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*Regulation (EU) 2017/745 of the European Parliament and of the
Council of 5 April 2017 on medical devices, amending Directive
2001/83/EC, Regulation (EC) No 178/2002 and Regulation (EC) No
1223/2009 and repealing Council Directives 90/385/EEC and 93/42/EEC
(1)
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*Regulation (EU) 2017/746 of the European Parliament and of the Council of 5

April 2017 onin vitro diagnostic medical devices and repealing

Directive 98/79/EC and Commission

DecCiSiON20T0/227/EU (1) ...c.eoeieeeeeeeeeeeeeeeee et ne e neene e
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#1189 Translation instructions

FEERMNATEE, HIERBER .M. BRFESRAEZPIFERE
i RRE R ABR THhRIGEEGR R EWRIBZARE, PXFEXIFEERX
AEE—LEER. ZPNE, MATERERN 2 X8R, PRIXAF—HZL, M
AR AR REEFRORLEASTARESREN . FIFARTKIBRAXLE
FMEVTRIE.

This translation is for reference only and is not officially published by the
European Union. Although the translators have tried their best to make the
Chinese translation accurately reflect the original English text, due to the
differences between the Chinese and English grammatical structures and
technical terms, the Chinese translation will inevitably differ from the English
version. The Chinese manuscript has supplemented the 2 corrigendum of the
MDR. In case of inconsistency between the English and Chinese versions, the
English version shall prevail. Some elements of this translation may involve
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(SL¥EER)  (Legislative acts)
%3 REGULATIONS

BRI S FIEEST 2017 £ 4 H 5 HERKITEITF 8(WE
2017/745 5430, 1517 T %5 2001/83/EC 5154, %5 178/2002 5-(EU)
ERAZE 1223/2009 5 (EU) 8L, HER T HEFELSE 90/385/EEC

S 93/42/EEC S84

REGULATION (EU) 2017/745 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 5 April 2017
on medical devices, amending Directive 2001/83/EC, Regulation (EC) No 178/2002
and
Regulation (EC) No 1223/2009 and repealing Council Directives 90/385/EEC and
93/42/EEC

(EEA #H%H:3c4) (Text with EEA relevance)
AL 2 A B 2
R F TG IE 427, R IR 114 20056 168 (4) (o) &HUE,
I PR BRI 2 R IR,
TR R S R,
EEF MG F It aRRezEmL D),

RN R R A,
s —mork e A
ll",?:

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treaty on the Functioning of the European Union, and in particular Article 114 and
Article 168(4)(c) thereof,

Having regard to the proposal from the European Commission,

After transmission of the draft legislative act to the national parliaments,

Having regard to the opinion of the European Economic and Social Committee (1),

After consulting the Committee of the Regions,

Acting in accordance with the ordinary legislative procedure (2),

Whereas:

("M 201342 H 14 HEW (0JC 133,9.5.2013,p.52) &
(") Opinion of 14 February 2013 (OJ C 133, 9.5.2013, p. 52).
() 2014 4 4 A 2 HIORRYIESIY) CRRTER 7 A% M AAD LLK 2017 453 H 7 F ¥ W I B3 2 1900y (RARALE 7
NERA
(*) Position of the European Parliament of 2 April 2014 (not yet published in the Official Journal) and position of the Council at first
reading of 7 March 2017 (not yet published in the Official Journal.
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(1) FRSE4:%5 90/385/EEC S154 (O) MPLI L4 93/42/EEC S84 (1) WMIAH KEST
R R EIEAR M W ST #8080 1R W I AR 4 o (B 7R B %48 2 E AT KIEET,
DAMEESL AR B AT AT $ S g BT ae i A HESR ,  DARA DR i K P 10 22 4
AMERE, RN 9 BT R 24 .

Council Directive 90/385/EEC (3) and Council Directive 93/42/EEC (4) constitute the
Union regulatory framework for medical devices, other than in vitro diagnostic medical
devices. However, a fundamental revision of those Directives is needed to establish a
robust, transparent, predictable and sustainable regulatory framework for medical devices
which ensures a high level of safety and health whilst supporting innovation.

(2)  AVERE R R XN BT 28T 3 P ARRIE AR, TR 9 BB RS A R AR KT i
FRORAF (2L b, [R5 RGBT AT RN B b R 2 . AR, ARV RN R
IT AR B B At TR, DA R A W WL A A . X
PN B PR A A A B AT 2r BB R AE — A2, JF BAER SO B R A E I . 5%
TRRERIZIE2Z) (TFEU) 5 114 4%, ARE10 I T ERR R /3% b 19 =97 28 A S FL Bt
PR S AN AL R, AT S AT TR 52 55 T IR B B s R . XS
TFEU 25 168(4)(c)sk, ANiEFIE ik i I PR R 25 1 250008 (0 mT SE P RN RS fd 1k, SRR
KL PR 7, JHRES SRR A2 EH 2 4.

(*)1990 4E 6 1 20 A& K II5=T B R E A 5T RN EE ST 28R I B £ 46 90/38/EEC S 454-(0J L
189, 20.7.1990, p. 17).

(*) Council Directive 90/385/EEC of 20 June 1990 on the approximation of the laws of the Member States
relating to active implantable medical devices (OJ L 189, 20.7.1990, p. 17)

(1993 4E 6 A 14 A2 KI5 T BT 2810 B3 245 93/42 EEC 5154 (0J L 169, 12.7.1993, p. 1),

(*)  Council Directive 93/42/EEC of 14 June 1993 concerning medical devices (OJ L 169, 12.7.1993, p. 1)
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(3)

(4

(5)

(6)

This Regulation aims to ensure the smooth functioning of the internal market as regards
medical devices, taking as a base a high level of protection of health for patients and users,
and taking into account the small- and medium-sized enterprises that are active in this sector.
At the same time, this Regulation sets high standards of quality and safety for medical
devices in order to meet common safety concerns as regards such products. Both objectives
are being pursued simultaneously and are inseparably linked whilst one not being secondary
to the other. As regards Article 114 of the Treaty on the Functioning of the European Union
(TFEU), this Regulation harmonises the rules for the placing on the market and putting into
service of medical devices and their accessories on the Union market thus allowing them to
benefit from the principle of free movement of goods.As regards Article 168(4)(c) TFEU,
this Regulation sets high standards of quality and safety for medical devices by ensuring,
among other things, that data generated in clinical investigations are reliable and robust and

that the safety of the subjects participating in a clinical investigation is protected.

AEIIEA TR RAT REEST BINAL G, 2P gL, Bilin — 544
o

This Regulation does not seek to harmonise rules relating to the further making available
on the market of medical devices after they have already been put into service such as in
the context of second-hand sales.

FHORKINGRIAT W E Ik R 2R, Pl A SHMIRE . FFE PR IR
VB AR R PP, BT, RN SINHh OR 297 S 02 W1 A R 36 3 1 1 R0
€, AESE M A & At

Key elements of the existing regulatory approach, such as the supervision of notified
bodies, conformity assessment procedures, clinical investigations and clinical evaluation,
vigilance and market surveillance should be significantly reinforced, whilst provisions
ensuring transparency and traceability regarding medical devices should be introduced, to
improve health and safety.

A ATRE, 7% B R0 BT A B E I FE B S uE I, RS9 e BRI R TARA
(GHTF) JHJ5 247 s 1< PrE T S & HLARIs (IMDRF) », DUEHEZN S
VUL PN R 3 v 2 4 s 1P AR o DA R AR B BR B 2 R SRR A BRI EERR A e o T
ME— S AR IR B 22 S TEREEOR. HORSCME. o RbRdE . FF A TEVEAS TR AR AT I
PR R A 25 7 T R E -
To the extent possible, guidance developed for medical devices at international level, in
particular in the context of the Global Harmonization Task Force (GHTF) and its
follow-up initiative, the International Medical Devices Regulators Forum (IMDRF),
should be taken into account to promote the global convergence of regulations which
contributes to a high level of safety protection worldwide, and to facilitate trade, in
particular in the provisions on Unique Device Identification, general safety and
performance requirements, technical documentation,classification rules, conformity

assessment procedures and clinical investigations.

H T 5 sE IR A, 28 90/385/EEC 548 4 ATk i 1) A PR AN 3 5297 #8 DA 28 93/42/EEC
5 F8 4 BT 55 0 LA BT SR B A M 4R S AT . AR L, &3t
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T UABAT 1 PTG 4 25 B O ] T BR AR A2 W B2 7 S A i A 7 45 ok ) 2
—IIRIER.

For historical reasons, active implantable medical devices, covered by Directive
90/385/EEC, and other medical devices, covered by Directive 93/42/EEC, were regulated
in two separate legal instruments. In the interest of simplification, both directives, which
have been amended several times, should be replaced by a single legislative act applicable
to all medical devices other than in vitro diagnostic medical devices.

AVE AR T8 FH ¥ B A R PR L PR 5 B B AR X 00T, (iR A2
PRo7 a8 BR2577 0 Atdt (R m) M s o B, B R 2 B
23 178/2002 55 (D BHATIENT, KT B HERR 22 3L Bl 2 4h

The scope of application of this Regulation should be clearly delimited from other Union
harmonization legislation concerning products, such as in vitro diagnostic medical devices,
medicinal products, cosmetics and food. Therefore, Regulation (EC) No 178/2002 of the

European Parliament and of the Council (1) should be amended to exclude medical
devices from its scope.

B A SUEZB RGN, &7 e s T AR . Ui OREITA B A 5
FIWT I3 — 50 FpRLRAEIR T ZBIE LT, R REST SN (MDCG) &,
HAOVFZR A 2 BBl oz il ot [ G I A RYEHIE R, BRJUER— R M. 2801
B AR TR TAEME RV E . e LR NMERASURgnR. ERiE
77 it BCRL i 22 W S A8 7 o IR DU, 2 DA B RS N 245 B B R
DRI P2 it 7 PR S MR it 22 4 Ry JEAT 38 A R OB

It should be the responsibility of the Member States to decide on a case-by-case basis
whether or not a product falls within the scope of this Regulation. In order to ensure
consistent qualification decisions in that regard across all Member States, particularly
with regard to borderline cases, the Commission should be allowed to, on its own
initiative or at the duly substantiated request of a Member State, having consulted the
Medical Device Coordination Group (‘MDCG’), decide on a case-by-case basis whether
or not a specific product, category or group of products falls within the scope of this
Regulation. When deliberating on the regulatory status of products in borderline cases
involving medicinal products, human tissues and cells, biocidal products or food products,
the Commission should ensure an appropriate level of consultation of the European
Medicines Agency (EMA), the European Chemicals Agency and the European Food
Safety Authority, as relevant.

() BRI S FIFR ST 2002 48 1 H 28 HA KA 178/2002 5 (EC) VEMUANE T £ 5k 59— % J5 U Fo

FOR, BOL T BRI & i 4 R R E 1 R i % e T iR (OJTL31, 1.2.2002, p.1) o

(') Regulation (EC) No 178/2002 of the European Parliament and of the Council of 28 January 2002 laying

down the general principles and requirements of food law, establishing the European Food Safety Authority
and laying down procedures in matters of food safety (OJ L 31, 1.2.2002, p. 1).
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T T A5 58 2e 15 B0 N B2 97 A% BORT 36 5 i DA IX 23, RO R s AN 2 B
1223/2009 “SEM (2) At BN 3 — 77 i (14 B BR 00 F DK L R 4 — R
Since in some cases it is difficult to distinguish between medical devices and cosmetic
products, the possibility of taking a Union-wide decision regarding the regulatory status
of a product should also be introduced in Regulation (EC) No 1223/2009 of the European

Parliament and of the Council (2).

PR A 27 b 4 IR A BRI L £ M F £ 25 2001/83/EC T34 ) #H4TH
o R INEVE R B ORAE BT RTVEAS AT IE S W BB, AR K
R 2GR & 7 i RO NG B . X TG, B ST e b vr
AERT, AMEEESHEAREM I EMEH 2SR ER. Fik, 58
1745 2001/83/EC 5454 .

(10 ) Products which combine a medicinal product or substance and a medical device are

regulated either under this Regulation or under Directive 2001/83/EC of the European
Parliament and of the Council. (3) The two legislative acts should ensure appropriate
interaction in terms of consultations during pre-market assessment, and of exchange of
information in the context of vigilance activities involving such combination products. For
medicinal products that integrate a medical device part, compliance with the general safety
and performance requirements laid down in this Regulation for the device part should be
adequately assessed in the context of the marketing authorisation for such medicinal
products. Directive 2001/83/EC should therefore be amended.

*

OB L MBLE LT 2009 £E 11 H 30 ALK KX T EE IS 1223/2009 5 (EC)EM(OI L 342,

22.12.2009, p.59) -
Regulation (EC) No 1223/2009 of the European Parliament and of the Council of 30 November 2009 on
cosmetic products (OJ L 342,22.12.2009, p. 59).

ORI L MBLE LT 2001 4E 11 A 6 A KI5 T AL 7= Mk XU 46 2001/83/EC S 454-(0J

&)

L311,28.11.2001, p.67) -
Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001 on the
Community code relating tomedicinal products for human use (OJ L 311, 28.11.2001, p. 67)
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C1D) 5F TR0 PR A B O AR i 1 i N R U5 20 23 sl 40 P g 25 P )3 RS o 77 i, IR ST
VR B K B S R 22 55 1394/2007 SAHL (1) RIS 2004/23/EC S84 (4 IF
AFEE. MR EE TAEEEE, EATR SR B & T S ez
RIEMLIH

(11) Union legislation, in particular Regulation (EC) No 1394/2007 of the European Parliament
and of the Council (1) and Directive 2004/23/EC of the European Parliament and of the
Council (2), is incomplete in respect of certain products manufactured utilising derivatives
of tissues or cells of human origin that are non-viable or are rendered non-viable. Such

products should come under the scope of this Regulation, provided they comply with the
definition of a medical device or are covered by this Regulation.

C12) 23R B o 136 7 S R B 268 H B s — MR 7 H R, BLAE D e A XURS: 3 AE
T3 TR BT e KR 5 7 i 2 o D9 RE A G R B R AT A, RS
LA /DR N KRS BN SR I8 RV, AR B X 2 e PR AT IR R VP A o X8
A RNE R AR BT BB A E, BARSH T RAET H RIS AR &
PEPEAl o B BR YT AR B2 7 T0UH 38 B4 B s ool . [0 R 3 (2 B AN B BT B2 97 H Y
F 2 BT AH SR K

(12)  Certain groups of products for which a manufacturer claims only an aesthetic or another

non-medical purpose but which are similar to medical devices in terms of functioning and
risks profile should be covered by this Regulation. In order for manufacturers to be able to
demonstrate the conformity of such products, the Commission should adopt common
specifications at least with regard to application of risk management and, where necessary,
clinical evaluation regarding safety. Such common specifications should be developed
specifically for a group of products without an intended medical purpose and should not be
used for conformity assessment of the analogous devices with a medical purpose. Devices
with both a medical and a non-medical intended purpose should fulfil both the
requirements applicable to devices with, and to devices without, an intended medical
purpose.

(13) 42 90/385/EEC M 93/42/EEC 554 WM HERR 105 A AR B ah Pilitiss 14 40 2L sl 4t i
=, W R ERAE AR A, BRI, & A B AR RIS PR A=)
JoR B P AR A, A ST B S A 3K 7t TS T 3 7 it AN AE AR R A3 LA

(13)  As is the case for products that contain viable tissues or cells of human or animal origin,

that are explicitly excluded from Directives 90/385/EEC and 93/42/EEC and hence from
this Regulation, it should be clarified that products that contain or consist of viable
biological materials or viable organisms of another origin in order to achieve or support
the intended purpose of those products are not covered by this Regulation either.

(1D BN d 2 2007 45 11 H 13 HEER IS TR TEABR 247 i 15 1394/2007 5 (BC) AMUAMZIT 158 2001/83/EC
SHEA T 726/2004 5 (EC) #£#L (OJ L 324,10.12.2007, p. 121) &

(1) Regulation (EC) No 1394/2007 of the European Parliament and of the Council of 13 November 2007 on advanced therapy medicinal
products and amending Directive 2001/83/EC and Regulation (EC) No 726/2004 (OJ L 324, 10.12.2007, p. 121)

(2) BRMLSAELE ST 2004 4 3 A 31 HEA MR Tl NAHLURANRARNG . R, il 8. RAF. 2R E
2z R AERI 5 2004/23/EC 564 (OTL 102, 7.4.2004, p.48) .

(2) Directive 2004/23/EC of the European Parliament and of the Council of 31 March 2004 on setting standards of quality and safety for

the donation, procurement, testing, processing, preservation, storage and distribution of human tissues and cells (OJ L 102, 7.4.2004,
p. 48).
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(14) FRPNWLANFEH 2255 2002/98/EC 5454 C) BoE IR B4k 8E

(14) The requirements laid down in Directive 2002/98/EC of the European Parliament and of the
Council (3) should continue to apply.

C15) & FI T a8 G oK A4 L XU A1 52 23 H BT AR R AN 2 V. D9l DR s 7K1 g R Or
1. TR E OB AR R R T, BT I8 2011/696/EU SR (),
A BLENPKRMEIGIN A€ L, B8 XEHAABERRFEE, UMERX—
T SCTE R AR DL Je BRI A ] e J2 T8 B0 M A e o (R S A 1T A A i
o, R A P A R P AR P R R T RE RO AR BORL N BRI E R, X LR
R B S B P A S PR VA R o FEVR SR ARAT I IA) 0 AR B o A SR SR
ISt AL, BB FEAR R A A 2 IR 2 L

(15) There is scientific uncertainty about the risks and benefits of nanomaterials used for
devices. In order to ensure a high level of health protection, free movement of goods and
legal certainty for manufacturers, it is necessary to introduce a uniform definition for
nanomaterials based on Commission Recommendation 2011/696/EU (4), with the
necessary flexibility to adapt that definition to scientific and technical progress and
subsequent regulatory development at Union and international level. In the design and
manufacture of devices, manufacturers should take special care when using nanoparticles
for which there is a high or medium potential for internal exposure. Such devices should
be subject to the most stringent conformity assessment procedures. In preparation of
implementing acts regulating the practical and uniform application of the corresponding
requirements laid down in this Regulation, the relevant scientific opinions of the relevant
scientific committees should be taken into account.

(16) BRI MBS 2 2014/30/BU T84 (5) P i) & 4 il il + A b e
(2 bl H 22 A SR RE SR I — 804 . [RIBL, AR BN 5% 48 2 SRR
%o

(16) Safety aspects addressed by Directive 2014/30/EU of the European Parliament
and of the Council (5) are an integral part of the general safety and performance
requirements laid down in this Regulation for devices. Consequently, this
Regulation should be considered a lex specialis in relation to that Directive.

(3) BN FER ST 2003 4F 1 H 27 HARKRTHIE 7 MA MBS e Wls B, 7
43 e D R B R 22 AR vE A 25 2002/98/EC 5464 (OJ L33, 8.2.2003, p.30) .

(3) Directive 2002/98/EC of the European Parliament and of the Council of 27 January 2003 setting standards of
quality and safety for the collection, testing, processing, storage and distribution of human blood and blood
components (OJ L 33, 8.2.2003, p. 30).

