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Supplier fLa77E Authorised Representative AV Health Institution 2 4E4/1f4)

‘1 “ ‘1’ **

4 | :
Manufacturer #h& / " i
Distributor 2%%’%

Importer FH[&E ;) a *

All others rely on CE mark k J
{KﬁﬁCE*ﬁE IT:J [‘JLF ﬁ_’f Patient

and user
EEHARF

Subcontmctnr sax=19a]l




H_. b I Y - |:l
B VIDR Y it
25 May 2017 2'2}62:4;; 2221_ 27 May 2024
2017455252 R26% 202455272

Entry into force 43X

Date of applicationERi5 HHA

MDD /AIMD <grace period S3fRHi>

NB designation under MDR

Transition period
Em 4 years 4% 27 May 2025
years =
27 May|2022 2025550275
2022555272 i

No more
making available or
putting into service of

devices covered by

Annex IV certificates issued before
25 May 2017 void M RIVIERTE
201755 HATH

S . MDD/AIMD

MDD /AIMD certificates iFH i
EV{SMDD /AIMDiE
All MDD/AIMD certificates void PHISEHITIGTE

PN

FFr&MDD/AIMDIFH4=34
MDR certificatesZ=s725tiZi (MDR)JAILE

E!"'E%Tﬁl‘:;ﬁﬂ iMDRi B AN Y




B MDREEHZIE

» 8% ( Directive ) # ;%M ( Regulation )

* BERBRZERTEHEFER,

» T sChElg SNBSS E,
ZREJLIZAEE.

Ei78EIg< 93/42/EEC
+

BIRBENSEMIES 90/385/EEC

{FIMZHRr EET T 28 ME < 98/79/EC

%% (Regulation)

» R—HEEEREAEMLSNR
HEIZEL.

- FEH-EEN, SRREERMRA
%ﬁﬁiﬁ%ﬁlﬁiﬁﬁiﬂw
e

=77 R iiE
EU) 2017/745

IMZEREETT 2E
(EV) 2017/746
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AT HUS MDR T 2 45 LA

http://ec.europa.eu/growth/tools-databases/nando/index.cfm?fuseaction=notifiedbody.main

Bodies

Found : 17

Search criteria »

Legislation : 20177745

Withdrawn/Expired/Suspended MNotifications/NBs are not displayed in this list, you can find them in the Body
madula under the kyperlink "Withdrawn/Evpired 'suspended Notifications/NBS”

Body type MName Country

« NBE 0050 MNational Standards Authority of Ireland [NSATY Irefand

» NB 0051 [M0 ISTITUTS [TALTANG DEL MARCHIO DI CUALITA 5 PA, Ttaly

« NB 0086 BSI Assurance UK Lid United Kingdom

- NBE 0123 10w SUD Product Servica GmbH Fertifizierstellen Germany

« NBE 0124 DEKAA Certification GmbH Germany

. MB 0197 TUV Rheinland LGA Products GmbH Germany

« NB 0297 DS Medizinprodukte GmbH Gemmany

= NE 0244 DEKRA Certfication B\ Methierlands

« NE 0459 GMED France

« MNB 0452 MEQCERT FERTIFIFIFRUINGS- UND PEUFUNGSEESEL | SCHAFT FUR OIE | Genmany
MEDIZIMN GHMBH

< NE 0422 MDC MEDICAL DEVICE CERTIFICATION GMEH Gemmany

« NB 1917 DAREI Senvices B\ Metherlands

» NB 2265 JEC International 4.5, Slovakia

« NB 2409 CE Cettiso Orvos- &5 Korhaztechnikai Ellendrzd és Tanlsita Kft., Hungary

= MBE 2460 DMWY Gl Presate AS Morsay

NB 27eT

BSE Group The mnetherdands B

nNethesiands

ME 2862

Intectek Medical Notified Bodyv AB

Sweaden




Unannounced
Audits

Microbiology
& Sterilisation
Audits

Technical
Documentation
Reviews

Mo real changes as
a result of MDR [
IVDR. New
frequencies already
applied.

Cnce per 3 years for

Class ITI &
Implantables.

Once per 5 years for
rest.
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B MDRY 75 1 & X

Competent Notified

Manufact P :
facturer/ uthorfies  bodies (NB)
representative A N=IRA

(AR) XX

European
Importer Commission

yvid W[ XKER

MDCG
Distributor EShgii]
g =[] EZE



B MDRT 3 EARY, (1)
S R 0 TE CBRAL)

-2 S T M A (Economic Operator, SRN, EUDAMED)

g

- FREE MBSk (TCF, PSUR, CIE, SSCP)

- & TT A (PRRC)

- W S5 UEHH & PR [

-UDI, ect



B MDRAT ARy, (1)

[ 2 EEK: = Article 15:
CREZFPEERIUN « HhsEnRREEs — SR Er RS A0S
Z/ HAHEEA.
. SRS AR
- RIEQMSRIE R HYTAIRI RIS TR
S cve e L e e
- bEELE
- ERAKPEIRS
- EE|GHREES
= Article 10 (16)
» BIEBALSRISSE , R EIERRL
H  REUEE , 3585/374/ EECHES FHHEAESE

RIZBNISRE | EFnERZENENES
fRi-IEhtE,




MDRH) 3 Z484, (1)

MDDIES MDR;Zi®

« FUEEFHIELRTEIC -
HLTHRITRAXAE
( BISFS 1L )
REEE TS,

Article 10
HNSEAER I FHSHSE IS A,
- BN : TS5

- Bfth™=5R . A0F105F
UERTEERIIERT , MR EHRANE,

ERHEIEATEERBAIRMROEIER , MNRRRBEATRS
BEEXAINY , HERFEEEEHE,

Article 10 (14)

ISR RIEEESR JREXK , IR IR
SMAIFREERAINME , FrRBINES iz R E
RENMBEELES,



I i1 345 7 I I 1) M
o FHIRTT Y &
> B 5561
-CECP/CEAR
- iip &
- PP AR AR A
-&%MW:
- BT E
- RATHG A&
> KK B P AR
- I5UEDOC. TCF. &g FE . SRN (FhUDD) .
» Uk TR o 5H T
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B i 35 s T I ) s A

QMS processes and Economic Operators

Manufacturer | Authorised Importer Distributor Assembler
(Article 10) |representative| (Article 13) (Article 14) (Article 22)

(Articles 11
and 12)
Eudamed
registration
Technical
documentation
esign and

evelopment,
anufacture or
ssembly
andling, storage
nd distribution
h\luncnnhrmitias
FSCA
UDIliLabelling
Complaints
PMS

Erson
esponsible for

c




B 4 5f 1z = i Economic Operators

d Manufacturer — Article 10

EC | REP

Major increase in
responsibilities
for ALL

Authorised Representative — Article 11

‘IMFDRT ‘ Importer — Article 13
m Distributor — Article 14

> Procedure packs or parts / components — Article

" Translation / Re-packaging / Re-labelling — Article 16*

L *Need EC Certificate




B - HSRN

SRN LTS

. 205 30 Z PR HA 2 E R B T Hid R 4.

