8580, SRR AT Q2 R AR AT REIE AL
KAL) Soan i sE = B OESEE, AN RAE 3B (&) Bl HEI%HE 3 61 (A5
PR I S % A A o

B.2.2 Z{B.1H “FHahdlts” M S ARERIN .



DB4403/T XXXXX—XXXX

2 £ X M

(1] ExRWHEEEHEER, HEX DAERRER RS, BT S R IR LI A A& B 0k
EX Wiz SR BREAMRERRSLHS. 20184




	目  次
	前  言
	引  言
	医疗机构医疗器械不良事件监测和报告技术规范
	1　范围
	2　规范性引用文件
	3　术语与定义
	医疗器械不良事件  adverse event of medical devices
	严重伤害  serious injury
	群体医疗器械不良事件  group adverse event of medical devices
	医疗器械不良事件监测  medical devices adverse event monitori
	创新医疗器械  innovative medical devices

	4　组织架构
	4.1　医疗器械不良事件监测工作领导小组
	4.2　职能部门分工
	4.2.1　日常监测
	4.2.2　监督管理


	5　报告原则
	5.1　依法原则
	5.2　可疑即报原则
	5.2.1　报告医疗器械不良事件遵循可疑即报的原则，即怀疑某事件为医疗器械不良事件时，可作为医疗器械
	5.2.2　报告内容真实、完整、准确。 


	6　报告程序
	6.1　医疗机构对发生的医疗器械不良事件应开展收集、识别、填写和报告。发现或者获知可疑医疗器械不良事件的，应
	6.2　医疗机构在收治门诊、急诊患者或者住院患者住院期间发生的、患者随访发现或获知可疑医疗器械不良事件的，宜
	6.3　收集范围包括器械发生的故障、器械使用过程中造成的伤害（患者、医务人员），以及怀疑因产品质量问题、标签
	6.4　各科室监测联络员收集到不良事件宜及时报告给监测员，监测员宜及时牵头组织并进行事件的核实和分析。核实的
	6.5　按照附录A的样式填写《医疗器械不良事件报告表》。填写要求包括：

	7　定期分析
	8　培训与宣传
	8.1　医疗机构应制定医疗器械不良事件监测培训计划，定期组织医疗器械不良事件监测知识培训，提高医务人员报告监
	8.2　医疗机构应开展安全用械宣传，提高医疗机构用械安全管理水平，并向患者普及用械安全知识。

	9　档案保管
	10　沟通与持续改进
	10.1　医疗机构应建立部门间的内部沟通机制，以及与所在地市场监管部门、卫生健康部门等的外部沟通机制，宜及时有
	10.2　医疗机构应每年对本医疗机构的医疗器械不良事件报告和监测工作进行一次评估，并进行持续改进。评估内容包括

	附　录　A（规范性）医疗器械不良事件报告表及填写说明
	附　录　B（规范性）群体医疗器械不良事件报告表及填写说明
	B.1　群体医疗器械不良事件报告表
	B.2　注意事项
	B.2.1　群体医疗器械不良事件涉及产品应为同一医疗器械，事件应是当前已经发生的、可能造成较大社会影响的、致命的
	B.2.2　表B.1中“产品批号”和“产品编号”不能同时为空。


	参 考 文 献