(4) 2011 4F 10 H 18 HAER MR TR Mk E LHIZE R4 5 2011/696/EU 5 1 (OJ L 275,20.10.2011, p.
38) .

(4) Commission Recommendation 2011/696/EU of 18 October 2011 on the definition of nanomaterial (OJ L 275,
20.10.2011, p. 38).

(5) 2014 4F 2 F 26 HEPILSMBEF 2 2014/30/EU 5454 KT AR F G X R E(OT L 96,
29.3.2014. p. 79).
(5) Directive 2014/30/EU of the European Parliament and of the Council of 26 February 2014 on the

harmonisation of the laws of the Member States relating to electromagnetic compatibility (OJ L 96, 29.3.2014.
p- 79).
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C17) AVERL B ALHE 5CT R 5 3 7 S R A R 0T A3 K, i AN 52 i 53R Hofth H Fr
I H 2255 2013/59/Euratom S84 () IR

(17) This Regulation should include requirements regarding the design and manufacture of
devices emitting ionizing radiation without affecting the application of Council Directive
2013/59/Euratom (6) which pursues other objectives.

(18) AEM AR T BAERIEPN A E (BRI 1t 24 5kttt
FHIRER

(18) This Regulation should include requirements for devices' design, safety and performance
characteristics which are developed in such a way as to prevent occupational injuries,
including protection from radiation.

(19) A LEEWIRRRE, i 2 T B a8 OE SO Bind (1 — Ah el 22 e = 2 H
IRy, BRAEA B AT ALY BT et T BCH AR, RIVAE R BT R g B o
fEHT, SO A2 5 B H AR, AN ER T 8. A 9 s s IR 1 1
AT B4 8 AN AT A B L B BB A 0 s ] ) LR

(19) Ttis necessary to clarify that software in its own right, when specifically intended by the
manufacturer to be used for one or more of the medical purposes set out in the definition
of a medical device, qualifies as a medical device, while software for general purposes,
even when used in a healthcare setting, or software intended for life-style and well-being
purposes is not a medical device. The qualification of software, either as a device or an
accessory, is independent of the software's location or the type of interconnection between

the software and a device.

(200 AVEHA, KT 2RMA G . AL . ZVFIEE R A AR R &P
e R A S s AR PR LT e B BRI . AR A HAR BRI E 55 € LH
R G BRI AT [ B ARSI R B s 0%, DABR R R e

(20) The definitions in this Regulation, regarding devices themselves, the making available of
devices, economic operators, users and specific processes, the conformity assessment,
clinical investigations and clinical evaluations, post-market surveillance, vigilance and
market surveillance, standards and other technical specifications, should be aligned with
well-established practice in the field at Union and international level in order to enhance
legal certainty

(6) 20134 12 A 5 HARAIHLF 25 2013/59/Euratom 545 HE 1A SR B 1 4m 5 #2751 Ak ) S Kz By
P FEAR e A, IR TR IR B AR S 89/618/Euratom 5454 55 90/641/Euratom 5f54 . 5
96/29/Euratom ‘5#54-. % 97/43/Euratom ‘554 F1 %5 2003/122/Euratom 5§ 4-(0J L 3, 17.1.2014, p. 1).

(6> Council Directive 2013/59/Euratom of 5 December 2013 laying down basic safety standards for protection

against the dangers arisingfrom exposure to ionising radiation, and repealing Directives 89/618/Euratom,
90/641/Euratom, 96/29/Euratom, 97/43/Euratom and2003/122/Euratom (OJ L 13, 17.1.2014, p. 1).
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@21)  EUFEE, RN SR S 2015/1535 5154 (D R ETIE 45 SRS,
T R SN 57 2 4 ) DA B A e MU v 3 9 LA T 9 IR B A N B R AR 12 W e 7 R
RIS, AER A BT ER ARSI, AT B AE I K

(21) It should be made clear that it is essential that devices offered to persons in the Union by
means of information society services within the meaning of Directive (EU) 2015/1535 of
the European Parliament and of the Council (1) and devices used in the context of a
commercial activity to provide a diagnostic or therapeutic service to persons within the
Union comply with the requirements of this Regulation, where the product in question is
placed on the market or the service is provided in the Union.

(22)  NRBFR AR BRI Sk S B AR R, FF S BRI S A H 2258 1025/2012
ML ) L AR, BRI AR A R A A S P R R L
L HAMEAREOR CUAVE LT i AT HD (1 FB.

(22) To recognise the important role of standardisation in the field of medical devices,
compliance with harmonized standards as defined in Regulation (EU) No 1025/2012 of the
European Parliament and of the Council (2) should be a means for manufacturers to
demonstrate conformity with the general safety and performance requirements and other
legal requirements, such as those relating to quality and risk management, laid down in this
Regulation.

(23) BRI RIEL 455 98/79/EC F184 () FUVFZRE B4 0 5 2 B A2 i 5 7 2%
K@ ARG . 758 T AR S AR EAR TS 4 (U X, 23 04 2 B B 2 18
RS, LR —Fh T Bk AT G ARSI e B H 2 2 5 YR ER, DLIG R &A1
I PRVPASY Be /35 b 11 Ji I PR BRI S 5K

) BRI ML T 2015 4 9 H 9 HRATKITES (EU) 2015/1535, $UAE T FEBRBEIAE B A £ AR 55 0N 45t #2
(S EIFET (OJL241, 20154F1 H 1 H, #1770 .

(") Directive (EU) 2015/1535 of the European Parliament and of the Council of 9 September 2015 laying down a
procedure for the provision of information in the field of technical regulations and of rules on Information
Society services (OJ L 241, 17.9.2015, p. 1).

C) WMl s s g2 2012 4F 10 A 25 HERWE LB 10252012 564, BT T BOME S50
89/686/EEC 1 93/15/EEC F154 LA R BRI AR F 5 94/9/EC. 94/25/EC. 95/16/EC. 97/23/EC. 98/34/EC.
2004/22/EC. 2007/23/EC. 2009/23/EC I 2009/105/EC 5H54, JFIRER T BRI 225 87/95/EEC 5 PRl ANRR ML
SR FH L 1673/2006/EC 5 ki (OJL 316, 14.11.2012, p. 12) &

(*)Regulation (EU) No 1025/2012 of the European Parliament and of the Council of 25 October 2012 on European
standardisation, amending Council Directives 89/686/EEC and 93/15/EEC and Directives 94/9/EC,
94/25/EC, 95/16/EC, 97/23/EC, 98/34/EC, 2004/22/EC, 2007/23/EC, 2009/23/EC and 2009/105/EC of the
European Parliament and of the Council and repealing Council Decision 87/95/EEC and Decision No
1673/2006/EC of the European Parliament and of the Council (OJ L 316, 14.11.2012, p. 12).

C) BRI R HE 2T 2015 4£ 9 A 9 HE R ML TS BIRS FAAR A MAURIT M5 R 2015/1535 5

54 (OJL241,17.9.2015,p.1) -

(*) Directive 98/79/EC of the European Parliament and of the Council of 27 October 1998 on in vitro diagnostic medical devices
(OJL 331,7.12.1998, p. 1).
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(23) Directive 98/79/EC of the European Parliament and of the Council (3) allows the
Commission to adopt common technical specifications for specific categories of in vitro
diagnostic medical devices. In areas where no harmonised standards exist or where they
are insufficient, the Commission should be empowered to lay down common specifications
which provide a means of complying with the general safety and performance
requirements, and the requirements for clinical investigations and clinical evaluation and/or
post-market clinical follow-up, laid down in this Regulation.

(24)  FEH R 2 AH 53 25 FE BRI AN [ B v o, B2 @R (“CS™)

(24) Common specifications (‘CS’) should be developed after consulting the relevant
stakeholders and taking account of European and international standards.

(25) T T AR B IS < B BT SRR A IR B — 2, P AR RO s A
HLH 765/2008 BEHL (D, FIEKPHIL S RIFLH 258 768/2008/EC 5 kL ) .

(25) The rules applicable to devices should be aligned, where appropriate, with the New
Legislative Framework for the Marketing of Products, which consists of Regulation (EC)
No 765/2008 of the European Parliament and of the Council (4) and Decision No
768/2008/EC of the European Parliament and of the Council (5).

(26) EEXTREANRCE 7 H0 0, WM ZE 25 765/2008 5 ik MUMLRE 1A W T 37 M A 4
RN, [RIREE T AR T IR o A e, (B AN 7RG A 03 [ [ AT e 383 2 A LA SRk
ITIXEAT S5

(26) The rules on Union market surveillance and control of products entering the Union market
laid down in Regulation (EC) No 765/2008 apply to devices covered by this Regulation

which does not prevent Member States from choosing the competent authorities to carry
out those task.

(27)  ARHE T fE BT ALIEHESL”, AEANTE M ASTE A [ 38 73 FE R BAR OS5 I 0L T, B
FARME AR 2GS E F CRAEE D RASHED 19— S5, s AR EOR 2
fif . MR i A RIS T VR AT B 1k

(27) 1t is appropriate to set out clearly the general obligations of the different economic
operators, including importers and distributors, building on the New Legislative
Framework for the Marketing of Products, without prejudice to the specific obligations laid
down in the various parts of this Regulation, to enhance understanding of the requirements
laid down in this Regulation and thus to improve regulatory compliance by the relevant
operators.

) BRI H 2T 2008 4 7 H 9 HAR KIS T 57 5 E B I IER 737 458 (1 225K 1158 765/2008 S75EHL,
JEBR T2 339/93 S (OT L 218, 13.8.2008,p. 30).
(*) Regulation (EC) No 765/2008 of the European Parliament and of the Council of 9 July 2008 setting out the requirements for

accreditation and market surveillance relating to the marketing of products and repealing Regulation (EEC) No 339/93 (OJ L
218, 13.8.2008, p. 30).

(5) WM MEHEST 2008 4F 7 H 9 HAEKKRT ™ mEHIEMHIELINE 768/2008/EC 5L, IFRRHERE
93/465/EEC 5 ¥l (OJ L 218, 13.8.2008, p. 82)

(5) Decision No 768/2008/EC of the European Parliament and of the Council of 9 July 2008 on a common framework for the
marketing of products, and repealing Council Decision 93/465/EEC (OJ L 218, 13.8.2008, p. 82).
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28
28)

29

29

(300

(300

(3D

3D

FAERN S, SWEREsI EUERERE FrA LR 38
For the purpose of this Regulation, the activities of distributors should be deemed to

include acquisition, holding and supplying of devices.

TE5 90/385/EC A1 93/42/EEC 5 454 1 It 5% A 1) H il 3 o 1) — 2 L 5%, 5 aniife PR 1F
Pre iR A, XS E NN ARTE AL 5k, DUMET R .

Several of the obligations on manufacturers, such as clinical evaluation or vigilance
reporting, that were set out only in the Annexes to Directives 90/385/EEC and 93/42/EEC,
should be incorporated into the enacting provisions of this Regulation to facilitate its
application

TANUA BT AFS (AR AE T EE B il . AE SR 38, A ## ok H A5
BE AR BT R, 1737 B0 S RS AT AR A BEAEIE 2 (O PEREKCT B 2 /i K
FERXFIIE DL, & 2 R A AE AR TR P I R 5 2 I e X R AR
AN CRUE R BE LA R SERF IR IT DR 28 SE AN D S8 3 )L ELAS 2 B3 7T B AR
H N SE A NI AN S D P B 3 A0 P 2 S 2k ], IR ASTE AN
AU LIE 2 5 P DA 2 . B RNV RO AN 35 3 208 SR 48 BE R 7
RRATE 7 SO, Banfe B b5 . A7 s @O S S . Rk, EHT
AR RV ARG S 2 AN TG T IX SR

Health institutions should have the possibility of manufacturing, modifying and using
devices in-house and thereby address, on a non-industrial scale, the specific needs of
target patient groups which cannot be met at the appropriate level of performance by an
equivalent device available on the market. In that context, it is appropriate to provide that
certain rules of this Regulation, as regards medical devices manufactured and used only
within health institutions, including hospitals as well as institutions, such as laboratories
and public health institutes that support the healthcare system and/or address patient needs,
but which do not treat or care for patients directly, should not apply, since the aims of this
Regulation would still be met in a proportionate manner. It should be noted that the
concept of ‘health institution’ does not cover establishments primarily claiming to pursue
health interests or healthy lifestyles, such as gyms, spas, wellness and fitness centres. As a
result, the exemption applicable to health institutions does not apply to such
establishments

ST BARNEGE N AT AR E FH R A SR, it b 28 bl R 4 S A R O
PRI, TSR 3 R SR S 24 1 i, LELAESE 85/374/EEC 5354 (1) MUEHIETE
TR FRAL 2 08 1R CR FG3 F] « 1K 4 it 55 4 1100 IR S5 4 SIS TR R i Ml RS e L 48
TEASCH, B E A O% E BN M) AT B8 R SR Fa 28 Bl 52 45 N B2 3 A5 2 KR )

In view of the fact that natural or legal persons can claim compensation for damage caused
by a defective device in accordance with applicable Union and national law, it is
appropriate to require manufacturers to have measures in place to provide sufficient
financial coverage in respect of their potential liability under Council Directive
85/374/EEC (1). Such measures should be proportionate to the risk class, type of device
and the size of the enterprise. In this context, it is also appropriate to lay down rules
concerning the facilitation, by a competent authority, of the provision of information to
persons who may have been injured by a defective device.
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(32) N IRALEA P ST EERF S AR EE5R, IF FURE A= B8 B 18 F 2 3 g\
AR, TARIERSE RS REEEARM EHERBRR, kKX EREE
3 D DR 5 3 AN RN L BB, DR AT BE R AR A AT D% FX) XU BBy 1 5 9%
PO DS FAF IR AR, WG B B S AR R, DRSS AR 2 A IR
R

To ensure that devices manufactured in series production continue to be in conformity with
the requirements of this Regulation and that experience from the use of the devices they
manufacture is taken into account for the production process, all manufacturers should
have a quality management system and a post-market surveillance system in place which
should be proportionate to the risk class and the type of the device in question. In addition,
in order to minimize risks or prevent incidents related to devices, manufacturers should
establish a system for risk management and a system for reporting of incidents and field

safety corrective actions.

(33) MR HEARRE S SRR SR O/ — 20 IFEIRR Y P PRI, B
VRO R R A W PR VP4 A 7 i e PR R B P — ¥ PO e AR DUz o XL 7 B AT I R
PR RE B A ELARAY, IR E R

The risk management system should be carefully aligned with and reflected in the clinical
evaluation for the device, including the clinical risks to be addressed as part of clinical
investigations, clinical evaluation and post-market clinical follow wup. The risk
management and clinical evaluation processes should be inter-dependent and should be

regularly updated

(34 EMREHNIER A, BT E BRI I ST AT & PR 53 BEAT B2 77 A8
fil] 3 K 55 AT R IR T i M R L 0 ) B A

It should be ensured that supervision and control of the manufacture of devices, and the
post-market surveillance and vigilance activities concerning them, are carried out within
the manufacturer's organisation by a person responsible for regulatory compliance who

fulfils minimum conditions of qualification.

(") BT 1985 48 7 H 25 HAR ST HATBE BB 2= 5007 0 A 53 ARSI At 32 RN 7 3 0
JEMEE 85/374/EEC ‘5184 (OJL210, 7.8.1985, p. 29).

(1) Council Directive 85/374/EEC of 25 July 1985 on the approximation of the laws, regulations and

administrative provisions of theMember States concerning liability for defective products (OJ L 210,
7.8.1985, p. 29).
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(35)

(36)

(37

(3%)

Xt T B ASM & R, SRR AL DR SR A0 o A 7 B B T v, LR
FLAE WK ST R R N T R AE o S TR M S BEAE T, 2 K DA AR 1 i
AR H— S5, TR B, LB MR B A R 1) 5 R T2 5
o AEIIE AR FEH TR IR A I 2R 85/374/EEC SR MME, it
BRI BT 117 A3 P AR AR A DT o AR S I AT 2 RBURER A T
BT RBUCR A, HYIHE H 2 I RARER, BRI 2 IR BA% 26 1
MO BREESR, SRS B 2 1 B 55 )0 T A D0 S AT B PR N B FR) B 2% 1R SR 0L

For manufacturers who are not established in the Union, the authorised representative
plays a pivotal role in ensuring the compliance of the devices produced by those
manufacturers and in serving as their contact person established in the Union. Given that
pivotal role, for the purposes of enforcement it is appropriate to make the authorised
representative legally liable for defective devices in the event that a manufacturer
established outside the Union has not complied with its general obligations. The liability
of the authorised representative provided for in this Regulation is without prejudice to the
provisions of Directive 85/374/EEC, and accordingly the authorised representative should
be jointly and severally liable with the importer and the manufacturer. The tasks of an
authorised representative should be defined in a written mandate. Considering the role of
authorised representatives, the minimum requirements they should meet should be clearly
defined, including the requirement of having available a person who fulfils minimum
conditions of qualification which should be similar to those for a manufacturer's person

responsible for regulatory compliance.

NRIRZEGEIE E R LS AR E M, AL E U FIIR Z24 BE D R B AR
RN A 3 7

To ensure legal certainty in respect of the obligations incumbent on economic operators, it

is necessary to clarify when a distributor, importer or other person is to be considered the
manufacturer of a device.

RIE“RR B Is1E 220 (TFEU) "% 34 500ME,  GZMERR TR E TFEU % 36 %
JIT R E AR i R 22 4 OR3P 75 5K DL R IR BRI /5 SR AU PR, C & BUR T I 9 7
(VAT 52 5 7 N T 3 (1 — R 53 52 5 T oo (B — 1A B2 5 T ) g o P 1P 32 e 7% 1
BRI RE B 20 TRIE, B AR ARV o oy ol R Ut s A B A0 2R AR 0K, AV 5 &
B A AT I B i (1 RIS 7 S4TSR IO AT B0 Se i
Parallel trade in products already placed on the market is a lawful form of trade within the
internal market on the basis of Article 34 TFEU subject to the limitations arising from the
need for protection of health and safety and from the need for protection of intellectual
property rights provided for under Article 36 TFEU. Application of the principle of parallel
trade is, however, subject to different interpretations in the Member States. The conditions,
in particular the requirements for relabelling and repackaging, should therefore be

specified in this Regulation, taking into account the case-law of the Court of Justice (1) in
other relevant sectors and existing good practice in the field of medical devices.

U A P 5 PR P A R 3 — 25 {0 AT A [ A A SR VR I AR D0 R DL <7 AR ik
PR AR R RE AR R B SRR HEAT o — ORI A P S B PR A 2 0L P 0 2 ) D 7
I B ARIEAE I E (10 101138 7o SO (0 55 R e, 1l it B E AT AT RE R
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(39

(400

41

WL AE MU Py s o AR AL [ & 350 P A B8 68— R P A Y 5 o Ak 2 )
1) 55 W] BE -5 ASVE I BT (138G 7 S5 AN F o SR B, ARG N BOE AR %
AIUHE] FR) A/ 08 T Ak R 2 %o — R M b Ak B R T R 455 5 R I €S, BRPE R =
CS f, 5 G IR BRAERE ZGEM, A SRV % 22 A7 AL FRARER LR A8 E B
TRE UG — R RS A 7 () 22 AL RE KT

The reprocessing and further use of single-use devices should only take place where
permitted by national law and while complying with the requirements laid down in this
Regulation. The reprocessor of a single-use device should be considered to be the
manufacturer of the reprocessed device and should assume the obligations incumbent on
manufacturers under this Regulation. Nevertheless, Member States should have the
possibility of deciding that the obligations relating to reprocessing and re-use of single-use
devices within a health institution or by an external reprocessor acting on its behalf may
differ from the obligations on a manufacturer described in this Regulation. In principle,
such divergence should only be permitted where reprocessing and reuse of single-use
devices within a health institution or by an external reprocessor are compliant with CS that
have been adopted, or, in the absence of such CS, with relevant harmonised standards and
national provisions. The reprocessing of such devices should ensure an equivalent level of
safety and performance to that of the corresponding initial single-use device.