AU$E: TEAESRNACHDT, DAZIFRE 72 A<HE A P 7 #H 51 LUA( Local User
Administrator). 1%H] & H G n] )G T A SR 13 B

— MBI 25 G E A SRNAUTD.

U — A dliE A 2 A= s, AEumEIieE, 2R WA A TE—
NSRNFCAY, Bl 5 76 A )i B3 FOA 4. CAE 1B, IFU%E) |
b R

RRACAR, EARIE [AIRE An il m rg AR, (HHEEREE & —FERg, SUE—
MNHEZH, By BLnT L E —/NSRN.



B VDRI EARY, (2)
> 5 RS (L T R

SO ARSI QI FFEnb) SRR BT H AL, R
=L UZE, AT EM™REI S UF . Clinical Evaluation
Consultation Procedure (CECP)

SXFNSE R FE 7 Ib 2R g, fE A TS P Ia, T &K
Pl /INHA AL THIE . Clinical evaluation assessment report
(CEAR)

- FB 3T A 73 KA

- naEsHIE AR UEE P E KR sk i e R E . (PSUR. PMCF)



B VIDRH) 4240 (3)

> g FHYE FEAT R
-FoR TN HVEEL, JEERTHE, HEIEE A XS S
rﬁﬁﬁﬁﬁﬂiﬁﬁﬁﬂiﬂcﬁﬂﬁﬁﬁ}\MDR 1) FE Y

»OFT IR AT A 30 DAKRER, AN D25, <51

» [AMDDHE 2 W #7717 di o IS
(Ir-Artile 525571), HFE B #&FH AAnnex VIIl, rule8)

P RARER, B ER. (HHEEGNFRRS, FHE
lmAR &, I (AR



B VIDRH) 4240 (3)

Rule 18
{Devices utilizing

+ Inclusion of organ AIMD devices and * Mew rule on human or animal
storage solutions, Iﬁm software denvatves)
N:; rrrﬁ_jiz into the I i
rule which are IRt - = Cla
class TIT i EE2)L g[m’g&lmﬁg range from class T T -
wmRAH=% lags T T — clage I e1ain s Rulz 17 in MDD
- iR RIEEE= = addition of cels (o
» Total and partial 24 » Clarification that i)
font replacements e o R :
Rule 6% are dass 11 be derived from «  Addition of human
i himan blood or E}gdgr;ﬂ? and tissues
»  Spinal di plasma aives
= are reusable Eﬂrmig e e
s e AsEyRerhien| B o m
which case they spinal column ars - ;%Fnﬁﬂm il b dees
are dassified as class TIT with some T ot apply to human
cass 1 exreptions. tissues or celis
Iﬁﬁ%m . FEIEEN gﬁg » NIRRT



B VIDRH) 4240 (3)
> TN T &k

o AFRIE Y KT B S —

o B AERL S HIAEAY)

WA YRR B2 (ISR PN B 5 25 1 FL AL s B 45
o« 5 N B A il b AT VR AR IR AT v

o L& NRATAEYI ) o %

o fEL N ZUEE 27 24

o ATWRSC A AR (A5 4n B R B i)

o I HE 2 3 BN DUAE T B AN HT 1 5% (1) 48 BER D0 AL ) 3K A




) VDRI F 2424 (4)
> 1 e 375 P2 TS 1
- FIME— 28RN R CUDD R GEIH R RIS R A

-5 48 A7 B AR O UL S A PR A 7T S A T s
{5 L HE T 1 A] 22 195 W] [ EUDAMED 5 4% J .

-fHAFR CEERHREEIEG A EAR, EFUDI, %) .
-SSCPHE#E o~ (UE L7 )

-EAMEL, EE AN BSIAGE



B VIDRH] EZ AR, (5)

> 0 AN T 3 e e
-—H %&WTL/LTFE%J:{EH% il 35 R 2 SR AT AL
HE MU A, KK 50K 7R T 37 8 US4 T S VI b

> -PSURE I 22 = VE 0Tl 5 [ LR s SSCP22 4= 1 Al PR 1 g

» UA & Vigilance System (FSCA & Trending report)

=P




B VDR FEAA (6)

> R AT 2 T AL )

- L

limmly

DETEHIEMDRACUE BT it (NBE LA DT A

- AL i B SR A

- R UL 8l EAZEUDAMED

AN i Sz B BUR 2 (B, T30/




B EUDAMED

Chapter 3 EmIEﬁ A
833

Eudamed M 835 LU BT £ 4

(a) fE5E 29 (4) Z&PPrid st fliE M e 1 & 5
(b) 55 28 #& AT R AYUDI EHE FE

() B0 FPTHRANSFZENETBRILES

(d) FJ':HE 57 5k AT A EN L FHES EE—T‘f

{E] EE% 73 %Epﬁﬁﬁﬂﬂl}ﬁﬁﬁﬁﬁ EE:I:‘*%% European Dataf:gg;::aedmal Devices
() 3 92 s ATfRmI BRI L E S BT RS
{E‘J % 100 %Fﬁ*ﬁ E-'] ﬂij%rlu EE.%E ;:E Registration: Cartificabes: I Market

- Devices - Issued - | surveillance:
= Economic = Suspended - Measures
Dperators - Withdrawn - taken by M5
- Refused - - Preventive
- Restricted - health
| ! measures
Mon-
compliant
devices

UDI - Database




B EUDAMED

] \&F -
A SRR "

"Eudamed

PIEHER . R

. SER | EERELE ENRES.