F2n TGS L BA 53R 50, 2% IR NS EAE R, PR
TZAA AR S, BLAEAT AT 06 E 1 g B RS s AR R K T 4 i, 8] fn ok T
HAe 5 A2 a3 e T2 a4 )R LGRS KR s .
Patients who are implanted with a device should be given clear and easily accessible
essential information allowing the implanted device to be identified and other relevant
information about the device, including any necessary health risk warnings or precautions

to be taken, for example indications as to whether or not it is compatible with certain

diagnostic devices or with scanners used for security controls.

—fK UL, SE R CE Rl RUIEAFEAEN, DUEHAERKE N B s R
P FL TN @& BN o B3 R GRS FF G AR E ZOR I8 8 A2 L B0 T 37 51
BN 5 IS G o AN, B VR G ] R E S 1 R ) ASVE R R o AT A
o E R 25 o

Devices should, as a general rule, bear the CE marking to indicate their conformity with
this Regulation so that they can move freely within the Union and be put into service in
accordance with their intended purpose. Member States should not create obstacles to the
placing on the market or putting into service of devices that comply with the requirements
laid down in this Regulation. However, Member States should be allowed to decide
whether to restrict the use of any specific type of device in relation to aspects that are not
covered by this Regulation.

M T S SR A B OB 2 A 2l I it DA S LA SE A 1 LA
T E PR S — 2R AR IR St (UDL &40 SEULM SR nE BRI, B #
P g b S 2 A AR ORTE B A R o XA TR B BRI R R, PR RE (R
PAIAT . UDL R S8 0 B 30 B 2503 AR LR AR At 22 532 8 7 (R R I A R ) Ak L B
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UK A B, JFAERTRERITEOL T, 5 IX B B AR AR R G -

The traceability of devices by means of a Unique Device Identification system (UDI
system) based on international guidance should significantly enhance the effectiveness of
the post-market safety-related activities for devices, which is owing to improved incident
reporting, targeted field safety corrective actions and better monitoring by competent
authorities. It should also help to reduce medical errors and to fight against falsified
devices. Use of the UDI system should also improve purchasing and waste disposal
policies and stock-management by health institutions and other economic operators and,
where possible, be compatible with other authentication systems already in place in those
settings.

(42) UDI 24t HE T B il as il LA MR B8 1532 (0T 808 IR 281 B PR 2 A B
WS EEH G —BUE . 9 UDL R LR, U m Az s
R EAEAVE R S VR E -

The UDI system should apply to all devices placed on the market except custom-made
devices, and be based on internationally recognised principles including definitions that are
compatible with those used by major trade partners. In order for the UDI system to become
functional in time for the application of this Regulation, detailed rules should be laid down
in this Regulation.

(43) [ UM I3 & 2 ISR B W] AT e 20 BOAE B, XA ARl ORI A ARBERRE, A5
FOREEST R N S BE R A Ll B T, X4 M A LA 4R it — > R R SRR AL, JF:
ST B AR RIS O B R E B

Transparency and adequate access to information, appropriately presented for the intended
user, are essential in the public interest, to protect public health, to empower patients and
healthcare professionals and to enable them to make informed decisions, to provide a
sound basis for regulatory decision-making and to build confidence in the regulatory

system.

(1) 2011 %£ 7 A 28 HikKE Xt Orifarm #1 Paranova " &44: C-400/09 F1 C-207/10, ECLI:EU:C:2011:519 )]
w

(1) Judgment of 28 July 2011 in Orifarm and Paranova, joined cases C- 400/09 and C- 207/10,
ECLI:EU:C:2011:519.
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NI FAER H bR, e — AN S0 fUE LM BT a8 % (Eudamed) %
B B o B A AFE BT RG, DA R EE T BT BT 2800 DL AH SR & b s
B ARSI AU R MR A B ORI 3 M S A
KABR o Bl R H bR 218w S @ I, Bl I T4 0y 2 AR B IT DR il
N GRRBHMER, DL 2 Bk 5 ZOR . INoR A [ 2 AR BC & R A E 2ot
B AU B R 200 R 08 TR A S A, AR B B [ TR RTRR B R 2
Z A5 BiiiE . AT, R AR SO0 A R IR I — i, BRI B 2 B
SR B IR A ELZE 24 2010/227/BU Sk (1D BB IEETT 8o 2 .
One key aspect in fulfilling the objectives of this Regulation is the creation of a European
database on medical devices (Eudamed) that should integrate different electronic systems
to collate and process information regarding devices on the market and the relevant
economic operators, certain aspects of conformity assessment, notified bodies, certificates,
clinical investigations, vigilance and market surveillance. The objectives of the database
are to enhance overall transparency, including through better access to information for the
public and healthcare professionals, to avoid multiple reporting requirements, to enhance
coordination between Member States and to streamline and facilitate the flow of
information between economic operators, notified bodies or sponsors and Member States
as well as between Member States among themselves and with the Commission. Within
the internal market, this can be ensured effectively only at Union level and the
Commission should therefore further develop and manage the European databank on
medical devices set up by Commission Decision 2010/227/EU (1).

N7 fE Eudamed WIIaff, [ ERiAwT 8BS G 44 9% B G 2 3 B4 il 3 o A0 A 2%
I ER A iZay 2k A B AR N BE N . BBk, TEA BT OLR, X Rdr 4
P H S R At HA R 2 MR T .

To facilitate the functioning of Eudamed, an internationally recognised medical device
nomenclature should be available free of charge to manufacturers and other natural or
legal persons required by this Regulation to use that nomenclature. Furthermore, that
nomenclature should be available, where reasonably practicable, free of charge also to
other stakeholders.

KT BRI, HRZGHZ E R ANET 1) Eudamed M7 RGH MR AR 1
R BT BRI IR R B T R GUE O B [a S AR TR, IR R
J7RENEAE B I AR A B R TR R R AT L A, RIS T E AN R F A, AR
BERAR SCBE B o HL T 7 2 St A PR 113 7 B8 3 o ™ S SR AR A LA 2 A, OF
SCRFEE N U S5 SO S AR . T E MR T KRB BV LB
Z B REATAE B AU T F

(D RERZBERIT BOLERTT SR 102 52 5 2010/227/EU 5 X
(1) Commission Decision 2010/227/EU of 19 April 2010 on the European Databank for Medical Devices (OJ L
102, 23.4.2010, p. 45).
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Eudamed's electronic systems regarding devices on the market, the relevant economic
operators and certificates should enable the public to be adequately informed about
devices on the Union market. The electronic system on clinical investigations should
serve as a tool for the cooperation between Member States and for enabling sponsors to
submit, on a voluntary basis, a single application for several Member States and to report
serious adverse events, device deficiencies and related updates. The electronic system on
vigilance should enable manufacturers to report serious incidents and other reportable
events and to support the coordination of the evaluation of such incidents and events by
competent authorities. The electronic system regarding market surveillance should be a
tool for the exchange of information between competent authorities.

(47)  XTi#id Eudamed FLF- R GUAZ AT HUALHE (1 HE , WO 22 FIEEF 23 5 95/46/EC 548
A ) SEM TR E FE PR CRE R KR E R e A S T,
TE R R 5% ] P9 AT (A B A B . BRI FIER 22 5 45/2001 550 ) &
I FAE R B R B R E T, &R AR AR IUHE SR A AT 0 N Bl A
Ho MRAEEE 4512001 5154, HAREZR R 2/FN Eudamed N H T RGN E L .
In respect of data collated and processed through the electronic systems of Eudamed,
Directive 95/46/EC of the European Parliament and of the Council (2) applies to the
processing of personal data carried out in the Member States, under the supervision of the
Member States' competent authorities, in particular the public independent authorities
designated by the Member States. Regulation (EC) No 45/2001 of the European
Parliament and of the Council (3) applies to the processing of personal data carried out by
the Commission within the framework of this Regulation, under the supervision of the
European Data Protection Supervisor. In accordance with Regulation (EC) No 45/2001,
the Commission should be designated as the controller of Eudamed and its electronic
systems.

(48) XA AS BN TIT 2R 25000, )is B B AE AT R L SO rh S S Sk T e 5
P RE T T LA A PR VA 1) 45
For implantable devices and for class III devices, manufacturers should summarise the
main safety and performance aspects of the device and the outcome of the clinical
evaluation in a document that should be publicly available.

(49) Az A AN PRI B8 B0 45 B 0l B4, AR LR TT A2 W 5 58 LR AEAT A5 5L T AT
P32 27 S ORT AL 0 45 16 05 G I, 25 8 B AR A I PR VP O (432 Wi B e
B E

) B AFL S 2T 1995 4F 10 H 24 BRI T ARG NFEALFLA A K R & i id J7 1 1 5
95/46/EC22 ‘5154 (0J L281, 23.11.1995, p. 31).
(2) Directive 95/46/EC of the European Parliament and of the Council of 24 October 1995 on the protection of

individuals with regard to the processing of personal data and on the free movement of such data (OJ L 281,
23.11.1995, p. 31).

) B L AIFL S 2T 2000 4F 12 H 18 HA RIS TFA-4 4 NTERRIE AU FIHLAG L0 BEAS N B8 J7 T 1)
KR EL 352 5 45/2001 554 24(0J L8, 12.1.2001, p. 1).

3) Regulation (EC) No 45/2001 of the European Parliament and of the Council of 18 December 2000 on the

protection of individuals with regard to the processing of personal data by the Community institutions and
bodies and on the free movement of such data (OJ L 8, 12.1.2001, p. 1).
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The summary of safety and clinical performance for a device should include in particular
the place of the device in the context of diagnostic or therapeutic options taking into
account the clinical evaluation of that device when compared to the diagnostic or
therapeutic alternatives and the specific conditions under which that device and its
alternatives can be considered.

2 HUR R IR 38 AR T O v 2K B0 4 R AN 22 4 OR3P DA Ky IR R GRS D R
B, DR, 0 AR VLA RS AR AT A H WU EAT 48 s A 4%, ELAERR
T SEAT FE ] o

The proper functioning of notified bodies is crucial for ensuring a high level of health and
safety protection and citizens' confidence in the system. Designation and monitoring of
notified bodies by the Member States, in accordance with detailed and strict criteria,
should therefore be subject to controls at Union level.

O TR )3 7 O SR SCAF I PRA el Fe AR VP ST, B st A AL
W E BN BEAT PEA% PRANY . BERVRO B — AR T R T B, H T B A 2
TS S, PRI AR BRI SRl ) 53

Notified bodies' assessments of manufacturers' technical documentation, in particular
documentation on clinical evaluation, should be critically evaluated by the authority
responsible for notified bodies. That evaluation should be part of the risk-based approach
to the oversight and monitoring activities of notified bodies and should be based on
sampling of the relevant documentation

BN R 2 T UG RS 36 7 O A, B0 AT SR e "KAT A 2 RN S Ak A7 4 B i s
ey == M A BURIAT LS5, LURA DR il 3 7 A2 21 IR AR e 45 5 R 22 5

The position of notified bodies vis-a-vis manufacturers should be strengthened, including
with regard to their right and duty to carry out unannounced on-site audits and to conduct
physical or laboratory tests on devices to ensure continuous compliance by manufacturers
after receipt of the original certification.

Nt E R EEN I E A S RER R, A5 R EENE AR T
filiv FRE MBI A S PV I E K B RS S . RYE RIFRATESC R, 8
BN ERREER, R Rk AR OS . HORESE AR

To increase transparency with regard to the oversight of notified bodies by national
authorities, the authorities responsible for notified bodies should publish information on
the national measures governing the assessment, designation and monitoring of notified
bodies. In accordance with good administrative practice, this information should be kept
up to date by those authorities in particular to reflect relevant, significant or substantive

changes to the procedures in question.

DN T UK A PR RS2 R B 2% 2 35 B S | PRAT AR B R SR 4 5t
The Member State in which a notified body is established should be responsible for
enforcing the requirements of this Regulation with regard to that notified body.
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R ) 2 B8 B RS 1 D o A A ST DA S SR B ORAEE AR 55 A0 B2y 37 BRI DA, Fe R
8 A R T LR FH T @ 0 15 & DAk AR AR FL AT A BT 2 75 HLAG) ) B AN 2E
R, XEEET R AR AT W R B o FLE B LSS RN B R AN BRI R B R T A
WU B0 SLF% R IS AT 23 5 ATLAS) R ~F- S5 500 455

In view, in particular, of the responsibility of Member States for the organisation and
delivery of health services and medical care, they should be allowed to lay down
additional requirements on notified bodies designated for the conformity assessment of
devices and established on their territory as far as issues that are not regulated in this
Regulation are concerned. Any such additional requirements laid down should not affect
more specific horizontal Union legislation on notified bodies and equal treatment of
notified bodies.

Xof - 15 0t A RN/l 25 BRIE RS 2577 Sh 1K) T SRR N BB b S PR e, A
HUR AT SR EE R T 5 /INELAT A0 o 2 L PR DA A 52 i 78 R 52 1 DLRR AR )
B Ia A 2R R 47 R T 5N H RS VAR PR U UE 5 B 8 0. o @i
3 W PR 7 THD R M R P R 4% L 56 B 5 R e 0 SO L R T SR 0 2R CS
773 RN SN I B A5 B PR PP B0 W1 7 45 SRR B G T e XU 2 B 8 —
P

For class III implantable devices and class IIb active devices intended to administer
and/or remove a medicinal product, notified bodies should, except in certain cases, be
obliged to request expert panels to scrutinise their clinical evaluation assessment report.
Competent authorities should be informed about devices that have been granted a
certificate following a conformity assessment procedure involving an expert panel. The
consultation of expert panels in relation to the clinical evaluation should lead to a
harmonised evaluation of high-risk medical devices by sharing expertise on clinical
aspects and developing CS on categories of devices that have undergone that
consultation process.

P T AN 1Ib SRas i, il i B 78 H s PR PEAN A1/E R & 2 70, nl 5 R H
115 PR T A S e AR PR ] 7 4 2 5 & /N

For class III devices and for certain class IIb devices, a manufacturer should be able to
consult voluntarily an expert panel, prior to that manufacturer's clinical evaluation

and/or investigation, on its clinical development strategy and on proposals for clinical
investigations.

A s BRI FE B 15 4 bkl 70 g DU AS 7 i S el A2 T A5 S IR AS AR % 8 .
A RN T NARRE g 1E, B2 R85 S8 R BT A 38 AR 5% v 42 Uz .
TR¥F 528 90/385/EEC S48 4 BT E AR R (2 4 7KF, A I AT e bl LR - B
e R <
It is necessary, in particular for the purpose of the conformity assessment procedures, to

maintain the division of devices into four product classes in line with international
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practice. The classification rules, which are based on the vulnerability of the human
body, should take into account the potential risks associated with the technical design
and manufacture of the devices. To maintain the same level of safety as provided by
Directive 90/385/EEC, active implantable devices should be in the highest risk class

IFHE 28R 3 F A2 N S R R U R 78 9028 18 31 51 N AR IR R S B AR N PR 7K T
AT AL B E o 6 T 8 28 35 A7 N AR B e AR mh R 9 O P o (s DA B el B
RPN A ARG T MRS A& 27038, b RS B SR AR 5 N R 23 3
TR o 73 SR 25 FE BIIZ FAAE N AR A BAE N AR R4 F AL B R L 5N B
INCARLF AL B, LR ZH R 1 X 649 Jo 3 A 3K S8 AR N A o R AR 7 4 2 15
RRAERGE L

Rules under the old regime applied to invasive devices do not sufficiently take account
of the level of invasiveness and potential toxicity of certain devices which are
introduced into the human body. In order to obtain a suitable risk-based classification of
devices that are composed of substances or of combinations of substances that are
absorbed by or locally dispersed in the human body, it is necessary to introduce specific
classification rules for such devices. The classification rules should take into account the
place where the device performs its action in or on the human body, where it is
introduced or applied, and whether a systemic absorption of the substances of which the
device is composed, or of the products of metabolism in the human body of those
substances occurs.

FIERN S 1B R M 59 mUARMR, Mo — B, B e i) 3 B A 00 ST AT A R
I KB FFA VPSR o 4T Tay b A1 I SEERTT 2900, B3R I A 5 WL AT
EHRENS S,

The conformity assessment procedure for class I devices should be carried out, as a
general rule, under the sole responsibility of manufacturers in view of the low level of

vulnerability associated with such devices. For class Ila, class IIb and class III devices,
an appropriate level of involvement of a notified body should be compulsory.

BLE— A IR AR A BT S R VP R, RN B B A E A MU P A AT
THOLHIESR, DL R A1 58 5 KM 5
The conformity assessment procedures for devices should be further strengthened and

streamlined whilst the requirements for notified bodies as regards the performance of
their assessments should be clearly specified to ensure a level playing field.

HHAEEBESMEE, BAB T Eudamed, DAMEIRMIMIE L, Kl
K aeoe L, A sitsiH |, LB & R A& e
It is appropriate that certificates of free sale contain information that makes it possible to

use Eudamed in order to obtain information on the device, in particular with regard to

whether it is on the market, withdrawn from the market or recalled, and on any
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certificate on its conformity.
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To ensure a high level of safety and performance, demonstration of compliance with the
general safety and performance requirements laid down in this Regulation should be
based on clinical data that, for class III devices and implantable devices should, as a
general rule, be sourced from clinical investigations that have been carried out under the
responsibility of a sponsor. It should be possible both for the manufacturer and for
another natural or legal person to be the sponsor taking responsibility for the clinical

investigation.

et S T 25 00 R ) B 5 i U R ) i 3 R0, [ BRARAE ISO 14155:2011 (A
PRSI 2 B P VR 11 R AP I R S ) 5 DA A6 7 KR B P EAT (1 i PR 1 A 45 SR
DRV B A BRI ST BORE, IR A AR 4 L o o4 D) 6 K B 22 A 2R 4T 1D 1 R
S5 R ATIERR B Y SRAF N AT o A, XU B FF A (iR SR TR 2 2 K
TMNEEZH I E N E F ) IR .

The rules on clinical investigations should be in line with well-established international
guidance in this field, such as the international standard ISO 14155:2011 on good
clinical practice for clinical investigations of medical devices for human subjects, so as
to make it easier for the results of clinical investigations conducted in the Union to be
accepted as documentation outside the Union and to make it easier for the results of
clinical investigations conducted outside the Union in accordance with international
guidelines to be accepted within the Union. In addition, the rules should be in line with
the most recent version of the World Medical Association Declaration of Helsinki on

Ethical Principles for Medical Research Involving Human Subjects.