- UDI MeEgSEe. - BERLEE - FAB&E

- FREH . pAENE |_XiB8 B

- EHRE . REkE HIRMSE A, + CAWHAR
1% Safety . BO™ « BE E 4T E
report e SR o REBEN GRAL




LA AR CRAR RS A1 Ri)D

Clinical Post-market

Management evaluafflon surveillance Post-market
I PAN < Plan llﬁ]ﬁ Plan kil clinical follow
Plan XSS im0 i+ el e plon (cH)

IE 'L'HZU tﬁﬁlﬁﬁfﬁa&;

Consider both tch & FEERIRThy :

MDR 1%l EN ISO 13485
MDR plan documented rnna:edure

-,




B VDR A AR CHEALFF A PRV E -SRI
MBS - HiBEREE

Commission assessment®l EH e

=P FLbEEE~ 5
EEREEE

CA assessment TE2UEFE

ITh A 6m

lia — EZEHHF

—RERERREW

Cass I
Custom Made

Self-certification

by manufacturer EEEEREH =EEERIT R

5L



B VDRI (FF AT E )

Regulation EU 2017/745 — Conformity Assessment

F
. 2 |2 3 ]
A AR T
5 =, ¥} -~
€52 B : 5 BEE SZR v
s% 2| 88 | 2 I8 382 2% | &
Class 111 Implants v v v ¥ 5 years v v ¥ v
Class 11 o o ¥ ¥ 5 years o E v
Class IIb Active intended to administer and/or remove v v v sample ¥ 5years v'* not
medicines from the body per group sbmitted to NB
Class IIb Implants v v v ¥ 5 years E v
Sutures, staples, dental fillings, dental braces, tooth v ¥ Yume v Syears @ @
crowns, screws, wedges, plates, wires, pins clips connectors per group
Class IIb - v ¥ sample v 5 years K
per group submytted to NE
Class I1a v v Y sample v 5 years v ot
e cabegony submitted to NE
(T
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B MDRILAM A, CARAE AN HAth)

EO: Economic OperatorZ? 5% iz 47 1

CS: Common specificationsifil F#IYE (FEABRIG AR ELKR, R4 =Bl ik R E5R)

SRN: Single Registration Number §1—j3: it fith

CEP: Clinical Evaluation Planll & PE4T I

CER: Clinical evaluation reportlli i FAT i &5 CIE:

Clinical Investigations and Evaluationlfii B i 5 55 7FA7

PMS: post-market surveillance F 17 J5 5% (PMSP/PMSR)

PSUR: periodic safety update report’e 1 2 4= 1 55 11

PMCF: Post Market Clinical Follow-Up_I 117 J5 i A R i

SSCP: Summary of safety and clinical performance % 4= Flllg F 4 G & 45

CECP: Clinical Evaluation Consultation Procedurellf < P¥F47 & 1 #2 7

CEAR: Clinical Evaluation Assessment Reportllf A& PEA - i 2

FSCA: Field Safety Corrective Actions¥i 37 % 4= 2 IE§5 i MDCG:

Medical Device Coordination Group=J7 #3141 MDEG:

Medical Devices Expert Groupl= 77 @ & 22 /N4 PRRC: Person

responsible for regulatory compliance 531 153 A LUA: Local User
Administrator b & (7
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B ESeEEOA

C:::nfurmw assessment

e r=yean g

performance requirements
with links to

ERZ 2R K , FHRER

Product

verification
Description, and
specifications, Label validation

variants, I Design and | P RR3SIUEADTA

accessories & ﬁiﬁ%ﬁ% Fiii | manufacture A

W, HE. & BH (IFU) I HShE

R R Clinical
evaluation

[EAREA

Risk management leading to risk benefit/ratio
BN EEREHME SHEEEY




PRI 5

X %i-T-FDA, NMPA

- BIEEMIZEHT. BHR. ZTREMRABBINLINSEZERSR
RANGREEE | FASR S A HRATAREES....

= XEEEN - MDRYFHRAMENASIIE X R EIFEIERIHIE.
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B VDR Kl 38 e AR

> JEARZER ( Essential Requirements) =>iifi H 224 Fl 4 G R

( General safety and performance requirements)
> MDD 13%=>MDR 23%%, 8Tl /#2071
> Chapter| S E3K: 1~9

> Chapter Il B THATHIIE 1) 2K :  10~22
A PEAEYESR, RBME SR, SHAY. Y
KA KL
25 R R 5 BB R LA
-'Fﬁlfufﬁ;l:nﬂmuiylﬁm WP, g RSg
- A RE AT E AR, AT TR N AR
- ALBHCAN XU BT 47
- Bl PR A e AN 5T B4 A HOnT s A AN 2 B UG
- e DRCTILAT 1 AT N D A P e DU By 47

> Chapter Ill ¥R L5 BAOER: 23



B VDR sl a8 2 4 I R oK

1. Safe, Perform as Intended, State 10. Chemical, Physical & 17. Electronic programmable

of the Art 7 Biological Properties AETH systems &
D sl asmiviaal T
2. Risk reduction as far as possible 11. Infection & Microbial 18, Active devices and devices
Contamination connected to them &

3. Risk Managemen
12, Devices incorporating a madicinal  19. Requirements for AIMD

4. Risk Control product and devices composed of
_ substances that are absorbed by 20. Protection against mechanical
5. Risk of Use Error '_. 1T or locally dispersed in the human and thermal risks
c5o | bo
6. Lifetime @ @ = 21. Protection against tha risks posed
: 13, Devices incorporating materials to the patient or user by supplied
7. Packaging, Transport, Storage of biological origin Eﬂ energy or substances
8. Undesirable side-effects 14, Construction and interaction 22. Protection against the risks posed
minimised & Risks<Benefits with the envimnment by medical devices intended for
2. Annex XVI'norisk atall"or "no . povices with a diagnostic o B R B [:Iﬂ
more than the maximum measuring function 23. Information Supplied
acceptable risk” l 1 A
16. Protection against radiation

“ L @
e



B Fff x| i

MM REE SR (GSPRs)

GSPREEES - General Safety & Performance Requirements

13 FEADRDR

GRS S EE S

BB\ 8

R RS EARIRATE SR
AR RS T 1 @

?H'*E'“"'./lxj_ '

.
ril P

.:_ I ‘ I =

=

FIBS é,?\ 23 tREFREAH

4. B S N SIMNERIEE (e
. [




B G5t B e FIPEREEESR  (GSPRs)

> L[ State of the art

> N T1SO 14971 3R, aavify KU A 28 40 BT .

> I ] i LA Misuse fllUse error i AU CRTHPEY 1)

LR 3 R R X S A e

B (111415558 Y 1k 75 RS




B 4{TFi 15 GSPRs

R

HAERBER:

EAER | ERE? | RESHE SCRFIE A

[ & EN IS0 10993- EVIRETE PO IR T
1:2009+AC:2010 xxxx, ¥




ENFlIsoh
H 1 175 EE

Harmonised Standards

. o e
A2 R TR EN standards (not harmonized)

H4« BState of the art?

International (ISO/IEC)
EU Mational (BS/DIN/FN)
Other Mational (ASTM/ANSI)

Manufacturer's spedifications

B  SSSSaeaee b




B Gkl e e A PERE B SR (GSPRs)

> 235, IRZE

Medical device

- Currently undergoing 1SO process

- MDR 2017/745 — Art. 18 - §1d (linked with Annex | §23.2q)

MD

Unique Device Identifier

- currently undergoing ISO process

UDI

Contains human blood or plasma
derivatives

Contains a medicinal substance

an

Contains hazardous substances




Lb

B MDR Bl BeAR A

o MIRI : AR
= 1 SEATADE , E—RERRI=RIEE, (Legacy

device )

2. HIEERMIER (5L, WAHREF)

3. IEIEER

4. BARZEFMEREER

5. RS =S HFIXS EIE

6. F=ERIIERONFRIA : ImPRETIFAN + ImARTFAN



B MDR =il AR AF

1 SR TREAE, B a) PO AhELREAR R
Jif A (A F b) ZWRIE AT A, T0IA F i A0 T ok L s

c) 3£ AUDI-DI;
d} Tﬁ%ﬁﬁ)\ﬁﬁi, ﬁh‘fﬁr %Eﬁ%ﬁ{%%\%E
0 P A TR B LA i o
e) i i A IT AR B e
) 20 B 01 AL o 5 20 e 4%
g) T HALH & foli FH 1) 2R PR . A BBt gl B30 ™ o ik«
by THA T 7 35 J0 2 ) A5 BS54 B 3R
i) EEThEE P IC R FE AR
j) ELETE BT R A T DL R 55 N B ) T A R A
k) #SAN B BOR 28, IndFEE. RS, YEREEESE.

PLEEAN = RS E  a) BSR4 BT LA S
b) 15 2 [ o 7l 4 T ) R (LA BS R i
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B MDR il HFiAR A

2 G FRENEE a) R
b) 19680 -5 /B AL S 1
e A R I A E RS B
¥ SsCP g4z FE P HiEE B

3 W B a) A5k 1S BT BP0
b}_&._%iﬁ%ﬁﬂﬂﬁ%&iﬁ (TEMER, 8 TR MR E s,
BOMZIZ )
c) = dn i T A S S I g B (RS SRS H

4 A AR a) F AR AANE 2 AR
mR b) FFIE B S H 17k
c) FFAEIESR

d) BhifdRiE, NG
“Uf i ELES A ET I R T, dEF14971, E5SMDRTH

5 R4 rfn R a) FUSEFE ] TR S R S5 PR SR (ZEARHEANNEX ZA-ANNEX ZCH
o Yo 7 b) RS ERE 4 o H “Asfaras possiblefM " . 4 EE ) AR A

ot AR " 522

150 14971:2019 R, B0 Uk ds (Benefit) FIHLAG £
AAF (Stateoftheart) , HPIGE, SSFEESHE™E
R Eor 2 B 5 52150 2497 L A dnddE .
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6 P LS EFIRAR A I AR A AR -
EMREE, RS, AR R ER A AR R B E S, MRIE R
W0, SRS EAERIA . B R R E, SR AR A A
b) I A A 1Rl A4 %5
c) PMCFitRIFIER S, si#EpmorAid B .

FFERM FRE a2,

TS E SN Eo6h il B A ol s a0 g G iy A S 1 £ 2400 sl 0 A o i 1 B
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B MDR ffsrIIFEAR A

. LHREERAPMS
. LTbREEHIPMSP

- TEHRZ2EMIREPSUR+ Erhials
EiREPMSR

- FhjaliaARREEPMCHT ] + ik S

- ZEHIEAREEREFESSCP ( BN
IM2£284 )

T EAFNIEEESRIAIPSURFISSCP
ReE , AASHAHTEZ , Wiy
mmﬁﬁlﬁﬁfm IREFIEZESIC o] 4
FELFEE,

pliSER{TiRA R EIRE L 7IhIRE
SSCPRuitE,

Pastmarket Surveillance,
PSUR and vigilance
Chapter VII

Safety and Performance
Annex 1

Technical
Documentation
Annexes II and III

R

Conformity routes
Annexes IX - XI

Traceability
Chapter I11

7

Clinical Evaluation
Chapter VI, Annax XIV

7

Clinical Investigation
Chapter VI, Annex XV

. _ g




B MDR 31l ZPMS

(a) EblamEitRIFIRENRIALEI MR -
- BXTEERGNER , BIE PSUR HISEHMG= ¢4l 1HER: ;

la, Db # 10 23ERGHSERE SRR XA R TE IR 24 FIEY (PSUR) |, Ei%SME N E&EN |
PSUR 5 : s RErsSie ; PMCF I ZRIE ;

AR L B I (R B AR WAV F I A N RS AT | PARSHFalio 2RREAOERAE,
- AT EEESRA IO RS X DA REWE R EIE ;
- BEREIEER
- T REERA N, BiREEH/SEICE ;
- (B, BiEERE, SiEmihHUERERENRETR ;
- HEcFEUET SR ARES.

(b) LihlamEitMEL M -

= WEELL FRTRMATEE2MEEMN S RERdiRE.

- SHISMIERHIEE | AFRER SRS E s ST

- BAREEIMAENLR , BHsipiEn iz S rbistExcEs ;

- HTEHELSHTRBEENSEHNAENLE

- BFSXENHL, ALTHE, SFcERiEREEREEnnEHNnE

»  SHEEITHEI, s4SHIEe e MENHIEHWSNER ; (83 HiEmm I thRnERR , 84 FhEnEith, seEllz2 Bk

H=

=)
- EEdER  BHeaEHENESMEE S IHEE ;
~  IREFERRGIn sER R A HEMREMRRRNEH 1R ;
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B il i i E AT S I PMS R 4t

PMS in the MDR

MDR Requirements
QMS PSUR
Article 86

PMS
Article 83

Vigilance
Article 87-90

Reactive PMS

Proactive PMS




B iHUCERR N [ IR

L Rl =
( FRESEEMDR ) Article 1

= Annex VIII

= Annex |

i

4. HAR3CE+UDI-DI = Annex II+1III, &f#3 7 oqUDI-DI
i

= Art. 52, Annex IX~XI

= Art. 28~31, Annex VI

= Annex IV

= Art. 20, Annex V

—
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« BEFEER (Art. 52)
T I

1 R > FH REEERAER > WRIAEERREHAR

QMS +HAS B85 AN iRV £r-hE2{FuHF &R
Frive B (TBHIE
2 B4 > FREEER > BRI ECRTRR

E B RXI > Part AL REMRE > KRV ECGF-RRIE
FRANR Part B F=RI0F BHRVI 7= RERERIAR
i
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P S7IX BT o B PR A SR BRSO VRS O 75 PR TR A

o B FLAR R R

gﬁﬁgﬁﬂﬁ%ﬂmﬁﬁﬁﬁﬁ%mﬁﬁ,ﬂ%%%%ﬁ,#ﬁﬁﬁﬁﬁﬁﬁ

IS | W I - .