‘L EH RS B ] R LA R LT R I PR R A, DA DR BRSE 75 22 2 5 PRl I PR A 2 S
W& R, FHFHGUCHE LR R AEARVE R BOE I R SR RN 25 .
Xl e J& T A B AR SR . IR AL, R B IR AR Tl A
W, Fal R BEEEEARANS S, 1Hh, HE BRI AL E AL R

It should be left to the Member State where a clinical investigation is to be conducted to
determine the appropriate authority to be involved in the assessment of the application
to conduct a clinical investigation and to organise the involvement of ethics committees
within the timelines for the authorisation of that clinical investigationas set out in this
Regulation. Such decisions are a matter of internal organisation for each Member State.

In that context, Member States should ensure the involvement of laypersons, in
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particular patients or patients'organisations. They should also ensure that the necessary

expertise is available.

AR R IR B R, X 32 U I A 535 S B0 B3 B 7 5 R SE RS O
U, XA OL T PEE SRR, 6037 Il AU R 2R 5% 2 AN 40 3 G A A0 A1 8 1)
KV AR SE A T

Where, in the course of a clinical investigation, harm caused to a subject leads to the
civil or criminal liability of the investigator or the sponsor being invoked, the
conditions for liability in such cases, including issues of causality and the level of

damages and sanctions, should remain governed by national law.

HALKKCE RS AN T RS, U ORLE AT 2 TF5 17 (10 Bodhs 128 o id SR o
UG ORI BB ARRTE T 8 FME A AN BERHRT A, A
BHER T RETIERZ 5K E R Z60E WD ANBR. iR B2 257 dh ik R
A6 AT B[R] A FH » h R UR 2  F 7 AR 5 N P 24 i i AR 1 ) R o 12
HidE,

An electronic system should be set up at Union level to ensure that every clinical
investigation is recorded and reported in a publicly accessible database. To protect the
right to the protection of personal data, recognised by Article 8 of the Charter of
Fundamental Rights of the European Union (‘the Charter’), no personal data of subjects
participating in a clinical investigation should be recorded in the electronic system. To
ensure synergies with the area of clinical trials on medicinal products, the electronic
system on clinical investigations should be interoperablewith the EU database to be set

up for clinical trials on medicinal products for human use.

U AE A PR B 5y AT IR AR A, U R 705 SR A B R, DU AT
BUE . O Fe VR BT I 0 DR AT 7 45 B ) £ e 22 4 A 5 U i A K% s PR 1 2 £ 7
FBUE I PPAL — S, ORI R A DR UAURE B AR T IR B LR R
] 22 150 B A o St 55 0 U DA AN 150 358 X W AR R 50 1 [ 5 e SR A T ) VA
BTG RE. BRI ZHECFEAN, REEEBEEZSS5MEE . £
IS ARE, AT R AT 5 2 S A . & AR AR 2 TR S
PR TS I 206, AT AT S T T AL SRS (AR OGS B R . R K4S
RARATEN, ZRIERAZ -HEW, EKMRAGRES B ES5 R E B

Where a clinical investigation is to be conducted in more than one Member State, the
sponsor should have the possibility of submitting a single application in order to reduce
administrative burden. In order to allow for resource-sharing and to ensure consistency
regarding the assessment of the health and safety-related aspects of the investigational
device and of the scientific design of that clinical investigation, the procedure for the
assessment of such single application should be coordinated between the Member
States under the direction of a coordinating Member State. Such coordinated

assessment should not include the assessment of intrinsically national, local and ethical
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aspects of a clinical investigation, including informed consent. For an initial period of
seven years from the date of application of this Regulation, Member States should be
able to participate on a voluntary basis in the coordinated assessment. After that period,
all Member States should be obliged to participate in the coordinated assessment. The
Commission, based on the experience gained from the voluntary coordination between
Member States, should draw up a report on the application of the relevant provisions
regarding the coordinated assessment procedure. In the event that the findings of the
report are negative, the Commission should submit a proposal to extend the period of

participation on a voluntary basis in the coordinated assessment procedure.

B I35 L 160 ' PR M AR R 20 ) ok 8 755 6 W P R 280 300 ) O 2 I R S A R SR AN 4
PR B . T ONAT A E RS 5 I PRI & 1 321805 75 B s AP GR37 oot B AT
DLZ% 1 B 5 1 55 U 2 AR L 5 R A AR A X285 R H AR IR 4 T pl A

Sponsors should report certain adverse events and device deficiencies that occur during
clinical investigations to the Member States in which those clinical investigations are
being conducted. Member States should have the possibility of terminating or
suspending the investigations or revoking the authorisation for those investigations, if
considered necessary to ensure a high level of protection of the subjects participating in
a clinical investigation. Such information should be communicated to the other Member

States.

U3 W R VR 2 10 B 25 AR AR I A I 1) 9 PR A G ] — 7 0T 46 1) o
Zy PR A Wik PR VA 2 5 SR 22, RE R PR T e o —E B2 5 o PR R} 2 B A R e
FLAE (I 18] A B2 AC S R B, HR T HU B, IR U WA I S A2 4

The sponsor of a clinical investigation should submit a summary of results of the
clinical investigation that is easily understandable for the intended user together with
the clinical investigation report, where applicable, within the timelines laid down in this
Regulation. Where it is not possible to submit the summary of the results within the
defined timelines for scientific reasons, the sponsor should justify this and specify when

the results will be submitted.

AVEE IR R 5 W ST Ak, OSSR IR PR IESE 8 H IR R 2, JFE IR
IR E A O HAth S R B 7 B I PR 2 PR A8 BEATRE 2 1P A R A R

This Regulation should cover clinical investigations intended to gather clinical evidence
for the purpose of demonstrating conformity of devices and should also lay down basic
requirements regarding ethical and scientific assessments for other types of clinical

investigations of medical devices.

AT NRE NI AE - RBEEN . ZA TN L 27 AR PR ORI 1 it . (H AR 22
i 5 R 52 TEAT 9 BE 71 52l AR R NI e AR

Incapacitated subjects, minors, pregnant women and breastfeeding women require
specific protection measures. However, it should be left to Member States to determine
the legally designated representatives of incapacitated subjects and minors.
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The principles of replacement, reduction and refinement in the area of animal
experimentation laid down in the Directive 2010/63/EU of the European Parliament and
of the Council (1) should be observed. In particular, the unnecessary duplication of tests
and studies should be avoided.

3% P AR 5 B BORFE AR T, i 2 Gt HL R Rt AL 28 b i Je e e v
WS 8, DL KBRS, JF 5 050 E 8 7 37 1 T sh i 1 X 8 WL &
fEo DU, G R BARYE R PR RO T B R AR, #L AN EE R
bR B AR R HAEME B S BB PSR AR B AE B, DL
PRAT AR T R/ B I3 i P R R 2 B 20U, SR SR SR AR AT AR AR 23,
JRURSE PPAG A S SCAE A PR PPAY 3 B R SO B

Manufacturers should play an active role during the post-market phase by
systematically and actively gathering information from post-market experience with
their devices in order to update their technical documentation and cooperate with the
national competent authorities in charge of vigilance and market surveillance activities.
To this end, manufacturers should establish a comprehensive post-market surveillance
system, set up under their quality management system and based on a post-market
surveillance plan. Relevant data and information gathered through post-market
surveillance, as well as lessons learned from any implemented preventive and/or
corrective actions, should be used to update any relevant part of technical
documentation, such as those relating to risk assessment and clinical evaluation, and
should also serve the purpose of transparency

DN B O B T ORG24 i L, R I I B S K R R v T Y
il i P A AL e A IR, A T AR T R S AT AL

In order to better protect health and safety regarding devices on the market, the
electronic system on vigilance for devices should be made more effective by creating a
central portal at Union level for reporting serious incidents and field safety corrective
actions.

FI % TR BRI 2 i, SR e B9 Bk N B A S R B A T S 1 A
HINIR e EAZBJN R TN 5 A5 25 R 8 A 4t 4% 2 B X G 4R 75 T
SEM ™ A K DU IR R G R AR A e SR, O H A IS
IWBEEE SRR AR, ARG B WU LA ORR I T 38 4 i BRER A i, DUR B G it
REMFR R

(D

KA EL S 2T 2010 4 9 A 22 HZ KM T H TR B BIsh /37 158 2010/63/EU 5454

(OJL276,20.10.2010, p. 33).

(1) Directive 2010/63/EU of the European Parliament and of the Council of 22 September 2010 on the protection
of animals used for scientific purposes (OJ L 276, 20.10.2010, p. 33).
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Member States should take appropriate measures to raise awareness among healthcare
professionals, users and patients about the importance of reporting incidents.
Healthcare professionals, users and patients should be encouraged and enabled to
report suspected serious incidents at national level using harmonised formats. The
national competent authorities should inform manufacturers of any suspected serious
incidents and, where a manufacturer confirms that such an incident has occurred, the
authorities concerned should ensure that appropriate follow-up action is taken in order

to minimise recurrence of such incidents

BLAE B R PO A S (P S 2 e A BRI, 7R R A SRS e 4
A I8 it 5 EAE 22 A 0 B ST A I O T S B HEAT R DA 23 5 B R O B DR A S
EHE it P — Bt

The evaluation of reported serious incidents and field safety corrective actions should
be conducted at national level but coordination should be ensured where similar
incidents have occurred or field safety corrective actions have to be carried out in more
than one Member State, with the objective of sharing resources and ensuring
consistency regarding the corrective action.

FERAHAEE Srb, &, FEI RS SR ARG (B RFMET L
N G H GRS R 2 ) 4R AL RIS B AR L.

In the context of the investigation of incidents, the competent authorities should take
into account, where appropriate, the information provided by and views of relevant
stakeholders, including patient and healthcare professionals' organisations and
manufacturers' associations

B A& X7 i AU S80I ) P B AN (R S s bk R o e o A B P T 4 S5 R A
I EH R Y, DR SR
The reporting of serious adverse events or device deficiencies during clinical

investigations and the reporting of serious incidents occurring after a device has been
placed on the market should be clearly distinguished to avoid double reporting.

AREEAE T I E RN, Do as E 5 E U BIBCRIAT LS5, Ok 73 A
AN A R, I E R

Rules on market surveillance should be included in this Regulation to reinforce the
rights and obligations of the national competent authorities, to ensure effective
coordination of their market surveillance activities and to clarify the applicable
procedures.

A RET XU A 2 73 A 7 AR EE R RE A, O HL AT BE RO AT KR, A A A R
bm™ E R B N A AR B e R A SR R R E AL R, B
FOVFHHEAT PRAL AR GE 4 (15 it

Any statistically significant increase in the number or severity of incidents that are not
serious or in expected side-effects that could have a significant impact on the
benefit-risk analysis and which could lead to unacceptable risks should be reported to
the competent authorities in order to permit their assessment and the adoption of
appropriate measures
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An expert committee, the Medical Device Coordination Group (MDCG), composed of
persons designated by the Member States based on their role and expertise in the field
of medical devices including in vitro diagnostic medical devices, should be established
to fulfil the tasks conferred on it by this Regulation and by Regulation (EU) 2017/746
of the European Parliament and of the Council (2), to provide advice to the Commission
and to assist the Commission and the Member States in ensuring a harmonised
implementation of this Regulation. The MDCG should be able to establish subgroups in
order to have access to necessary in-depthtechnical expertise in the field of medical
devices including in vitro diagnostic medical devices. When establishing subgroups,
appropriate consideration should be given to the possibility of involving existing groups
at Union level in the field of medical devices

L 2 R AR B I PR S B B AR B FR, RAE L KB R ME R LR =,
PAE R ZE 2. MDCG. il 385 7 A5 AR VM0 SE AT 5K 10 2 5 WU S0 T AR s
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Expert panels and expert laboratories should be designated by the Commission on the
basis of their up-to-date clinical, scientific or technical expertise, with the aim of
providing scientific, technical and clinical assistance to the Commission, the MDCG,
manufacturers and notified bodies in relation to the implementation of this Regulation.
Moreover, expert panels should fulfil the tasks of providing an opinion on clinical
evaluation assessment reports of notified bodies in the case of certain high-risk devices.

AR PR AL B FE T N RS BASRAN B VR4, K R LA A AT 1 S )
I B, - DR P9 S T s R Dol R A s PR TR 280 AT S AT PR 48— e 7K T ) i R AT
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2, Gl S RITEE, I EAE S T 3 M8 0 b Sl 6 P 5L 0 . 3 B0 1
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(2) BN FER ST 2017 4F 4 H 5 HERIRTARIMSWERIT S 5E 2017/746 5 (EUD M, JRIE
T8 98/79/EC SR A RIZE 51425 2010/227/EU 5l (WA“E J7 A5 176 T
(2) Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on in vitro diagnostic

medical devices and repealing Directive 98/79/EC and Commission Decision 2010/227/EU (see page
176 of this Official Journal).
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Closer coordination between national competent authorities through information exchange
and coordinated assessments under the direction of a coordinating authority is essential for
ensuring a consistently high level of health and safety protection within the internal
market, in particular in the areas of clinical investigations and vigilance. The principle of
coordinated exchange and assessment should also apply across other authority activities
described in this Regulation, such as the designation of notified bodies and should be
encouraged in the area of market surveillance of devices. Joint working, coordination and
communication of activities should also lead to more efficient use of resources and

expertise at national level.

2 iz BRI B R SRR SRR B R B 508, Il RS IR
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The Commission should provide scientific, technical and corresponding logistical
support to coordinating national authorities and ensure that the regulatory system for
devices is effectively and uniformly implemented at Union level based on sound

scientific evidence.
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The Union and, where appropriate, the Member States should actively participate in
international regulatory cooperation in the field of medical devices to facilitate the
exchange of safety-related information regarding medical devices and to foster the
further development of international regulatory guidelines that promote the adoption in
other jurisdictions of regulations that lead to a level of health and safety protection
equivalent to that set by this Regulation.

8 53 BRI D) B it B ORAE R AR RE 15 B AT AR 1 S AT il e
AR AR IR Ak 5T

Member States should take all necessary measures to ensure that the provisions of this
Regulation are implemented, including by laying down effective, proportionate and

dissuasive penalties for their infringement.

[FIAF s AR AT R M O3 L [ 5 — i sh AR UL 3% TIOR3 R £ e 5 A
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Whilst this Regulation should not affect the right of Member States to levy fees for
activities at national level, Member States should, in order to ensure transparency,
inform the Commission and the other Member States before they decide on the level and
structure of such fees. In order to further ensure transparency, the structure and level of
the fees should be publicly available on request.
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This Regulation respects the fundamental rights and observes the principles recognised
in particular by the Charter and in particular human dignity, the integrity of the person,
the protection of personal data, the freedom of art and science, the freedom to conduct
business and the right to property. This Regulation should be applied by the Member
States in accordance with those rights and principles

R4 TFEU 28 290 %, B T R SMMERBUERIBIR, DMEETT AL R 5L
B ERE . Rl EERR, BASERES TEMN, UFEELTREH LiTE
WG, HEARE 2016 48 4 13 H (23 B9 SL b UR 1] B30 B 9L5E i s 00 ¢
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The power to adopt delegated acts in accordance with Article 290 TFEU should be
delegated to the Commission in order to amend certain non-essential provisions of this
Regulation. It is of particular importance that the Commission carry out appropriate
consultations during its preparatory work, including at expert level, and that those
consultations be conducted in accordance with the principles laid down in the
Interinstitutional Agreement of 13 April 2016 on Better Law-Making (1). In particular,
to ensure equal participation in the preparation of delegated acts, the European
Parliament and the Council receive all documents at the same time as Member States'
experts, and their experts systematically have access to meetings of Commission expert
groups dealing with preparation of delegated acts.

NERPATAER R — B0 BERZR RS TIATEOT. BRSO 2 AE
255 182/2011 LM () AT XL,

In order to ensure uniform conditions for the implementation of this Regulation,
implementing powers should be conferred on the Commission. Those powers should be

exercised in accordance with Regulation (EU) No 182/2011 of the European Parliament
and of the Council (2).

5 J8 BIX L S AU 2 AR PP PEAT O, AN BRI — J @ R 2 4, FrblE
FE ) H ] 3 0T 22 e A PR 1 B 4 o R il 3 A ORISR BT 3 R 52 il
BB UIE A A Y I it 4 U I BRI P

(" 0JL123,12.5.2016, p. 1.

) WS H 2 2011 4 2 H 16 B K95 T U AT (83X LAy K2 pl 5 BB ) 2% 070 2474 BT Lo ey 90 0 —
JRI 25 182/2011 S (0OT LSS, 28.2.2011, p.13).

(1) OJ L 123,12.5.2016, p. 1

.(2) Regulation (EU) No 182/2011 of the European Parliament and of the Council of 16 February 2011 laying down the rules and
generalprinciples concerning mechanisms for control by Member States of the Commission's exercise of implementing powers
(OJ L 55,28.2.2011, p. 13).
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The advisory procedure should be used for implementing acts that set out the form and
presentation of the data elements of manufacturers' summaries of safety and clinical
performance, and that establish the model for certificates of free sale, given that such
implementing acts are of a procedural nature and do not directly have an impact on
health and safety at Union level.
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The Commission should adopt immediately applicable implementing acts where, in duly
justified cases relating tothe extension to the territory of the Union of a national
derogation from the applicable conformity assessment procedures, imperative grounds

of urgency so require.
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In order to enable it to designate issuing entities, expert panels and expert laboratories,
implementing powersshould be conferred on the Commission.
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To allow economic operators, especially SMEs, notified bodies, Member States and the
Commission to adapt to the changes introduced by this Regulation and to ensure its proper
application, it is appropriate to provide for a sufficient transitional period for that
adaptation and for the organisational arrangements that are to be made. However, certain
parts of the Regulation that directly affect Member States and the Commission should be
implemented as soon as possible. It is also particularly important that, by the date of
application of this Regulation, a sufficient number of notified bodies be designated in
accordance with the new requirements so as to avoid any shortage of medical devices on
the market. Nonetheless, it is necessary that any designation of a notified body in
accordance with the requirements of this Regulation prior to the date of its application be
without prejudice to the validity of the designation of those notified bodies under
Directives 90/385/EEC and 93/42/EEC and to their capacity to continue issuing valid
certificates under those two Directives until the date of application of this Regulation.
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In order to ensure a smooth transition to the new rules for registration of devices and of
certificates, the obligation to submit the relevant information to the electronic systems set
up at Union level pursuant to this Regulation should, in the event that the corresponding
IT systems are developed according to plan, only become fully effective from 18 months
after the date of application of this Regulation. During this transitional period, certain
provisions of Directives 90/385/EEC and 93/42/EEC should remain in force. However, in
order to avoid multiple registrations, economic operators and notified bodies who register
in the relevant electronic systems set up at Union level pursuant to this Regulation should
be considered to be in compliance with the registration requirements adopted by the
Member States pursuant to those provisions.

NAE UDL RGEMRGIN, # UDI bRiR RS bR 28 b 55 1 AR BN LG B AR ASVE LA
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In order to provide for a smooth introduction of the UDI system, the moment of
application of the obligation to place the UDI carrier on the label of the device should vary
from one to five years after the date of application of this Regulation depending upon the
class of the device concerned.
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A AT 23 DA AR AV e 3 1 SI it 4 U)K ok o

(M FHET 201248 3 H 9 HE RIS T BT s il F s FHUI A ZE 5145 58 207/2012 B95E(0T L72, 10.3.2012, p. 28).