> TR R R A SO

A B e A TR TR el A SSRGS, AR A AR R A, it
T PMCF TR, DL EE

> EVTRE SR B 5E BEAAR 2R o BT R B A

> 55 )3 AH < Y o B BRAA AR O B AE BB, Ban,  BE R R R T AR AL
i FCHEEEE . AR RO RC SR

AP R B0 AP S



el

» ERHROFSR - FRIV

» TR EEENAREE T +oRERHE
ISR, ERARERNSIRFOMLE ;
EIRGIERN TS IEFEREAE—RE
EXRIUDI-DIEE ;
BRI, HBES
FrfFSRIEESTHIR BN ETERE |
HTEBRETFENASTUIRNEIR, MLEFITAIRES |
EFTERIEAIIE (CS) |
FEEEERIEE QRBOME A |
EHEEZETNNEE LR EUARVEREE,




MDR Z# FQMSE




U INPI

Annex IX, excl. Chapter II (Quality Annex XI Part A (Production Quality

Management System) iiRIX , FEIFE "= Assurance) fifXI AZB5S ( £Er-fR={Fik ) :

(BR=ETEER): = Focus on manufacture and final inspection
Focus on full lifecycle of the device (Design, (excluding design) iEREMEIBIISHIRLE G

manufacture and final inspection) &SI 4® ( ~EiEi=it)

BRA(ILT, BhHEHISESHA) « IS0 13485 (excluding design ~&31FiZit)

« [SO 13485

« Ensures there is a valid design process and that » Ensures device is manufactured, tested or

the device is manufactured, tested and inspected inspected in compliance with the technical

in compliance with the technical documentation & documentation {;m%‘ﬁ—:'\ﬁ ﬂgﬂ-‘]ﬂ_—lfﬁ*n 2=
R ERENEINTRE | SataUElisE | WAk HEAOERE TR e,

Errabefant
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Il manufacturers need a QMS FREHEIIEETEQMS

Management Field ﬂfew Management ‘
reporting responsibility | COITECHVE of device

action modification
regulatory . (FSCA) ‘

compliance UDI and v

Proauct Identification of
. s o entincation o
ImArnyamen Post-market appli cabFe

surveillance general safety

system and performance

. Monitering : 3
b Corrective 3 (PMS) requiremen

GSPR
and measurement
Data preventive of output PF‘?dL ct L
analysis sctions realiza'ion ;

p \ (CAPA) Clinical

manage- _I_F communi-
ment Includes external ' Cyl cation

resources ﬂ Ay

e

¥ [ ] 11:.

device
Risk registration

management
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o 4 PEAIE AR M E LR IR Summary of safety and clinical performance (SSCP)
Article 32 CREAFINIZE)

o U EE MR T 1 R P FSCAs — Article 87
o BIAHAS I8 FE P Trend Reporting — Article 88
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Future

Assessment
Reguirements

Assessment
Requirements

"Post market’ aspects
MDR — 26 May 2020
IVDR — 26 May 2022

QMS AUDIT
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¢ MDR Chapter 6 (61~82) ;Annex XIV
* MDCG 2020-5 Guidance on Clinical Evaluation — Equivalence

* MDCG 2020-6 Guidance on Sufficient Clinical Evidence for Legacy Devices
¢ MDCG 2020-7 Guidance on PMCF Plan Template

* MDCG 2020-8 Guidance on PMCF Evaluation Report Template
¢MDCG 2019-9 Summary of safety and clinical performance- A guide for

manufacturers and notified bodies

¢ MDCG 2020-10-1 Guidance on safety reporting in clinical investigations

¢ MDCG 2020-10-2 Clinical Investigation Summary Safety Report Form v1.0

¢ MDCG 2020-13 Clinical evaluation assessment report template

¢ EN ISO 13485:2016 QMS

¢ |SO 14155:2020 Clinical investigation of medical devices for human subjects
¢ |SO 14971:2019 & ISO 24971:2020 Risk management to medical devices

« MEDDEV 2.7/1 Reva FI3E &Il FRiE (L5 S /E NI

e MEDDEV 2.12/1 W& R4 (&%)

» MEDDEV 2.12/2 GUIDELINES ON PMCF(_E i G lE R e/ ) (&%)
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3£ T-MDR Annex IV Part A+MEDDEV 2.7/1 Reva {1l A& VEAT
k2 22 i 9SMDCG Guidance

-+ Clinical investigation and evaluation

Reference Title Publication
MDCG 2020-13 ,;-—_____

Word version ma Lo Clinical evalration assessment report tempiate July 2020
MDCG 2020-101 A ,_ Guidance on safely reporiing in clinical investigaiions May 2020
MDCG 2020-10/2 EIE b Appendr. Clinical investigation summary safety report Tom May 2020
MDCG 2029-8 | : Guidance on PMCF evaluation repert template April 2020
MDCG 2020-T A * Guidance on PMCF pian tempiate Aprd 2020
MDEG 2020-6 A ___ Guidancs on sufficient ciinical evidence for legacy devices April 2020
MDCG 2020-5 A : Guidance on cinical evaluation — Equivalence April 2020
MDCG 2018-9 A : Summary of safefy and clinical perfiormance August 2019
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Stage 4

Clinical evaluation

report, incl. PMS/
PMCF plan

Section 11
App. AB-A10
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1 Summary
Device description

Clinical background, current knowledge, state of the art

Device under evaluation

5 Conclusions
6 Date of the next clinical evaluation
i Dates and signatures

8 Qualification of the responsible evaluators and
declaration of interest

9 References and attachment
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Article 61(4) & (5) \

| 5 -
equivalence can only be claimed with:
« Manufacturer’s own device
= (Other manufacturer's device if
contract is in place allowing full

However:

» Narrower equivalence criteria /™
THFRRYEK
» Reguirements more explicitly

defined #A{t, 7&Kk

For other device classifications, must
demonstrate “sufficient levels of
1\* access to data”

= Includes many aspects of EN 150
14155 (clinical investigation) Annex IX

= MedDev 2.7/1 rev 4 provides greater NB must substantiate equivalence
detail (clinical evaluation) claims

« More publicly available information FHENH=E~SERE: RIERECHI™
via Eudamed (eg SSCP, clinical e, HERHFHER L aIE SR
investigation status, etc)

l\- SEVEIS014155F] MEDDEV2. 7.1k J




4

SR E SR fEMDR
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Clinical evaluation, investigation, and PMCF