) FEHREF 2012 4 8 H 8 HERMAE TR RS TH IR BT 2355 90/385/EEC 1 93/42/EEC 154 M
TORFIREORINZR 225 722/2012 S

(1) Commission Regulation (EU) No 207/2012 of 9 March 2012 on electronic instructions for use of medical devices (OJ L 72,
10.3.2012,p. 28).

(2) Commission Regulation (EU) No 722/2012 of 8 August 2012 concerning particular requirements as regards the requirements laid

downin Council Directives 90/385/EEC and 93/42/EEC with respect to active implantable medical devices and medical devices

manufacturedutilising tissues of animal origin (OJ L 212, 9.8.2012, p. 3).
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Directives 90/385/EEC and 93/42/EEC should be repealed to ensure that only one set of
rules applies to the placing of medical devices on the market and the related aspects
covered by this Regulation. Manufacturers' obligations as regards the making available of
documentation regarding devices they placed on the market and manufacturers' and
Member States' obligations as regards vigilance activities for devices placed on the market
pursuant to those Directives should however continue to apply. While it should be left to
Member States to decide how to organise vigilance activities, it is desirable for them to
have the possibility of reporting incidents related to devices placed on the market pursuant
to the Directives using the same tools as those for reporting on devices placed on the
market pursuant to this Regulation. It is furthermore appropriate, in order to ensure a
smooth transition from the old regime to the new regime, to provide that Commission
Regulation (EU) No 207/2012 (1) and Commission Regulation (EU) No 722/2012 (2)
should remain in force and continue to apply unless and until repealed by implementing
acts adopted by the Commission pursuant to this Regulation.

FE W B 97w IR P 58 4 J8 T 2281, A2 SEtX 2e 45 & M5 98/79/EC 5472 i
W K5 2010/227/EU 5 R AR EAT BOFREEE M - A&, & A2 2003/12/EC
(1) A12005/50/EC B354 (P) MIZ AL 9202013 SIHM ) TR 4ERAL
7o
Decision 2010/227/EU adopted in implementation of those Directives and Directive
98/79/EC should also remain in force and continue to apply until the date when Eudamed
becomes fully functional. Conversely, no such maintenance in force is required for
Commission Directives 2003/12/EC (1) and 2005/50/EC (2) and Commission
Implementing Regulation (EU) No 920/2013 (3).
(99)  AEFHE SR BIE T B AVE A R HR B8 T 3 NG 8 Ay @bk 1By
SRR, EREWS SUVFAR I E 2 B R A FRIIPR N, HR¥E2E 90/385/EEC B4
93/42/EEC 5454 MUK HI A R BUB T 3 B AL
The requirements of this Regulation should be applicable to all devices placed on the
market or put into service from the date of application of this Regulation. However, in
order to provide for a smooth transition it should be possible, for a limited period of time
from that date, for devices to be placed on the market or put into service by virtue of a
valid certificate issued pursuant to Directive 90/385/EEC or pursuant to Directive
93/42/EEC.
(") 200342 H 3 HERSBRINFK T ST B 93/42/EEC 51543 [ 7L 55 M I 74> K 1028 5
235 2003/12/EC 5#84-(0J L28, 4.2.2003, p. 43).

(®) 20054 8 H 11 HERSZ RN T ST SRS 93/42/EEC 5454 Vti FEl vh 15 I 35 1R b5 964 5 48 1)
Z: 425 2005/50/EC 5184 (OJ L210, 12.8.2005, p. 41) .

(") 2013 4 9 1 24 HZE R R MR T AR O T4 MO RN IT 28023 T4 22 55 90/385/EEC 5484 Fl1 %
FEIr 85 93/42/EEC SHE 4 e A B A B M Z S5 920/2013 5 St 41(OJ L253,
25.9.2013, p. 8).

(1) Commission Directive 2003/12/EC of 3 February 2003 on the reclassification of breast implants in the framework ofDirective
93/42/EEC concerning medical devices (OJ L 28, 4.2.2003, p. 43).

(2) Commission Directive 2005/50/EC of 11 August 2005 on the reclassification of hip, knee and shoulder joint replacements in
theframework of Council Directive 93/42/EEC concerning medical devices (OJ L 210, 12.8.2005, p. 41).

(3) Commission Implementing Regulation (EU) No 920/2013 of 24 September 2013 on the designation and the supervision of
notifiedbodies under Council Directive 90/385/EEC on active implantable medical devices and Council Directive 93/42/EEC on medical
devices(OJ L 253,25.9.2013, p. 8).
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(100)  RRPNECHE GRS E ARG WM T R 4558 45/2001 SIEHEE 28 (2) KRBT HM (D .
The European Data Protection Supervisor has given an opinion (4) pursuant to Article
28(2) of Regulation(EC) No 45/2001.

(101> HYFATEIL H Ax,  RIVAH DR 277 25 B8 A T 372 B IBUR 38 8 5 il O [ 77 4 ) s Jot
Mgz atE, PR B M I RS 2@ 2 AT R Ry, Toik
i ot [ 78 7 SE B, Hol TR RCR AT S AR R SR b Se Bl KRR TR
B SRR 26 200 56 5 2 U 110 4 B Do D) SR BB it o FEE 2 25 o B 1 B3] i
AIERURE A 2l SEILZ H A i 7 VE L

D2l AL

Since the objectives of this Regulation, namely to ensure the smooth functioning of the internal
market as regards medical devices and to ensure high standards of quality and safety for medical
devices, thus ensuring a high level of protection of health and safety of patients, users and other
persons, cannot be sufficiently achieved by the Member States but can rather, by reason of its
scale and effects, be better achieved at Union level, the Union may adopt measures, in accordance
with the principle of subsidiarity as set out in Article 5 of the Treaty on European Union. In
accordance with the principle of proportionality, as set out in that Article, this Regulation does not
go beyond what is necessary in order to achieve those objectives,

HAVE ADOPTED THIS REGULATION:

(*) 0J €358, 7.12.2013, p. 10.
(4) OJ C 358, 7.12.2013, p. 10.
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FIE
CHAPTERI
SCOPE AND DEFINITIONS

H1F
FE5WEH
Article 1
Subject matter and scope

L AEHAE 1A R R 5 N N SRAE B B27 S los FE B AR B T s 5. i i 3R 1
B N A 5 T AR o ARVt 3£ R SR AT A R 1% B 7 25 BB L B P
PRI
This Regulation lays down rules concerning the placing on the market, making available
on the market or putting into service of medical devices for human use and accessories for
such devices in the Union. This Regulation also applies to clinical investigations
concerning such medical devices and accessories conducted in the Union.

2. HEMRESE 9 s pE I E M 2 HE, AERNE NIE s XV B g e il
BT H A dhdl, IF25 8 B TR EOR I B AT i s AT, Rl d i T R BT
H IS I P ARAE . 1Z B3R XV A BT 517 S 2EL 1 38 FH Y 87 2 /0 fift pRid
Rz s A s Lrh s RS BN, S BEmS, B 22 Ve Il IR PEA

RAE 2020 4 5 F 26 H A 06 EE @ e . HSTE R B A RH BN H
JEEH 2020 4 5 H 26 HigdH, Lt Jyik.

This Regulation shall also apply, as from the date of application of common specifications
adopted pursuant to Article 9, to the groups of products without an intended medical
purpose that are listed in Annex XVI, taking into account the state of the art, and in
particular existing harmonised standards for analogous devices with a medical purpose,
based on similar technology. The common specifications for each of the groups of
products listed in Annex X VI shall address, at least, application of risk management as set
out in Annex I for the group of products in question and, where necessary, clinical
evaluation regarding safety.

JUEAEAESE 122 2 HE, B ERARIETE 2 93/42/EEC X Fif 4175 Bk B2 7 25 )
TR BT R I 485 e I 4k 545 28, AR HE 55 93/42/BEC 5484 A3k XVI FTisk a5 ) =7
AR 7 AT B A S R OY T AT M AR S R, LA T BUI EOR 1% AL
HH O I RE & AR R H k.

The necessary common specifications shall be adopted by 26 May 2020. They shall apply
as from six months after thedate of their entry into force or from 26 May 2020, whichever
is the latest.

Notwithstanding Article 122, Member States' measures regarding the qualification of the
products covered by Annex XVI as medical devices pursuant to Directive 93/42/EEC
shall remain valid until the date of application, as referred to in the first subparagraph, of
the relevant common specifications for that group of products.

AR PR B3 AR R BEAT IO A S 38— 3 BUITIR 7 el A e PR 5 PR

This Regulation also applies to clinical investigations conducted in the Union concerning
the products referred to in the first subparagraph.
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3. HAABRSTAERES ST T a0 25 bl S22 i L & T B TN B2 7 2 R
A T I TR 7 FH 3 s bl ) IS L2 R
Devices with both a medical and a non-medical intended purpose shall fulfil cumulatively
the requirements applicable to devices with an intended medical purpose and those
applicable to devices without an intended medical purpose.

4. HUARERIN G, BRITAR. BRIT AN AR S MBS BOh TR R S XV g
A ASVE R AE S SC P R AR O« ge i
For the purposes of this Regulation, medical devices, accessories for medical devices, and
products listed in Annex XVI to which this Regulation applies pursuant to paragraph 2
shall hereinafter be referred to as ‘devices’.

5. iy b BA UG ST F g 07 5 VA TN B 7 P a7 s A8 R AR XURS: T T A

ML Z AR E) TUE, ZRRASHBURYEEE 115 FRBURBUTEN, T8I 3058 007 &
ORMB N 7S B B, DLORS (8 FH 3 B Al N B2 3 11 A SR At 75 T )
A4,
Where justified on account of the similarity between a device with an intended medical
purpose placed on the market and a product without an intended medical purpose in
respect of their characteristics and risks, the Commission is empowered to adopt delegated
acts in accordance with Article 115 to amend the list in Annex X VI, by adding new groups
of products, in order to protect the health and safety of users or other persons or other
aspects of public health.

6.  AFEMAEM T

(a) BKERZE 2017/746 5K o A& A2 Wr B2 7 284

(b) % 2001/83/EC SR 1 2626 2 sl HTRE SLIIERIT 77 o AERASE ™ dh A28 158
2001/83/EC 58 410 2 AVE R IITE FEIRT,  S4RF 501 25 R = i 1 2 A P A

(e BRPNZR A5 1394/2007 S LRI o 0 AT T VR B2 24 7 s

(A N AR IR B A, B0 7R B80T 5 B A R I
B R MR s L B B B i, (EAS SR 5 8 BUITIR a3 IR A1 5

(e)  BRINZR A5 1223/2009 S VLTI o5 (1155 28 72 i

(O ZWIERBESE . AL s AT A 5, B0 A Bl F A S 7 s 2
AVE SR T A A A Ak B D AR M 1 S ) R VR 1 2H 23 m A i e FL AT A
Oy ) 3 T G PR 85 PR

(g) % 2004/23/EC SR o K NIERE M A8 B . H A0 M s AT A7 o, B
B B A R i (AR R T A AR A A B Dy A 1 0 N
23 S P AT AR 0 1 3 T RS 4 B 5

(W BT (. (D M (g sk m, LA s 550E A YY) o s i ik
CEAEERGUED) . 0. HWEUREE) DASEI B SRR ™ it 753 F 38 10 7 i

() 25 178/2002 5 (EU) EHFTIA &5 1 6 i o

This Regulation does not apply to:

(a) in vitro diagnostic medical devices covered by Regulation (EU) 2017/746;

(b) medicinal products as defined in point 2 of Article 1 of Directive 2001/83/EC. In
deciding whether a product falls under Directive 2001/83/EC or under this Regulation,
particular account shall be taken of the principal mode of action of the product;

(c) advanced therapy medicinal products covered by Regulation (EC) No 1394/2007;

(d) human blood, blood products, plasma or blood cells of human origin or devices which
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incorporate, when placed on the market or put into service, such blood products,
plasma or cells, except for devices referred to in paragraph 8 of this Article;

(e) cosmetic products covered by Regulation (EC) No 1223/2009;

(f) transplants, tissues or cells of animal origin, or their derivatives, or products containing
or consisting of them; however this Regulation does apply to devices manufactured
utilising tissues or cells of animal origin, or their derivatives, which are non-viable or
are rendered non-viable;

(g) transplants, tissues or cells of human origin, or their derivatives, covered by Directive
2004/23/EC, or products containing or consisting of them; however this Regulation
does apply to devices manufactured utilising derivatives of tissues or cells of human
origin which are non-viable or are rendered non-viable;

(h) products, other than those referred to in points (d), (f) and (g), that contain or consist
of viable biological material or viable organisms, including living micro-organisms,
bacteria, fungi or viruses in order to achieve or support the intended purpose of the
product;

(i) food covered by Regulation (EC) No 178/2002.

7. JUVEREREE 2017/746 25 2 2558 2 s 5 0E (AR SN2 T 97 008 1 2EL R0 0 T 80 i
Wy E B NAL IR ES, Y ARG M IR . R 2017/746 SRR 00 EER & H
T2 AR IMZ W 4)

Any device which, when placed on the market or put into service, incorporates as an
integral part an in vitro diagnostic medical device as defined in point 2 of Article 2 of
Regulation (EU) 2017/746, shall be governed by this Regulation. The requirements of
Regulation (EU) 2017/746 shall apply to the in vitro diagnostic medical device part of the
device.

8. AW BURNIHE N, AE R R LA R, T R B A
ﬁﬁh%ﬂﬂ)ﬁ'ﬂéﬁ 2001/83/EC S84 58 1 2628 2 mipT e IR 257 i, H A aHhizia
A5 1 2558 10 R BT SN AR I B 5 SR Y ) 245 P il &, I HL B Sl Bh 23 il 1) 1
FH 2R AR 8 A 0 R AT DA R 3L
B2, FHiZYROERZEEER, A RHBZaSmIOER, WgEE e 5 i
FH BRI R £ R FE S 23 5 2001/83/EC S48 A BLES 726/2004 S (1) &l 7RI
Pl 0 ARV PR S T A 52 (A G 08 F 22 42 5 M RE SR RS F 1% 7 P 1 2
B o 1 2 4 S RE

(") 2004 43 H 31 HECHHCS RS C M8 52 BRI BN FA A0 2 F 7 7 ol R B S N 24 5 LR 1
FLFAFE 7 (0T L136, 30.4.2004, p. 1).
(1) Regulation (EC) No 726/2004 of the European Parliament and of the Council of 31 March 2004 laying down
Community procedures for the authorisation and supervision of medicinal products for human and
veterinary use and establishing a European Medicines Agency(OJ L 136, 30.4.2004, p. 1).
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Any device which, when placed on the market or put into service, incorporates, as an
integral part, a substance which, if used separately, would be considered to be a medicinal
product as defined in point 2 of Article 1 of Directive 2001/83/EC, including a medicinal
product derived from human blood or human plasma as defined in point 10 of Article 1 of
that Directive, and that has an action ancillary to that of the device, shall be assessed and
authorised in accordance with this Regulation.

However, if the action of that substance is principal and not ancillary to that of the device,
the integral product shall be governed by Directive 2001/83/EC or Regulation (EC) No
726/2004 of the European Parliament and of the Council (1), as applicable. In that case,
the relevant general safety and performance requirements set out in Annex [ to this
Regulation shall apply as far as the safety and performance of the device part are
concerned.

9.  ETWIUMMA T, PR NH 2001/83/EC SHEAH 1 458 2 miE X,

TZES N 2 AVERE ], HASE 1% 462 LU IR A2k T 25 5 055 726/2004
FIERAILE -
Any device which is intended to administer a medicinal product as defined in point 2 of
Article 1 of Directive 2001/83/EC shall be governed by this Regulation, without prejudice
to the provisions of that Directive and of Regulation (EC) No 726/2004 with regard to the
medicinal product

B Za WU 14525, Hiz2im 5 SmM Al — N8R A8 s, %
dh e T a4 e AL & AN AT LA, 7= i B % 5 2001/83/EC 5 fi5 4 BRI 2
PR AR 726/2004 SIEAVE ] AEXFEOLT, ATERIB S T e A QB ] % 4
551k BE R MACE Tz B AR b S G 0 1) 2 A S R e

However, if the device intended to administer a medicinal product and the medicinal
product are placed on the market in such a way that they form a single integral product
which is intended exclusively for use in the given combination and which is not reusable,
that single integral product shall be governed by Directive 2001/83/EC or Regulation (EC)
No 726/2004, as applicable. In that case, the relevant general safety and performance
requirements set out in Annex I to this Regulation shall apply as far as the safety and
performance of the device part of the single integral product are concerned.

10, 43S bAE BOBCT S BN R, AL e AN ] 2D (0 A A v PR 4 2 st g sl LA 2R 0,
HEA BRI ER, 4% BEASE U 12 3 AT VA AL . ERXMIF LT, 58
2004/23/EC R4 HFHLE IR SRIG AN 2 ME ] -
(B X L 20 ZN A 0 AT A A T R R, i A2 A B S VR T, ELP i AS 32 IR
RS 1394/2007 SVERVE ], W™ dh B 32 26 2004/23/EC SR . AERXFEOL T,
ARVEHI T T A B O I8 F 22 42 5 M R ESR R H T3 i b R s RS 2 1) 2 4 5
PERE -
Any device which, when placed on the market or put into service, incorporates, as an integral part,
non-viable tissues or cells of human origin or their derivatives that have an action ancillary to that
of the device shall be assessed and authorised in accordance with this Regulation. In that case, the
provisions for donation, procurement and testing laid down in Directive 2004/23/EC shall apply.
However, if the action of those tissues or cells or their derivatives is principal and not ancillary to
that of the device and the product is not governed by Regulation (EC) No 1394/2007, the product
shall be governed by Directive 2004/23/EC. In that case, the relevant general safety and
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performance requirements set out in Annex I to this Regulation shall apply as far as the safety and

performance of the device part are concerned.

I1.

12

13.

14.

15

16.

AVERLE T35 2014/30/EU 548458 2(3) 4 I & BR BARF 59 S22

This Regulation is specific Union legislation within the meaning of Article 2(3) of
Directive 2014/30/EU.

FAAEFR A TR AT IR AR OGRS O B0 5 J& T W 2 FH RN ZS 55 23 55 2006/42/EC 5 1
A (D) 552 B a 5P SUIHUME ) bk R S5 2 1% 45 A B S T op il 1 S A 1
A G ER, IREER EEAVE I 5% T 28 10 & Frfl e I8 F 22 4 5 RE R B N
HAf.

Devices that are also machinery within the meaning of point (a) of the second paragraph
of Article 2 of Directive 2006/42/EC of the European Parliament and of the Council (1)
shall, where a hazard relevant under that Directive exists, also meet the essential health
and safety requirements set out in Annex I to that Directive to the extent to which those
requirements are more specific than the general safety and performance requirements set

out in Chapter II of Annex I to this Regulation.

AVEFAFE A 55 2013/59/Euratom 545 4 (1R o

This Regulation shall not affect the application of Directive 2013/59/Euratom.

AR IRAS S i B )45 P A AT 5 AR AR 0 5 1R 5 T A 5 (R RS IR SR L A s i RO AL
This Regulation shall not affect the right of a Member State to restrict the use of any
specific type of device in relation to aspects not covered by this Regulation.

AEINA NG % TAE RS AN BT P B AH 43 oA el % ) 1 v, B 2
RELE T A RELLB T AL T 4R A, ORI L8 DA LD N A AR 3 BEALAG 7T 23
KB I AR, B LN 6 P Bl Ry S 1) oMb 3

This Regulation shall not affect national law concerning the organisation, delivery or
financing of health services and medical care, such as the requirement that certain devices
may only be supplied on a medical prescription, the requirement that only certain health
professionals or healthcare institutions may dispense or use certain devices or that their
use be accompanied by specific professional counselling.

ARTE AL R 187 el B BREEAR TP i SR B, R ZEX S e R A0 [ AR
FIOREE, Rl (IR B AR ZE =) 25 11 %%

Nothing in this Regulation shall restrict the freedom of the press or the freedom of
expression in the media in so far as those freedoms are guaranteed in the Union and in the

Member States, in particular under Article 11 of the Charter of Fundamental Rights of the
European Union.

(1>2006 45 5 H 17 HERP 2 FER S22 R I TR RIS 1T 25 95/16/EC 51841155 2006/42/EC 5 154-(0J L157,
9.6.2006, p. 24).

(1) Regulation (EC) No 726/2004 of the European Parliament and of the Council of 31 March 2004 laying down

Community procedures forthe authorisation and supervision of medicinal products for human and veterinary use and

establishing a European Medicines Agency(OJ L 136, 30.4.2004, p. 1).
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H2 %
& X

Article 2

Definitions

WAVERI E, NodEH LR E X
For the purposes of this Regulation, the following definitions apply:
C1D “BRYT A3 B2 48 )3 7 s 3 DR — M el 22 Fks i€ B2 H B0 B T B2 & T -1 AR

2)

PAEMIACES . By AR B A K50 BREEC AR ) i -

—  RPIRAIZE. BB WS SN, P AT B

— BRI AR R SR M

— . AR ORI R ORI, BAR.

XK A NERREAR (RAEESE . R, BERAZD AT AR SME IR IR (S
5

N o

HA R 252, o e s VA AR B Py Se B B U, (HE0mT

REIE I XAy ARG A B D BE LA DR dh S AL B T 45

—  HA P GO RR HE I B

—  BITHTESWATERS . WHBCKE, W51 (4) FMA RS — TBER Ik 4
ik

‘medical device’ means any instrument, apparatus, appliance, software, implant, reagent,

>

material or other article intended by the manufacturer to be used, alone or in combination,
for human beings for one or more of the following specific medical purposes:

— diagnosis, prevention, monitoring, prediction, prognosis, treatment or alleviation of
disease,

— diagnosis, monitoring, treatment, alleviation of, or compensation for, an injury or
disability,

— investigation, replacement or modification of the anatomy or of a physiological or
pathological process or state,

— providing information by means of in vitro examination of specimens derived from the
human body, including organ, blood and tissue donations,

and which does not achieve its principal intended action by pharmacological,
immunological or metabolic means, in or on the human body, but which may be assisted in
its function by such means.

The following products shall also be deemed to be medical devices:

— devices for the control or support of conception;

— products specifically intended for the cleaning, disinfection or sterilisation of devices as
referred to in Article 1(4) and of those referred to in the first paragraph of this point.

“BRIT B TR A B AN By A B DG R T R L S A B LM E BR T
R, AT AT L L U AR AT, Bk e BE B B B2
AR SE I IR 38 (1 D R 5

‘accessory for a medical device’ means an article which, whilst not being itself a medical
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€)

(4)

)

device, is intended by its manufacturer to be used together with one or several particular
medical device(s) to specifically enable the medical device(s) to be used in accordance
with its/their intended purpose(s) or to specifically and directly assist the medical
functionality of the medical device(s) in terms of its/their intended purpose(s);

“RE ) T2 AR AR [ SRR AR AT RS AR, RN G Rl B A%
RO & TG A, BATRA vt Re e, the I THeE B, JFL T
NNFAETE

‘custom-made device’ means any device specifically made in accordance with a written
prescription of any person authorised by national law by virtue of that person's
professional qualifications which gives, under that person's responsibility,specific design
characteristics, and is intended for the sole use of a particular patient exclusively to meet

their individual conditions and needs.

{75 38 L R 5 DL AT A e A P 5 A TR SR B RS A P i A b, HAR SR 2 4%
BON 53 0 15 T 48 735 38 5 Tk A= 7 e R KRR AR 7 R 2 B AN A5 A0 A o T ks
However, mass-produced devices which need to be adapted to meet the specific
requirements of any professional user and devices which are mass-produced by means of

industrial manufacturing processes in accordance with the written prescriptions of any
authorised person shall not be considered to be custom-made devices;

HIRFW LRI, RIS T AR B0E I E 7777 4 R RSN R OK
P, I HFGE N AR 1% RE R B B ez RE R T AR T . T AR VRS A
H AL R W B A TG 3R 1T JC A e 2 25 AR AL (0 25 AN A5 L A U585 o

BRAF ML AT PR A

‘active device’ means any device, the operation of which depends on a source of energy
other than that generated by the human body for that purpose, or by gravity, and which
acts by changing the density of or converting that energy. Devices intended to transmit
energy, substances or other elements between an active device and the patient, without any
significant change, shall not be deemed to be active devices.

Software shall also be deemed to be an active device;

CHIAE AR AR TS, ISR B R B A, IR I IR R T T
- EEIIANK

—  BUR R B BRI & i

I HAEF ARG DRFFIEFE

AEAT I8 R R T I 20 S AR I HAE T AR R JR AL E 2> 30 RIGEE
AW T AR N A5

‘implantable device’ means any device, including those that are partially or wholly
absorbed, which is intended:

— to be totally introduced into the human body, or
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— to replace an epithelial surface or the surface of the eye,
by clinical intervention and which is intended to remain in place after the procedure.

Any device intended to be partially introduced into the human body by clinical
intervention and intended to remain in place after the procedure for at least 30 days shall
also be deemed to be an implantable device;

(6) R FiE N AR B R s T8 BN A 2R T 2 0 B0 AR AR R o] 5

‘invasive device’ means any device which, in whole or in part, penetrates inside the body,

either through a body orifice or through the surface of the body;

(7) il AL g BAT A R ALl T30 P 3 AR R B 1) — LA B, e v BAAS S ik
R 5 Je P 138 5 3O LR AT 02K

‘generic device group’ means a set of devices having the same or similar intended
purposes or a commonality of technology allowing them to be classified in a generic
manner not reflecting specific characteristics;

(8) KPR AR AR AR L U AU A A A

single-use device’ means a device that is intended to be used on one individual during a

single procedure;

(9) D& A2 g FoAR iR A1/ Bk IEAN/EL CE AR iFUE-BELS CE bRl F A0 SO A i
FBONE B E AR ELERAGH, I HEBERILRINHL .
‘falsified device’ means any device with a false presentation of its identity and/or of its
source and/or its CE marking certificates or documents relating to CE marking procedures.

This definition does not include unintentional non-compliance and is without prejudice to

infringements of intellectual property rights;
(10) “FAROZIROIRA BB TR E BT H I s AH &

‘procedure pack’ means a combination of products packaged together and placed on the
market with the purpose of being used for a specific medical purpose;

(1) “HRGrRfEEA —EECR A R, T LEESH & DLSeBURs 2 7 B
HDéE.A:

‘system’ means a combination of products, either packaged together or not, which are
intended to be interconnected or combined to achieve a specific medical purpose;

(12> “TH M@ RARIK I FIE R R A RFr2E . WA, BEAEsREAR, s Bl f 4t
(OBt DA A3 2 M PR VA R P L0 £ 2 Al 3

‘intended purpose’ means the use for which a device is intended according to the data
supplied by the manufacturer on the label, in the instructions for use or in promotional or
sales materials or statements and as specified by the manufacturer in the clinical

evaluation;

(13)  “AhRZE72 TR M OAEGA S . RS0 A2 Ll a2 B, Bn
AN ZSEEISE
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‘label’ means the written, printed or graphic information appearing either on the device itself, or
on the packaging of each unit or on the packaging of multiple devices;

(14> <Yl R fa G R R o, F LATS R0 as bl 8 2 b RO BT L i« IE R AT D7
PN WSEED=E: BN UE NS

‘instructions for use’ means the information provided by the manufacturer to inform the user of a

device's intended purpose and proper use and of any precautions to be taken;

(15) “PBey7 astiME—Fr iR (UDD 243l i [ bRl a0 &b URUR 2 A 7 14 61 22 1) — 2R 31
B s B0, T nT DABIRAR IR 117 3 b RS i 28
‘Unique Device Identifier’ (‘UDI”) means a series of numeric or alphanumeric characters that is
created through internationally accepted device identification and coding standards and that allows

unambiguous identification of specific devices on the market;

(16)  “ARiE 4R BeA A B AW /75

‘non-viable’ means having no potential for metabolism or multiplication;

(17> “ArAHp e i o i 3 o 75 AN Bl 470 20 23 sl 24 e i B F) << AR A 40 J5 >« A2 X A iR
N T i SR R A NG S A AT AR B A 2R
‘derivative’ means a ‘non-cellular substance’ extracted from human or animal tissue or

cells through a manufacturing process. The final substance used for manufacturing of the

device in this case does not contain any cells or tissues;

(18) YK EP 8 — M RN B BN THIE AR, AR S A T B Ry
Bt SR AFAE B N R B AR AR AE I RIORE, I B0 T80 RT3 A v 50 %6 B 2 R R0k,
H— Ao Z AR L RSHE R 1-100 nm;
HA—AEEAMET Inm FFMERST 005 B0 . A sbd v Fr A BE i 9 K 8 AL
KA EL s
‘nanomaterial’ means a natural, incidental or manufactured material containing particles in
an unbound state or as an aggregate or as an agglomerate and where, for 50 % or more of

the particles in the number size distribution, one or more external dimensions is in the size

range 1-100 nm;

Fullerenes, graphene flakes and single-wall carbon nanotubes with one or more external
dimensions below 1 nm shall also be deemed to be nanomaterials;

(19) BTk, HUEE(18) s PRI E =, 24 B i e W ELL UM
‘particle’, for the purposes of the definition of nanomaterial in point (18), means a minute
piece of matter with defined physical boundaries;

(20)  “HEEY, WA RTHYUKRM BN E XI5, R84 & KB BRER RS,
Horp AT AR 5 2% A ey AR T AR RTAR [F] 5
‘agglomerate’, for the purposes of the definition of nanomaterial in point (18), means a

collection of weakly bound particles or aggregates where the resulting external surface

area is similar to the sum of the surface areas of the individual components;

(1) “REME”, HEBAS) KPR BLRE M, R H6 H SR 4G & BUE & 0K ALK —Fh
IR 5

‘aggregate’, for the purposes of the definition of nanomaterial in point (18), means a
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particle comprising of strongly bound or fused particles;
(22)  “PREE™/E T A5 B SE BILA) 3e 7 SR B Tk 1) e

‘performance’ means the ability of a device to achieve its intended purpose as stated by
the manufacturer;

(23)  “HMRrRIBEEREMFAGEE " EENAE .

‘risk” means the combination of the probability of occurrence of harm and the severity of
that harm;

(24) 32 qa AU RE A i AR AR ) Jd e L ) LT P 3 A6 P 2 S, 5 0 P G A 5 14
JITAT 5 2 A0 XU Al £ 34T 5

‘benefit-risk determination” means the analysis of all assessments of benefit and risk of
possible relevance for the use of the device for the intended purpose, when used in
accordance with the intended purpose given by the manufacturer;

(25)  “MIAMET R SR L WS S A e DN IAR SR, A (R
1)
(a) FEANR F Bt 3 AL U IAT I RE JT BT O T 34T, A/l
(o) FEAN 5 2 s AT HE A A AT 368 23 R 15 0 T 8 5 R/ e, /8
(¢) FEBA MRITIREA R RO — & i fE

‘compatibility’ is the ability of a device, including software, when used together with one
or more other devices in accordance with its intended purpose, to:

(a) perform without losing or compromising the ability to perform as intended, and/or

(b) integrate and/or operate without the need for modification or adaption of any part of
the combined devices, and/or

(c) be used together without conflict/interference or adverse reaction.
(26)  “ELERAEME 45 K B AH [F) ) 18 P BoAS 7)1 3 5 1) P9 AN BE 2 g8 il CRLAE MR ) BB
T RE
(a) FEABUREHE N EREOT, 5 B IF el pr g #e {5 B AR AT R 2 )
Ae, F/ag
(b) MHEEE, M/E
(o) HZMHUI & — R {EHIRE

‘interoperability’ is the ability of two or more devices, including software, from the same
manufacturer or from different manufacturers, to:

(a) exchange information and use the information that has been exchanged for the correct
execution of a specified function without changing the content of the data, and/or

(b) communicate with each other, and/or
(c) work together as intended.

(27)  “mHipRM” (S EEE) RARERESIE RS, BT a7 T Im AR
WHoesh, ARHRA e e gin, REAERKE T Lo, T s i &
PR ATArT 1 7 5
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(28)

(29)

(30)

€2))

(32)

(33)

(34

(35)

‘making available on the market’” means any supply of a device, other than an
investigational device, for distribution, consumption or use on the Union market in the

course of a commercial activity, whether in return for payment or free of charge;
“TIBTBC AR 1737 EE ORI ER MR IT 7T G B3 IUASMK 234

‘placing on the market’” means the first making available of a device, other than an
investigational device, on the Union market;

CEONAE 2 48 i d 2 A0 FH 355 A0 F B bk CHH T I R IE 0 B0 A8 1) B b ) 1 IR
{25 7E WA T 3 b T U H A R E B
‘putting into service’ means the stage at which a device, other than an investigational

device, has been made available to the final user as being ready for use on the Union
market for the first time for its intended purpose;

) 3 TR A R ) 3 e T R A R R AT BT L ) B R BT ) S O DA A% B
BT AR B 1A B H AR N BEE N
“manufacturer” means a natural or legal person who manufactures or fully refurbishes a

device or has a device designed, manufactured or fully refurbished, and markets that
device under its name or trade mark;

CATTBET, FETHEER R E L, SRR CRIBOT BN I S A T BT, 5
& M ] A #2003 A B, DA AT & AT R, R 0 1) 4 AT 1) i
‘fully refurbishing’, for the purposes of the definition of manufacturer, means the
complete rebuilding of a device already placed on the market or put into service, or the

making of a new device from used devices, to bring it into conformity with this

Regulation, combined with the assignment of a new lifetime to the refurbished device;
PR & 1 72 Wk B 58 A 08 AT AR AR N BB N, L3 9 e 32 A6 T B BA Ak
P ) 3 e ) TR, AR 12 ) 3 g 422 JOR AR 32 R 1) 3 s P B 5 ) S 95 B SR B AT
I — 47 3h;

‘authorised representative’ means any natural or legal person established within the Union
who has received and accepted a written mandate from a manufacturer, located outside

the Union, to act on the manufacturer's behalf in relation to specified tasks with regard to
the latter's obligations under this Regulation;

“HE R 2 AR 7E WK N B AT B AR N EOE N, Bk B T 58 = [ B S 50 T Ik
LR

‘importer’ means any natural or legal person established within the Union that places a
device from a third country on the Union market;

“ERHTE R TR BN BE b BR TG R Rk DR A AT B AR NEGE N, AR
37 PGB BN 1AL 7

‘distributor’ means any natural or legal person in the supply chain, other than the

N

bali

manufacturer or the importer, that makes a device available on the market, up until the
point of putting into service;

“RUFEE R RIEHIERE . AR BEOR . MM 22()F 2203) %1 FTE
YNZE

‘economic operator’ means a manufacturer, an authorised representative, an importer, a
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distributor or the person referred to in Article 22(1) and 22(3);
(36)  “TPANUKR TR DL BEE0G T B BBt A A B H I H 2
‘health institution’ means an organisation the primary purpose of which is the care or

treatment of patients or the promotion of public health;
(7)) “fEHE RIS AT BRSNS EEE T B
‘user’ means any healthcare professional or lay person who uses a device;
(38)  “deE b N G AR ARTEAR G IR YT T AR B IR 2% 2 R U e 52 IERUBCE A
‘lay person’ means an individual who does not have formal education in a relevant field

of healthcare or medical discipline;

(39)  “HACEERIGAM K S BT A B R, DIME RV 2 2 ER N, SiEE
L THEE L KB SCRE LA R 52 A e 0 4 AR AN Ty R 22 4 Atk
‘reprocessing’ means a process carried out on a used device in order to allow its safe

reuse including cleaning, disinfection, sterilisation and related procedures, as well as

testing and restoring the technical and functional safety of the used device;

(40)  “FFEPEPPAE IR AR UE B A L 5 S IOR 5 10 225K A 1515 216 2 10 I A s
‘conformity assessment’ means the process demonstrating whether the requirements of
this Regulation relating to a device have been fulfilled,;

(4D TN R IR PAT 5B = R S VA TE S LA, IR R R . AR
I AE RIS Y
‘conformity assessment body’ means a body that performs third-party conformity
assessment activities including calibration, testing, certification and inspection;

(42) “O U R AR RIS AE IR € BIAT S PP A LA
‘notified body’ means a conformity assessment body designated in accordance with this
Regulation;

(43) “CE fT &R IR B “CE ARiR™ /2 T 3% 7 3R B a8 AT & AV MR A3 1
R 5L A 8 S0 F AR VR A2 03 P SR T A Y A R
‘CE marking of conformity’ or ‘CE marking’” means a marking by which a
manufacturer indicates that a device is in conformity with the applicable requirements

set out in this Regulation and other applicable Union harmonisation legislation
providing for its affixing;

(44) “lmPRPEMT A, B AL W AT AIPR Al 5 SRR O I R R ) — A
R HATHRIBTEE,  H R 500k 4% HE i) 36 1 B A0 5E 1) F003) FH 2 156 FH s B IS 1)
At VR, AR R Z A
‘clinical evaluation’ means a systematic and planned process to continuously generate,
collect, analyse and assess the clinical data pertaining to a device in order to verify the

safety and performance, including clinical benefits, of the device when used as intended

by the manufacturer;

(45) “lm R IR AR IR — A AR H AT HE T R G, DL A 85 I 22 42
PR MERE: -
‘clinical investigation’ means any systematic investigation involving one or more

human subjects, undertaken to assess the safety or performance of a device;
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47

(48)

(49

(500

(5D

(52)
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R A AT E i PR IR 2 b DA 0 25

‘investigational device’ means a device that is assessed in a clinical investigation;

“Um PRI A TR AR U B IR KR A BRI . HAR. Bk, 5k B Gtk
AR AT I S 30

‘clinical investigation plan’ means a document that describes the rationale, objectives,

design, methodology, monitoring, statistical considerations, organisation and conduct of
a clinical investigation;

“Iim PR 2 48 AR RS 7= A BLRZ R T BUR A 22 4 s B A R 1045 12

- HRAWIIIE R,

— AW GIRE L 5 A5 8 R S PR RO A 0D 1A e PR 1A 2 B/ ot 2
SCHR T AR ETE T

= AEFAT VP AR SR T R R B 5 T BT iR AR T UE B 5 i 4 S
[ 1 573 — i o ) JH At i PR 22 36 41

— KRB b R R R A R, Rl b e R R B

‘clinical data’ means information concerning safety or performance that is

generated from the use of a device and is sourced from the following:

— clinical investigation(s) of the device concerned,

— clinical investigation(s) or other studies reported in scientific literature, of a
device for which equivalence to the device in question can be demonstrated,

— reports published in peer reviewed scientific literature on other clinical experience
of either the device in question or a device for which equivalence to the device in
question can be demonstrated,

— clinically relevant information coming from post-market surveillance, in
particular the post-market clinical follow-up;

“HATIRIEMTUR SN BRI R BN E R IR R & AR DAL A
PLF B 2K
‘sponsor’ means any individual, company, institution or organisation which takes

responsibility for the initiation, for the management and setting up of the financing of
the clinical investigation;

“ZAERIES 5K E K,

‘subject’ means an individual who participates in a clinical investigation;

Il ARAIESRE ™ 45 % T A2 1% Bl AN 5 10 25 B e PR K AN e R VP 4 45 2R, LA SR VFAE
12 N3 7 O OO I, X 8800 15 22 42 I8 B T I PR 32 2 BEAT 17 & VE VP AG 5
‘clinical evidence’ means clinical data and clinical evaluation results pertaining to a
device of a sufficient amount and quality to allow a qualified assessment of whether the

device is safe and achieves the intended clinical benefit(s), when used as intended by the
manufacturer;

Il PR A BE ™ 15 s A R AR Bl BE AR R A 4512 W ke 4 7 A PR A ) L % B T 2 B 2
RONE, LI B 1) 38 7 7 D ) LT P s T 6 ks PAS B8 3 52 ik 1 E 70—

‘clinical performance’ means the ability of a device, resulting from any direct or indirect
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(53)

(54)

(55)

(56)

(57

(58)
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medical effects which stem from its technical or functional characteristics, including
diagnostic characteristics, to achieve its intended purpose as claimed by the
manufacturer, thereby leading to a clinical benefit for patients, when used as intended by
the manufacturer;

I PRS2 2 A2 48 A O A Ag R AR R ), R IV B TS 5B AHC
HIGIREE S, BL4E S 2 WA O I 45 SR Blon) 8 38 8 B e s 26 T AR R 2

‘clinical benefit’ means the positive impact of a device on the health of an individual,
expressed in terms of a meaningful, measurable, patient-relevant clinical outcome(s),

including outcome(s) related to diagnosis, or a positive impact on patient management
or public health;

R G AR DT I PR T A L AT IR R T AN

‘investigator’ means an individual responsible for the conduct of a clinical investigation
at a clinical investigation site;

R A E AR ZAE S 5 Im AR AT, #5125 1l K 2 b a] gER2
Z HYGERSAJT G H A E R b e 2 5 R E I R A SR, B
TARBEE N TCAT A RE I 323, 78 I PR A Hh B AL 4% HLvk 8 AR AR5 5 )
W
‘informed consent’” means a subject's free and voluntary expression of his or her
willingness to participate in a particular clinical investigation, after having been
informed of all aspects of the clinical investigation that are relevant to the subject's
decision to participate or, in the case of minors and of incapacitated subjects, an
authorisation or agreement from their legally designated representative to include them
in the clinical investigation;
AT Z T2 PR AR A B A [ PR VR AR AE A2 B R AL K — NS HLY , AT BRI
A FRE SRS i R IR 1R W, 2 LRI =5 R AR Lk N B, 5 1) 2 S8 B
BEHLW =N,
‘ethics committee’ means an independent body established in a Member State in
accordance with the law of that Member State and empowered to give opinions for the
purposes of this Regulation, taking into account the views of laypersons, in particular
patients or patients' organisations;
ARFPRIBERKFENE S, CRESSHASWAL, E2AE. HH
B AR N AR A R B2, AR T 9508 40 05 AT (] AN B e R AEE
LA R SE I S R I
‘adverse event’ means any untoward medical occurrence, unintended disease or injury
or any untoward clinical signs, including an abnormal laboratory finding, in subjects,
users or other persons, in the context of a clinical investigation, whether or not related to
the investigational device;
“PEEA RFARIE BT EIR AR A R F A

(a) T,

(b) FeE AR E WA E R, SRS
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() e KA BB B
(i) &SRS R B B R HLRE I K A4 003
(i) A P B R IR A B I 1]
(iv) By BT AR TR B 1L AG A 2 i ) 9 B0 07 B0 4R 435 g B B 4
HLEE KK A5 1
() 1R,
(c) AILEE . B LIET B R A B A BSOS 1452 47 B0 5 R kB
‘serious adverse event’ means any adverse event that led to any of the following:
(a) death,

(b) serious deterioration in the health of the subject, that resulted in any of the
following:

(1) life-threatening illness or injury,

(i1) permanent impairment of a body structure or a body function,

(iii) hospitalisation or prolongation of patient hospitalisation,

(iv) medical or surgical intervention to prevent life-threatening illness or injury or
permanent impairment to a body structure or a body function,

(v) chronic disease,

(c) foetal distress, foetal death or a congenital physical or mental impairment or birth
defect;

“ERRER AR AR T A SRR AOAR IR R T AR, ATEEE . 22 AR ek BE A AR A Gk
B, LR HRR AR R e I B B S B A AL

‘device deficiency’ means any inadequacy in the identity, quality, durability, reliability,

safety or performance of an investigational device, including malfunction, use errors or

inadequacy in information supplied by the manufacturer;

“ L E i (PMS) "RIRHIIER 5 HMA s EmaFt RN E s, HIE
FERESLIF RIS BOBT I R GERE DA SR AR S5 AT 385080 T 3R (s
NAE RIS R A 2206, DABH E 2 15 5 B2 L RIR UL o] 06 22 1 21 1E BT 4 it

‘post-market surveillance’ means all activities carried out by manufacturers in cooperation

with other economic operators to institute and keep up to date a systematic procedure to

proactively collect and review experience gained from devices they place on the market,

make available on the market or put into service for the purpose of identifying any need to

immediately apply any necessary corrective or preventive actions;

61

“H M RAR B BB PAT RGBSR U3, IS AR B A R ST &
FH ORI B L E BRI EANEE AR 2l HeA it fr 3 1A f 2
ftb 7 T

‘market surveillance’ means the activities carried out and measures taken by competent

authorities to check and ensure that devices comply with the requirements set out in the

relevant Union harmonisation legislation and do not endanger health, safety or any other

aspect of public interest protection;
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(62)

(63)

(64)

(65)

(66)

67)

(68)

(69)

A BT B R R g R 280 3B AR RO SR I A £ 55

‘recall” means any measure aimed at achieving the return of a device that has already
been made available to the end user;

“HIUR SRR B R B SR ) @S AR — 2P A T I b N B AT AT O
‘withdrawal’ means any measure aimed at preventing a device in the supply chain from
being further made available on the market;

AP IR AR T b T SRAG I SRR 1 B B A AT W R B 5 A S, LR T AHL
TR AL )32 7 B2 03 A5 S o BT AT AN 2 DA BT AR AN ST B8 0 ) A P T 3 ol )
R

‘incident” means any malfunction or deterioration in the characteristics or performance
of a device made available on the market, including use-error due to ergonomic features,

as well as any inadequacy in the information supplied by the manufacturer and any
undesirable side-effect;

OFEARFM IR BRSNS TR SR RS B MME R
AT F A

(a) B fEHH BHAR N SISET

(b) B 3 BHAl A D3 RRER S 1) 27 Ik Bk P 7 AL

(e)  FEEE N ARAE RE U :
‘serious incident’ means any incident that directly or indirectly led, might have led or
might lead to any of the following:
(a) the death of a patient, user or other person,

(b) the temporary or permanent serious deterioration of a patient's, user's or other person's
state of health,

(c) a serious public health threat;
“PEE N ARMERR BN TRV R BRI KRS L (g R A (17 A B EE R
FHH X H AL RER BN I, W] RE 2 3 BN B A0 3 SO0 T 3 B 4
M R ] HH AN - B A 0 A E B AT Ay A
‘serious public health threat’ means an event which could result in imminent risk of
death, serious deterioration in a person's state of health, or serious illness, that may

require prompt remedial action, and that may cause significant morbidity or mortality in
humans, or that is unusual or unexpected for the given place and time;

ARSI S AR D9 T BRIV AR BUSE PR AT EE L SR T m A AN R 2 SR
111 R H 4 475 it
‘corrective action’ means action taken to eliminate the cause of a potential or actual
non-conformity or other undesirable situation;

“ILY s A M IR (FSCAD 7 SR HEG i H T HOR BRI IR R R U 2 I 4
Jiti,  H Ao B BB AR A A T b 3 P S A < R EEAS B A A XU 5
‘field safety corrective action” means corrective action taken by a manufacturer for

technical or medical reasons to prevent or reduce the risk of a serious incident in
relation to a device made available on the market;

“ILI L A S e T T A A B P Rk S I3 2 A 1 A TR Tt A O
4] 388 %01 5
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(70)

(7D

‘field safety notice’” means a communication sent by a manufacturer to users or
customers in relation to a field safety corrective action;

“COPRARAE” R FERREL SR 1025/2012 SIEMER 2 2658 (1) (o) miFE IO RR B AR HE ;
‘harmonised standard’ means a European standard as defined in point (1)(c) of Article 2
of Regulation (EU) No 1025/2012;

“CEAPNE (CS) "ARERARMESM — RIIBARMN/BUG R E R, EARAE T — il
aetl. REBRGAT SR ST ITE.

‘common specifications’ (CS) means a set of technical and/or clinical requirements,
other than a standard, that provides a means of complying with the legal obligations
applicable to a device, process or system.

3
€ B X B
Article 3

Amendment of certain definitions

TRSHAPURYESE 115 ZRIIAUT A, VLIETEARFRIEL 225 25 18 21 7 52 1’k 230 [
brZ e S, WEEES 2 25 (18) fATIRGE KA R e XA (19) (200 A1 (21) firg
5HAH K E o

The Commission is empowered to adopt delegated acts in accordance with Article 115 in order

to amend the definition of nanomaterial set out in point (18) and the related definitions in points
(19), (20) and (21) of Article 2 in the light of technical and scientific progress and taking into
account definitions agreed at Union and international level.

3.

H4HF
7= B IR HAR
Article 4
Regulatory status of products

FEARZI SR 2001/83/EC SRR 2Q) 26 ME UL T, LR A 7 e S ER, & B
SAEEMIRIEAIEIEE 103 SFMALHI BT @il /NH (MDCG) Ja, S sLii
AN, A E 7 B R B AL R T T BT AR R ER BT S I A 1
E o NI ATEINEE 114(3) 2% rhid B i) o 2 AR e iod 3 6 S it 4 U
Without prejudice to Article 2(2) of Directive 2001/83/EC, upon a duly substantiated
request of a Member State, the Commission shall, after consulting the Medical Device
Coordination Group established under Article 103 of this Regulation (‘MDCG’), by means
of implementing acts, determine whether or not a specific product, or category or group of
products, falls within the definitions of ‘medical device’ or ‘accessory for a medical

device’. Those implementing acts shall be adopted in accordance with the examination
procedure referred to in Article 114(3) of this Regulation.

KR ZE o AT £33 5 MDCG Wi 5, 38 i S 40 0 A 78 A% 58 1 BRBTad 1 i
RIARYEES 114 (3) SF ik e 200 Fp R FH 3 6 S it 40 )0«

The Commission may also, on its own initiative, after consulting the MDCG, decide, by
means of implementing acts, on the issues referred to in paragraph 1 of this Article. Those

implementing acts shall be adopted in accordance with the examination procedure referred
to in Article 114(3).

& EIAEINET N0 Al s A IE N S 1Tl N VSURE 2 SIS LN A LTS
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B KB NARHGURZRM S A AR i s B s b iR,
DU R 7 it ™ it 28 1) B ot ZH 5 24 ) B RS

The Commission shall ensure that Member States share expertise in the fields of medical
devices, in vitro diagnostic medical devices, medicinal products, human tissues and cells,
cosmetics, biocides, food and, if necessary, other products, in order to determine the
appropriate regulatory status of a product, or category or group of products.

4. (EHWHE KA. NRAGIMGIN . AR KGR B B SO E R, R

R RS RN 24 A B J (EMAD « BRIIL 2 A B s (ECHAD FIRKI A i 22 4
EHJE (EFSA) BEATE Z WM .
When deliberating on the possible regulatory status as a device of products involving
medicinal products, human tissues and cells, biocides or food products, the Commission
shall ensure an appropriate level of consultation of the European Medicines Agency
(EMA), the European Chemicals Agency (ECHA) and the European Food Safety
Authority (EFSA), as relevant.

FINE
BRE L HHEMARAFER. 2F2ERP %S B4®E. CE iR, BHRE
CHAPTER I
MAKING AVAILABLE ON THE MARKET AND PUTTING INTO SERVICE OF DEVICES,
OBLIGATIONS OF ECONOMIC OPERATORS, REPROCESSING, CE MARKING, FREE
MOVEMENT
H5 A
BT B RALLH
Article 5

Placing on the market and putting into service

1. REFEAMBIME, @S SN &3, Ror R, was
CIE9) Qi R s I J3E D
A device may be placed on the market or put into service only if it complies with this

Regulation when duly supplied and properly installed, maintained and used in accordance
with its intended purpose.

2. AN AL A B TR SR T AIE A S PEREEOR, [R5 R B L UY A i

A device shall meet the general safety and performance requirements set out in Annex I
which apply to it, taking into account its intended purpose.

3. it 2 4 5 PR RE R AT S PR I B S R 558 61 2k IR PR -

Demonstration of conformity with the general safety and performance requirements shall
include a clinical evaluation in accordance with Article 61.

4. ISR AE AU 1l 38 A0 FH A 28 L E 3N

Devices that are manufactured and used within health institutions shall be considered as
having been put into service.

5. BRTBSR TR <A SYEREEOR AN, MR A AUE ANE TR R AL
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HE) AP 2B 7 MV P A ek, T B2 2 RE 8 19 /2 LA 2 A

With the exception of the relevant general safety and performance requirements set out in
Annex I, the requirements of this Regulation shall not apply to devices, manufactured and
used only within health institutions established in the Union, provided that all of the
following conditions are met

(a) ZAMAPIEAL 2 Ty — MIEESLAE,

the devices are not transferred to another legal entity,

(b) FEJ5 545 PR A4 2 o ) 3 A0S FH bk

manufacture and use of the devices occur under appropriate quality management systems,

(¢)  PANUMFEH T PAEY, i3 bR IR I20A 2 H bR 88 B 7K
BN REAE & 4 1 R KPR LR oK
the health institution justifies in its documentation that the target patient group's

specific needs cannot be met, or cannot be met at the appropriate level of
performance by an equivalent device available on the market,

(d)  DANURYEZER A B EIA SR T RS G, O™, Eik
AN B
the health institution provides information upon request on the use of such devices to

its competent authority, which shall include a justification of their manufacturing,

modification and use;
() DPAENMIE T ~maZTalEY, w7
(i) G AR AR B bk A 44 R
(i) WA T VRIS
(i) —fr AR AR AR AL 5% 1 rpE R 2 A Ak BE R K A B, R 2
FAOREORIS, A EIIc A S A B
the health institution draws up a declaration which it shall make publicly available,
including:
(1) the name and address of the manufacturing health institution;
(i1) the details necessary to identify the devices;

(i) a declaration that the devices meet the general safety and performance
requirements set out in Annex I to this Regulation and, where applicable, information

on which requirements are not fully met with a reasoned justification therefor,

() DAENUMRIE SO, DAL 1A= SOt &I R L 148 B vt ANk RE R
BRETWI A, L% VR, DUE RS HU 0 E 800 T AE R o 18 22 e f ik
HEZER A5 230 2 5
the health institution draws up documentation that makes it possible to have an
understanding of the manufacturing facility, the manufacturing process, the design
and performance data of the devices, including the intended purpose, and that is

sufficiently detailed to enable the competent authority to ascertain that the general

safety and performance requirements set out in Annex I to this Regulation are met;
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(g)  DPANMS RV BT, LU ORITA S () s o o i
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the health institution takes all necessary measures to ensure that all devices are
manufactured in accordance with the documentation referred to in point (f), and

() BANU & B S IR R SR 256, HFRE— Vs Z 2 IR 6 i«
the health institution reviews experience gained from clinical use of the devices and

takes all necessary corrective actions.

5 b7 R RT EESR AU ) 2 LA AR A1 B 2 A8 LA b 2R R P 25 R AR 2% A5
B A A IR o) Ak B S A AR P M A, B o VR A D R A AR LR
o

AR BN E AN TE F T4 MV AE 7 1) 2

Member States may require that such health institutions submit to the competent authority
any further relevant information about such devices which have been manufactured and
used on their territory. Member States shall retain the right to restrict the manufacture and
the use of any specific type of such devices and shall be permitted access to inspect the
activities of the health institutions.

This paragraph shall not apply to devices that are manufactured on an industrial scale.
6. 2 DAz ] DLAE DA B i P aE e S it 4 DU R B DR P = 145 21— BUgis - DA DA ) i
FE RS BR B I R A, AR A 114(3) 4 i S 1) o A5 A% 7l a3k 26 S5 it 40 U
In order to ensure the uniform application of Annex I, the Commission may adopt
implementing acts to the extent necessary to resolve issues of divergent interpretation and of

practical application. Those implementing acts shall be adopted in accordance with the
examination procedure referred to in Article 114(3).

#H6 F
LWEHEE
Article 6
Distance sales

1. WBRHAE 2015/1535 SHEA5 (D)% (b) siTE i, i % ik 2 RS S b as fr
&Eﬁﬁ%ﬁ%kﬁ&k%%mﬁ%ﬁﬁﬁﬂﬁgio
A device offered by means of information society services, as defined in point (b) of
Article 1(1) of Directive (EU) 2015/1535, to a natural or legal person established in the
Union shall comply with this Regulation.

2 ARSI IS AL BOLE IO, 3 T8 T
TN, TR AT BRI, R B F MK 26 2015/1535 5482 5 1(1)76(b)
TR E I I R AR 2 iR 55 BOHA T B, B EOE R A FR 4 6 T R R N Y
H RN BIE N HIZ Wi iR 25 ANE YT IR S5, 3 NG AVE LR

Without prejudice to national law regarding the exercise of the medical profession, a
device that is not placed on the market but used in the context of a commercial activity,
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whether in return for payment or free of charge, for the provision of a diagnostic or
therapeutic service offered by means of information society services as defined in point (b)
of Article 1(1) of Directive (EU) 2015/1535 or by other means of communication, directly
or through intermediaries, to a natural or legal person established in the Union shall
comply with this Regulation.

B EENESR, RIS 1 BRI SR YE 2 2 BaR MR %5 1 B IR NBE N N R
A A S 25 B DR A 5 1 7
Upon request by a competent authority, any natural or legal person offering a device in

accordance with paragraph 1 or providing a service in accordance with paragraph 2 shall

make available a copy of the EU declaration of conformity of the device concerned.

WK EE 28 2015/1535 S84 28 1(1)5% (b) AT e, ot E AT DL A A fid B A el
LR B IRAE RS AR 5 N R A 1R HE B

A Member State may, on grounds of protection of public health, require a provider of
information society services, as defined in point (b) of Article 1(1) of Directive (EU)
2015/1535, to cease its activity.