MDR Chapters Articles

CHAPTER VI: Clinical Evaluation | 61, Clinical evaluation
and Clinical Investigation

62 — 82, Clinical investigations

MDR Annexes

ANNEX XIV: Clinical Evaluation and Post-market Clinical Follow-up
ANNEX XV: Clinical Investigations
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On other products Of other companies Updating &2
S5HE{thr~ SHE{thE
_N\II
» Equivalencet  Access to data «Follow-Up
- 5RE o iB[EEE o BREF
* Tightened criteria «For critcal evaluationZEEEH; . Substitut:mn of equivalence
e 930k «To prove eg;j;?ce PRI I;?Is};dce?ldegﬂg%ﬂtF £
« Technical F4: »compare § : . .
ec Full " ST + Comparison to other clinical
. . * Full access . .
» Biological =57 +..On ongoing basis" S options SEfthiksFFIEREL 8
- + During lifetime ZFarEE
» Clinical g fiti During
\- R - /

\/

Tightened criteria

W N

v

Manufacturer must
present evidence )

B AR

v

(Public) reports
Frequent updates 7

FHRE | SRS
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A1. Demonstration of equivalence

Pursuant to Annex X of Directive MDD and Annex 7 AIMDD, the evaluation DEME . the
clinical avaluation), where appropriate taking account of any rolevant harmonised staf ct
' a defined and methodologically sound procedura based on:

ther a critical evaluation of the relevant scientific iterature currently available relating to
the safety, performance, design characienstics and intended purpose of the device, where:

- there is demonstration of eguivalence of the device 1o the device to which the data
relates, and
- the data adequately demonstiale compliance with the relevant Essential Requiremenis

or a critical evaluation of the results of all clinical investigations made
or a critical evaluation of the combinad clinical data provided from 1 and 2

2
3

1. Aclinical svaluation shall follow a defined and methodalogically sound procedure based an the following:

a) a frm?ain" of the relevant scientific lirerarure currently available relaring ro the safery, performance, design
char W80Cs and tntended purpose of the device, where the lollowmng conditions are satisfied:

— 1t Is demonstrated that the device subject to clinical evaluanon for the intended purpose 15 equivalent 1o the
device to which the data relate, in accordance with Section 3 of Annex XIV, and

the dara adaqu.u'rl}! demanstrars mmp]ianm with the relevant geneml ::li"er}' and pﬂfﬂnﬁmrf requirements;

{b) a critical evaluation of the results of all available clinical investigations, taking duly into consideration whether the
ilimtigatiuns Were prr{n-n'lie& under Articles 62 to 80. any acts .Ldupt!d pursuant to Article 81, and Annex XV; and

ic) a consideration of currently available alternative treatment opuions for that purpose, if any,
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MDCG 2020-5 Clinical Evaluation — Equivalence: A guide for

manufacturers and notified bodies
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Technical Biological
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MDCG 2020-5-14 £ 25 %I MEDDEV 2.7 / 1 rev 4 vs MDR

TEUE PSR PER), fEMDRHIMEDDEVH, #ARTR B HREHA, AW 7Rl R RFIE
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B PMSE X

Definition (§2 MDR) Issues to consider:
e (§2 MDR) e FEAYEIRA
- All activities carried out: - Be comprehensive
HTETEET) MEH
- Involve your distributors
* By the manufacturers in H2EEES
cooperation with other economic
P e mamm Al © ENISO13485:
»  Toinstitute and keep up to date a Ellncumente pHa L= =
systematic procedure R
HIEFHREEFNESIER
. SIIF%d wait is not enough
- Toproactively collect and review A
ex@nence galned fmm thew devlce 26th May 2020
T - Know your devices 020£E5H26
+  Placed on the market, made available EITAYSE
on the market or put into service
N S N

- Be ready to act
«  For the purpose of identifying any need ﬁ%%ﬂﬂ%ﬂﬁﬁl

to immediately apply any necessary Also for devices CE marked
corrective or preventive actions J5 7 ____under the Directive

EE AV AIFEYHEMER ki tiEHETE$ MECERESSM
Bhighe



B Post-market surveillance FH/E%E
el apeciybon s et appclorc s o (nebds,procede,Unelne, o) LSS

«  PMS must be systematic, pro-active and wi PMSiHRIEPNESR, 0985 0rEsR

- PMS data must be presented i PMSELIEPINIEMRY , B840
/Y , BSTHETEEF0AES

- Available informationB[3EEEA:

Information concerning Records referring to non-
serious incidents, including A S inéidentg e
information from PSURs,
and field safety corrective : +

§ I S effectstBx=TIEEEHIC
actionsfEBxTEEM , 2% SHUH A B ERY LR
FEHPSURH] Ilin=2 4 1 HahE

Relevant specialist
or technical literature,
. an Databases and/or registerstf
‘end rep Erab — S e
trend reportingi= 2 = SLEFAEATR , IR
=) [ S 1/ gl AR

Information from

Information, including : :
feedbacks and complaints, Publicly available

provided by users, . e information about similar
distributors and importers : medical devices T8
BiEREFRE , AR, & LB aHnEREEs
HElHOEREER

FEEDBACK



-Post -market clinical follow-up

/gl RERER

»  The PMCF plan_shall specify how the clinical follow-up is done (methods, procedures, timeline, etc.)
PMCRTRIRIAl A =rblimRiRE: ( oik. 2. BEEES)

«  PMCF must be_continuously, pro-active and with schedule PMCE#Z03 500, FalflB e
«  Aim of PMCF.PMCFERY :

cafe Identifying previously
Confirming the safety and e ]
performance of the device monitoring the identified
throughout its expected side-effects and
+ lifetimeill SEiZ 2SR SRR Contraindications 1HBISCATAEIRY
Han ML TS AWERA S EIRAIREHERTR

Identifying and analysing

basis of factual evidence a_r.:iebpta birl._i?r ':frf t?i DR
PRIFIS R EFS=ifieE ris ’.j El’lr.f_‘..l rato [Annex jl 1
MRS [l - s B Ry n s

Identifying possible systematic

~wad [ Misuse or off-label use of the
app :
* Not apr roved device, w '|l‘.h a view tﬁ verifying
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of reportifg f52E8Y UpdEaE % %ﬁaﬂ

Risk JX|f&

Summaky of Safety and Clinical Annual %%1 I?—EEtaabrlE

Erfcrmance ZeMInARrEsE B class 111
=

PSUR

Periodic Safety Update report %nnual Class 111

EHL S Bk E F

PSUR

Periodic Safety Update report %"Eé‘al Class IIb

EHiZ e EiRE

PSUR Every two

Periodic Safety Update report %%5 (=] Class IIa

EREZ S EIRE

PMS report ﬁehen y S

T;ti-'%?ﬁlg ﬂEﬁliI;:VEI"anCE report s Mgessa‘ﬁﬁﬂ ass




Throughout lifetimef T2~ EH
Considering PMS Plan (and other plans) ZEPMSitil (FOE ki)
Available Information:aTBB{SE :

Summary of
data/conclusions

iR/ Ee R

Population,
use frequency

AQ. ER%HER

Main findings of Post-
market Clinical
Follow-u

hialinAIRERA
FELRTAHEE

Benefit/risk
conclusion I

i/ KRS

Main findings of Post-
market Clinical

Follow-up Fibfglak
IRERAY FHam

Sales Data, Sales

Volume {HEEHE
. (HES




B PMSHAFSPEPFE IR AR

Post Market Surveillance (PMS)
Specific Requirements in the MDR

1. PMS system of the manufacturer (Article 83)
2. PMS plan (Article 84)

3. PMS report (Article 85)

4, Post Market clinical follow-up (PMCF) report (Article 61, 11 and Annex XIV, Part B)

=  For Class III devices and implantables devices the PMCF evaluation report and if indicated the
Summary of Safety and Clinical Performance (S5CP, Article 32) shall be updated at |east

annually
5. Periodic safety update report (PSUR, Article 86)

6. Summary of Safety and Clinical Performance (SSCP, Article 32)
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PMS system of the manufacturer shall be used for (Article 83):

Device

awnayI
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MEDDEV 2.12/2%F — R, Hip T FIMDCG % A1 15— S0 E 20194 B
A1t MEDDEV .

MDRFHE ETTfalmpREREE (PMCF) #dli 5 i o 8 Alilm AR VP i 1 22
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QMS

PMS
Reactive PMS

Vigilance

Proactive PMS

Post Market Follow-up
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Changes to Conformity Assessment Procedures
CECP (Chapter V, Article 54)

« Applies to Class III implants and Class IIb g
active device intended to administer or remove /" Article 54(3):

a medicinal product . . NBs must notify CAs and
* Does ﬂﬂt_ﬂﬂﬂ'h' to: i Commission thmuqh
= Certificate renewals i Fudamed of decision of
' whether or not this
consultation is to be applied

Design modifications where manufacturer
satisfactorily demonstrates to NB that risk-benefit

ratio is unaffected » Notification shall be

accompanied by CEAR

n

Clinical evaluation CS exists for that device type,
and NB confirms that the CER meets CS
requirements
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CECP for Class III implants and Class IIb devices (Article 54; Annex
IX, Section 5.1, Article 55)

Notified
Body

Review

Restrict indications

= &
o = =
=8 ~f  Limit duration of - E
o ; a certificate Ff  NB must ==
B o Evaoton [l Btk WS - Uncertske specnic [l sty i SE
el . N Ciinica g Dctermination = PMCF studies jll  cxpert panel bl
o o - =M+ Corsistency [RS8 . Adapt IFU or @ PELP 89
=] Evaluation = ith L] il aclvice not @ 9
) Assessment Re S g =, Summary of Safety [ o <
— @ PMCE Bl po i‘_‘: indications A and Clinical T followed £
e % = il - PMCF Plan = Performance % J
5 ® + Impose other
- restrictions

Certificate Certificate
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Clinical evaluation

- Conformity ini Vigilance /
cl?l:::al Clinical || Assessme CILI:::EI EBT(S:; Post market
nt surveillance

Risk analysis Clinical evaluation and device

lifetime/ cycle
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Clinical Evaluation/PSUR/SSCP/Clinical Evaluation Assessment Report (CEAR)

Review and | Manufacturer I Review and

Evaluation * " Evaluation
Class III Implants & IIb Active Devices

by NB by NB
Eudamed Eudamed
administering/removing medicinal substances

Patients
Public
@ Prepared by NB

Clinical Evidience

Competent
Authorities

CECF, Article 54: "Expert NB Issues Competent Scrutiny,
Clinical Evaluation Panel” Certificate Lo Article 55
Cansultation Procedure
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MDCG Ongoing
Guidance Development

MDR/IVDR
Roadmap FE£EE]

Commission Rolling
Plan

Other Stakeholders

HithHEXH

MDCCIEATRRTTA W ZRRaN

Last issued in Oct « List of essential gﬁgﬁn? Eﬁ{ngﬁfgﬁt
2019 implementing acts Authorities (CAMD) TEH
EREITEE2019 and other and Commission . :
F108 I:mns_it_iﬂnal F=E&2B](CAMD) Notified Bodies,
47 further provisions HER=IET Team NB
guidance docs «  BEAsCmiRENE More ~EtlE , NBE
planned in various it E I EER comprehensive and BA
areas « Timelines and lists the different Trade
47— igRE state of play along initiatives that CAs Associations:
T RITE S with priorities ) are working on MedTech Europe,
18 of the 47 +  EEEFENSERE S EibFI HCASIE Cocir, ABHI, Other
ex[;)?c‘f]eddtq 3319 tiﬁﬁﬂjﬁ o T TRYSHERD National
published In * pda qua Y h hwww.camd- e Associations
47ANep 18RS TE + EBEEEH urope.eu/regulator y T ih £
2019 &% +  https://ec.europa.e /medical-devices- MedTech Europe
https://ec.europa.e u/docsroom/docum requlation-vitro- Cocir ABHI . Eitb
u/docsroom/docum ents/31902 _ diagnostics- Bt
ents/37921 regulation-mdr- =

- S vdr- J
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Ongoing guidance development within MDCG Subgroups —July 2020*

*TIS I3 NOL an exhau e 1T & 0ngoing wadk geqanmred by MRpOe Subgrouns

3. Cinical Investigations and Evaluation (CIE)
Currently under etended
MDR Clinica! Evaiuation - Eauivalence HBO TBD consultation within the Worlk
Packaze
Clinical evidence needed far medicol devices Currently under extended
MDA prewously cortified under Directives 83/42/EC MNBO TBB consultation within the Work
and 80/385/EC (legacy medical devices) Packaze
MDR Ciinical evaluation asssssment report template MWBO T8E
M DH Clinical investigation opplication M 2018 nput to EUDAMED CiE
MDR Clinical investigation gssessment Emplates M 7018 nput to ELIDAMED CIE
Processes and templates refative to Of ond PS : = soesry
WDR M/ 2019 nput o EUDAMED CEE
Accessments
MDR Template Post-Market Clinical Faliow-up Plan NBO, PRMSY 2019
Tempiate Posc-Marker Clinfcal Folow-up Plan =
WDR 3 i NBO, PRASY 2018
Liodare
MDR EAE reporting EVDAMED reguirements - form WA asiae nput to EUDARMED CIE
WM DR Report form for Serious Adverse Events M A 2015 nput bo EUDAMED CIE
DR Process flow for SAE reparting M E 2018 nput o EUDAMED CIE
DR 0 & A on clinicol inesstigation 2020
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AT 200 R4 F FUMEDDEVIE )

-+ Clinical investigation and evaluation

Reference Title Publication
MDCG 2020-13 .1} ' :

Word version ﬂﬂ Clinical evaluation assessment report template July 2020
MDCG 2020-10/1 A Guidance on safety reporting in clinical investigations May 2020
MDCG 2020-10/2 (8 Appendix Clinical investigation summary safety report form May 2020
MDCG 2020-8 A Guidance on PMCF evaluation report template April 2020
MDCG 2020-7 A Guidance on PMCF plan template April 2020
MDCG 2020-6 A Gurdance on sufficient clinical evidence for legacy devices Apnl 20020
MDCG 2020-2 A<\ =% Guidance on clinical evaluation — Eguivalence Aprl 2020
MDCG 2019-9 A * ! Summary of safety and clinical performance | August 2019
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Information supplied with the device
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Risk analysis and clinical data — audit trail

el SRR e E S 1 b s g
Which do you conduct first = clinical trail or risk analysis?
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1, HETFRESAEH B, 1R, 565E, ams
2, U S 2

3, W Fi)E, 45615013485%58.2. 155

4, w] TR (Reasonably foreseeable misuse) ; f#H]#& 1% H] (use error) .
H5al R E .

5, 5.3% 1T R R A A SRR (1SO/TR 24971:20200 3%A )

I B MDR P S — B e A 22 e PR RE LR (GSPR)

o [ 24 1 R IMDRFIP) SO AT CESTT 2R bl e AT RE A B A ] (fEsRE WA )
-IEC 6060-1 %5 — K tH A | FLSEEIT 2R b1 B A2 = TG s 4 B8 (Basic Safety and

Essential performance)
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ISO 14971:2019 Overview of structure and contents

EN ISO 14971:2012

« Z Annexes (informative): 13 pages

«  Main body of standard: 9 clauses, 14 pages
« 10 Annexes (informative): 68 pages

ISO 14971:2019
«  Main body of standard: 10 clauses, 19 pages
« 3 Annexes (informative): 30 pages
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Introduction
1. Scope
2. Mormative References
3. Terms and definitions
4. General requirements for sk management
1. Risk management process
2. Management responsibilities
3. Qualification of personnel
4. Risk management plan
5. Risk management file
5. Risk analysis
1. Risk analysis process
Intended use and reasonably foreseeable misuse
Identification of charactenstice related to safety

un_h.l_uru

Risk estimation

Ftlsl-: evaluamon

7. Risk control

Risk control option analysis
Implementation of risk control measures
Residual risk evaluation

Benefit-risk analtysis

Risks artsing from risk comtrol measures
Completeness of risk contral

i

£ BT v e

8. BEvaluaton of overall residual risk

9. Risk management review

10. Production and post-production activities
1. Information coilection
2. Informabion review
3. Actions

Identification of hazards and hazardous situations

Introduction
1. Scope
2. Terms and definitions
3. General requirements for risk management
1. Risk management process
2. Management responsibilities
3. Qualification of personnel
4. Risk management plan
5. Risk management file
4. Risk analysis
1. Risk analysis process
2. Intended use and identification of characteristics
related to the safety of the medical device
3. [Identification of hazards
4. Estimation of the risk(s) for each hazardous situations
5. Risk evaluation
6. Risk control
1. Risk reduction
2. Risk control option analysis
3. Implementation of risk control measure(s)
4 Residual risk evaluation
5. Risk/benefit analysis
6. Risks arising from risk control measures
7. Completeness of risk control
7. Evaluation of overall residual risk acceptability
8. Risk management report
9, Production and post-production activities

Cnmwanhd & ATG AS] 80 nofre oo

210214641 OSI N3 / L00Z:TL6FT OSI
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to reduce risk
e SRR S as fai as possible
SO %)
Production and post-production information

Adapted from EN ISO
ENE~RER 14971 Clause 3.1
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2019

ISO 14971

Risk management plan

P
L

Risk aralysis

& [ntsndad wse and
Idertificabon of
Eraraslerianes etk ke
Fafedy of the medicd device

= Idenfifcabon of hazards

= Fsimatonof nshkis) foo
e th haranius sbalbion

v

Rizsk evaluation

v

Rizk coninol

« R contecl aption analysis

= Impkementabon of nek
control measurs(s)

= Bhzidu2 K ayaliion

= FERMons® anabyos

= Figs ansing from Ak
control measuss

= Complolonges of sk

'

Evaluation of overall

residual rizh

v

| Risk management review |

;

Production and post-

Figure 1 — & schematic representation of the risk management process

production actvites

= Cdlection of informaton
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= ArCiang
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Risk assessmant
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A

Risk manage ment
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1. $%HBISO/IECEE 4 (Clause 15 of ISO/IEC Directives, Part 2:2018) FJZEHy %, 4 hng|
fritE ( Normative references) .

2. SR CERArE G W fEFE (Harm) g LEE PV (Physica) , fEFGEEHYE
SCHE SRR Tz .

3. BN =/~ 3 24 (Benefit) o S FEA I WA RH] (reasonably foreseeable
misuse) . G AIKF (stateof the art ) .

A, FINFIEFERET W& RN “Za” o “SZi-REEaT” 548 P ARE R
FE—E CEean i 3 fYMDRFTIVDR) .

5. VRSO 14971:201940 %€ BIALEE AT LAF 5 B 55 B2 o7 St AH 56 i) RUSG: , B4 Edis A &
75 2 1 A
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6. LRTTHI AR B VPN IE RIS HE N o $CEE o RN SR ) A% AR ) 42 52 HE U A) AN R AR
A P42 52 A HE N

7 FERT &3 ) S U EEAT VA AN W AT 43652 i, 4 B30 A4 DR B9 75 R N\ B 27 65 3 51
PR ) 5 RHY SR (SR K8) .

8. BRIy At i, b2V e UG E R A AT D . PP ET 45 AL 20 A AR A K
o B EAR T

9. AEFEANA R Ja AR B SR ECHEAT 1T A E IR, S SRR AN X RS R
i A H R Ji e () R BT 1 4

10, JLAZF B COnHIFC) B EE01S0/TR 24971, 1SO/TR 24971 tH7E [F 251247 .
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