T
R
Article 7

Claims
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(d) VAT VEVEAL R AR T 3 LA 0 i

In the labelling, instructions for use, making available, putting into service and advertising of

devices, it shall be prohibited to use text, names, trade marks, pictures and figurative or other

signs that may mislead the user or the patient with regard to the device's intended purpose, safety

and performance by:

(a) ascribing functions and properties to the device which the device does not have;

(b) creating a false impression regarding treatment or diagnosis, functions or properties which

the device does not have;

(c) failing to inform the user or the patient of a likely risk associated with the use of the device in

line with its intended purpose;

(d) suggesting uses for the device other than those stated to form part of the intended purpose for

which the conformity assessment was carried out



L117/56 | EN /KB E 7 AR 5.5.2017

8 &
5 FH W R br v
Article 8
Use of harmonised standards
L FFEAH I AR v B S AR U (AR DS o I il HI TR E T AR I E &
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Devices that are in conformity with the relevant harmonised standards, or the relevant
parts of those standards, the references of which have been published in the Official
Journal of the European Union, shall be presumed to be in conformity with the
requirements of this Regulation covered by those standards or parts thereof.

The first subparagraph shall also apply to system or process requirements to be fulfilled in
accordance with this Regulation by economic operators or sponsors, including those
relating to quality management systems, risk management, post-market surveillance
systems, clinical investigations, clinical evaluation or post-market clinical follow-up
(‘PMCPF’).

References in this Regulation to harmonised standards shall be understood as meaning

harmonised standards the references of which have been published in the Official Journal
of the European Union.

2.0 AREHP RS AER I, IC EIERRIE RO 2 SR DT T, JCHORAE TR GRS AT
AR AE 24 it 5 25 A LG 2 245 it B0 S BT P RO AR 22 0 B AR EL A P 7 T A48, SR )
BRI 2 e 2, HATIR R IR L35 CRRAE R B 7 Al L
References in this Regulation to harmonised standards shall also include the monographs
of the European Pharmacopoeia adopted in accordance with the Convention on the
Elaboration of a European Pharmacopoeia, in particular on surgical sutures and on
interaction between medicinal products and materials used in devices containing such

medicinal products, provided that references to those monographs have been published in
the Official Journal of the European Union.

9 F
A
Article 9
Common specifications
1L fEARSWE 1 (2) FME 17 (5) KL HERRBIFEL T, i EbrE
FEAE, BRSSO R AR AE A TE 73, B T B e 38 A Al L, 2% 53 2 45 %) MDCG
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Without prejudice to Article 1(2) and 17(5) and the deadline laid down in those provisions,
where no harmonised standards exist or where relevant harmonised standards are not
sufficient, or where there is a need to address public health concerns, the Commission,
after having consulted the MDCG, may, by means of implementing acts, adopt common
specifications (CS) in respect of the general safety and performance requirements set out
in Annex I, the technical documentation set out in Annexes II and III, the clinical
evaluation and post-market clinical follow-up set out in Annex XIV or the requirements
regarding clinical investigation set out in Annex XV. Those implementing acts shall be
adopted in accordance with the examination procedure referred to in Article 114(3).

2. A 1B ANAR CS K MAL YT & CS B CS AHICHER 73 iR o (1 AE #E
g* o
Devices that are in conformity with the CS referred to in paragraph 1 shall be presumed to

be in conformity with the requirements of this Regulation covered by those CS or the
relevant parts of those CS.

3. HNEFRGEST S 1 BRPTR R CS, BRARIAEUE ]I RN 1 75 1 RENE 1 TR S5 2K %
S VERPEREAK T

Manufacturers shall comply with the CS referred to in paragraph 1 unless they can duly
justify that they have adopted solutions that ensure a level of safety and performance that
is at least equivalent thereto.

4. REHE 3 BUNER, B XVI TS I IE SRR XL S A5G CS.

Notwithstanding paragraph 3, manufacturers of products listed in Annex XVI shall
comply with the relevant CS for those products.

F10 #
HIE R X 55
Article 10
General obligations of manufacturers
Lo R L SRR S BN AR I A 7 N DR T A s M 42 AR R 2 SR 3E 4T 8
A

When placing their devices on the market or putting them into service, manufacturers shall
ensure that they have been designed and manufactured in accordance with the requirements

of this Regulation.
2. HERTNAZ R 1 EE 3 SR, AL, 0. SEREAZES XU BRAA R .

Manufacturers shall establish, document, implement and maintain a system for risk
management as described in Section 3 of Annex L.

3. i3 7 4% R 2R 61 2R A B 5% XTIV BT iR Rt AT M IR VA, A4 PMCE”,

Manufacturers shall conduct a clinical evaluation in accordance with the requirements
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set out in Article 61 and Annex XIV, including a PMCF.

4. FHIER CERSSMEIE RN NAUE X LA BRI, IFRFFER. %3
RS BLRE R VERT 285 AT ZOR AT S PEREAT V-G BRI M B E = 1T

LT AT 3 AL A
U T H AR B R RN 3 10 AP 5% 100, AR 2R 115 2680 WA, & 26 PG HER L
%,

Manufacturers of devices other than custom-made devices shall draw up and keep up to
date technical documentation for those devices. The technical documentation shall be such
as to allow the conformity of the device with the requirements of this Regulation to be
assessed. The technical documentation shall include the elements set out in Annexes II and
I11.

The Commission is empowered to adopt delegated acts in accordance with Article 115
amending, in the light of technical progress, the Annexes II and III.

5. 58 ) S A B B ADARE L SR O ) LA SR AT A B % XTI 26 2 9 STk
Manufacturers of custom-made devices shall draw up, keep up to date and keep available
for competent authorities documentation in accordance with Section 2 of Annex XIII.

6. A 18 AT A PR VPSR R B S BRAT A E T R, N ge b (o i BT 9T FH Al
A8) HIE R BARIE S 19 KR ER G E KBEAT S A, JFRYESE 20 252K B
CE #r&tEpri
Where compliance with the applicable requirements has been demonstrated following the
applicable conformity assessment procedure, manufacturers of devices, other than

custom-made or investigational devices, shall draw up an EU declaration of conformity in

accordance with Article 19, and affix the CE marking of conformity in accordance with

Article 20.
7. il 1 7 NI S5 27 2P TR UDL RGuAH O 55, PLAACER 29 Fl1 31 45 Fvids iRy M
%

Manufacturers shall comply with the obligations relating to the UDI system referred to in
Article 27 and with the registration obligations referred to in Articles 29 and 31.

8. 36 7 S CRAF BRSO BRERAF S A ], & IS SR AR 58 56 SR ATUR [KIAR OC
EPEIA, AR FMET A R RIA . DA bSO I 22 /0 ) S B UG I T80 2 BB AT
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Manufacturers shall keep the technical documentation, the EU declaration of conformity
and, if applicable, a copy of any relevant certificate, including any amendments and
supplements, issued in accordance with Article 56, available for the competent authorities

for a period of at least 10 years after the last device covered by the EU declaration of
conformity has been placed on the market. In the case of implantable devices, the period
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shall be at least 15 years after the last device has been placed on the market.

Upon request by a competent authority, the manufacturer shall, as indicated therein, provide
that technical documentation in its entirety or a summary thereof.

A manufacturer with a registered place of business outside the Union shall, in order to
allow its authorised representative to fulfil the tasks mentioned in Article 11(3), ensure that
the authorised representative has the necessary documentation permanently available.

9. il 32 ) S DR IS IR, DM R A R S AR oK . BRI i, 780>
H 5 R AR A TE BRI B SR S AR PRAT A VI A SR B CS BUBMRARAE R B 2. #%
i CIFTC ] SR Ah ) 132 e L A e A K B 55 DX 58 20 R 85 88 31 AH L A 1 7 5K
BEAL. AU, St 4R A BER IR AT S AR RUIUE M B BAA R, TR
BB 53
Manufacturers shall ensure that procedures are in place to keep series production in
conformity with the requirements of this Regulation. Changes in device design or
characteristics and changes in the harmonised standards or CS by reference to which the
conformity of a device is declared shall be adequately taken into account in a timely
manner. Manufacturers of devices, other than investigational devices, shall establish,
document, implement, maintain, keep up to date and continually improve a quality
management system that shall ensure compliance with this Regulation in the most
effective manner and in a manner that is proportionate to the risk class and the type of
device.

Jo R B R N o G R A P R R R AT SR BT AR 8 P A R AR
EEBEELSH. Wi, By, WREME B, LSO ST AR I E P 75 v
SR 2 o

The quality management system shall cover all parts and elements of a manufacturer's
organisation dealing with the quality of processes, procedures and devices. It shall govern
the structure, responsibilities, procedures, processes and management resources required
to implement the principles and actions necessary to achieve compliance with the
provisions of this Regulation.

o B AR N /AR R DA T R 1
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10.

11.
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The quality management system shall address at least the following aspects:

(a) a strategy for regulatory compliance, including compliance with conformity
assessment procedures and procedures for management of modifications to the

devices covered by the system;

(b) identification of applicable general safety and performance requirements and
exploration of options to address those requirements;

(c) responsibility of the management;

(d) resource management, including selection and control of suppliers and
sub-contractors;

(e) risk management as set out in in Section 3 of Annex I;

(f) clinical evaluation in accordance with Article 61 and Annex X1V, including PMCF;

(g) product realisation, including planning, design, development, production and service
provision;

(h) verification of the UDI assignments made in accordance with Article 27(3) to all
relevant devices and ensuring consistency and validity of information provided in

accordance with Article 29;

(i) setting-up, implementation and maintenance of a post-market surveillance system, in
accordance with Article 83;

() handling communication with competent authorities, notified bodies, other economic
operators, customers and/or other stakeholders;

(k) processes for reporting of serious incidents and field safety corrective actions in the
context of vigilance;

(I) management of corrective and preventive actions and verification of their
effectiveness;

(m) processes for monitoring and measurement of output, data analysis and product

improvement.
M T N AR 5 83 2% M RIE Lt BT R MR R, JEA TR,

Manufacturers of devices shall implement and keep up to date the post-market
surveillance system in accordance with Article 83.

il 3 R L R A PR AT B S T 58 23 WRDE MRS, HAS SRR & (R
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Manufacturers shall ensure that the device is accompanied by the information set out in
Section 23 of Annex I in an official Union language(s) determined by the Member State in
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12.

13.

14.

which the device is made available to the user or patient. The particulars on the label shall
be indelible, easily legible and clearly comprehensible to the intended user or patient.
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Manufacturers who consider or have reason to believe that a device which they have placed
on the market or put into service is not in conformity with this Regulation shall
immediately take the necessary corrective action to bring that device into conformity, to
withdraw it or to recall it, as appropriate. They shall inform the distributors of the device in
question and, where applicable, the authorised representative and importers accordingly.

Where the device presents a serious risk, manufacturers shall immediately inform the
competent authorities of the Member States in which they made the device available and,
where applicable, the notified body that issued a certificate for the device in accordance
with Article 56, in particular, of the non-compliance and of any corrective action taken.

& 7 N AT — NS 87 A1 88 5 FTId, 1L AR AN R F AR AL 2 42 i) A IR it &
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Manufacturers shall have a system for recording and reporting of incidents and field safety
corrective actions as described in Articles 87 and 88.
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Manufacturers shall, upon request by a competent authority, provide it with all the
information and documentation necessary to demonstrate the conformity of the device, in

an official Union language determined by the Member State concerned. The competent
authority of the Member State in which the manufacturer has its registered place of
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15.

16.

business may require that the manufacturer provide samples of the device free of charge or,
where that is impracticable, grant access to the device. Manufacturers shall cooperate with
a competent authority, at its request, on any corrective action taken to eliminate or, if that
is not possible, mitigate the risks posed by devices which they have placed on the market

or put into service.

If the manufacturer fails to cooperate or the information and documentation provided is
incomplete or incorrect, the competent authority may, in order to ensure the protection of
public health and patient safety, take all appropriate measures to prohibit or restrict the
device's being made available on its national market, to withdraw the device from that
market or to recall it until the manufacturer cooperates or provides complete and correct
information.

If a competent authority considers or has reason to believe that a device has caused
damage, it shall, upon request, facilitate the provision of the information and
documentation referred to in the first subparagraph to the potentially injured patient or
user and, as appropriate, the patient's or user's successor in title, the patient's or user's
health insurance company or other third parties affected by the damage caused to the
patient or user, without prejudice to data protection rules and, unless there is an overriding
public interest in disclosure, without prejudice to the protection of intellectual property
rights.

The competent authority need not comply with the obligation laid down in the third
subparagraph where disclosure of the information and documentation referred to in the
first subparagraph is ordinarily dealt with in the context of legal proceedings.

D] 3 AR L A S HARE N B AR N et A, HZ ISR 29 (4) SR EDR, 1%
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Where manufacturers have their devices designed or manufactured by another legal or

natural person the information on the identity of that person shall be part of the information
to be submitted in accordance with Article 29(4).
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Natural or legal persons may claim compensation for damage caused by a defective device
in accordance with applicable Union and national law.

Manufacturers shall, in a manner that is proportionate to the risk class, type of device and
the size of the enterprise, have measures in place to provide sufficient financial coverage in
respect of their potential liability under Directive 85/374/EEC, without prejudice to more

protective measures under national law.

EDIE S
BRARER
Article 11
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Authorised representative
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Where the manufacturer of a device is not established in a Member State, the device may

only be placed on the Union market if the manufacturer designates a sole authorised

representative.

2. BRBURERKEBON AT Edr, HAGERBUCR B IR 2 e 4 A%, K0
J37 24 28 /0 7 i — A3 SR TP R P A
The designation shall constitute the authorised representative's mandate, it shall be valid

only when accepted in writing by the authorised representative and shall be effective at
least for all devices of the same generic device group.
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The authorised representative shall perform the tasks specified in the mandate agreed

between it and the manufacturer. The authorised representative shall provide a copy of the
mandate to the competent authority, upon request.

The mandate shall require, and the manufacturer shall enable, the authorised
representative to perform at least the following tasks in relation to the devices that it
covers:

a) verify that the EU declaration of conformity and technical documentation have been
drawn up and, where applicable, that an appropriate conformity assessment procedure has
been carried out by the manufacturer;

(b) keep available a copy of the technical documentation, the EU declaration of
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conformity and, if applicable, a copy of the relevant certificate, including any amendments
and supplements, issued in accordance with Article 56, at the disposal of competent
authorities for the period referred to in Article 10(8);

(c) comply with the registration obligations laid down in Article 31 and verify that the
manufacturer has complied with the registration obligations laid down in Articles 27 and
29;

(d) in response to a request from a competent authority, provide that competent authority
with all the information and documentation necessary to demonstrate the conformity of a
device, in an official Union language determined by the Member State concerned;

(e) forward to the manufacturer any request by a competent authority of the Member State
in which the authorised representative has its registered place of business for samples, or
access to a device and verify that the competent authority receives the samples or is given
access to the device;

(f) cooperate with the competent authorities on any preventive or corrective action taken
to eliminate or, if that is not possible, mitigate the risks posed by devices;

(g) immediately inform the manufacturer about complaints and reports from healthcare
professionals, patients and users about suspected incidents related to a device for which
they have been designated;

(h) terminate the mandate if the manufacturer acts contrary to its obligations under this
Regulation

4. AR 3 BTRIRMEAEARASES 10 (1D . (2. 3. 6. (DL (9,
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The mandate referred to in paragraph 3 of this Article shall not delegate the manufacturer's
obligations laid down in Article 10(1), (2), (3), (4), (6), (7), (9), (10), (11) and (12).
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Without prejudice to paragraph 4 of this Article, where the manufacturer is not established
in a Member State and has not complied with the obligations laid down in Article 10, the
authorised representative shall be legally liable for defective devices on the same basis as,
and jointly and severally with, the manufacturer.

6. MRIEH 3 B (h) i i EE 28 1B AT 55 (3 AU B RIDRS A 55 1 28 1B A0 i PR 3
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An authorised representative who terminates its mandate on the ground referred to in point
(h) of paragraph 3 shall immediately inform the competent authority of the Member State
in which it is established and, where applicable, the notified body that was involved in the
conformity assessment for the device of the termination of the mandate and the reasons
therefor.

7. AEAVER, I8 R R My M AR A0 B AU B, RN e B K i 3 R
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Any reference in this Regulation to the competent authority of the Member State in which
the manufacturer has its registered place of business shall be understood as a reference to

the competent authority of the Member State in which the authorised representative,
designated by a manufacturer referred to in paragraph 1, has its registered place of business.
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Article 12

Change of authorised representative

PRBUARTRAL B 1A 4 22 HE LA 1) 38 7o 1) () 30 b B R, DI SORE ) RIDHE S 5 AR 92
PBURRIEE ] o A BSOS Z A S LR LA J5 1 -

(@
(b)
©
(d)

HR EE R, AR 28 15 H B SAURR BR80T 46 H 31
BRRR I EE A H IR 3 S O AR AT (5 8 3R, s s ekl
SO, LA T A A

BRERE, He BIERE EE IR BRI 1 355 5% 22 45 il i T BURTAE SR AU, SR B BRI
BN G BEMME, 5 R RBUCER TR E SN O T B S ISR 241

The detailed arrangements for a change of authorised representative shall be clearly defined in

an agreement between the manufacturer, where practicable the outgoing authorised

representative, and the incoming authorised representative. That agreement shall address at least

the following aspects:

(@

(b)

(©
(d)

the date of termination of the mandate of the outgoing authorised representative and date of
beginning of the mandate of the incoming authorised representative;

the date until which the outgoing authorised representative may be indicated in the
information supplied by the manufacturer, including any promotional material;

the transfer of documents, including confidentiality aspects and property rights;

the obligation of the outgoing authorised representative after the end of the mandate to
forward to the manufacturer or incoming authorised representative any complaints or
reports from healthcare professionals, patients or users about suspected incidents related to
a device for which it had been designated as authorised representative.

H13 %
ORI — RS
Article 13
General obligations of importers
AN A5 R R AVE RS, B F1R 7 B Ss BSOB IR B T 4
Importers shall place on the Union market only devices that are in conformity with this
Regulation.
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In order to place a device on the market, importers shall verify that:

(a) the device has been CE marked and that the EU declaration of conformity of the device

has been drawn up;

(b) a manufacturer is identified and that an authorised representative in accordance with
Article 11 has been designated by the manufacturer;

(c) the device is labelled in accordance with this Regulation and accompanied by the

required instructions for use;

(d) where applicable, a UDI has been assigned by the manufacturer in accordance with
Article 27.

Where an importer considers or has reason to believe that a device is not in conformity
with the requirements of this Regulation, it shall not place the device on the market until it
has been brought into conformity and shall inform the manufacturer and the
manufacturer's authorised representative. Where the importer considers or has reason to
believe that the device presents a serious risk or is a falsified device, it shall also inform
the competent authority of the Member State in which the importer is established

3. ENRRAERSIR L FE%E e BE N SO BB AR MR S BOE M R AR R
g NN AT R BV O ik, DAEERG € AL E o e AT NAA DRAT AT B I bm
&, Ao hliE R AUR S EREAER .
Importers shall indicate on the device or on its packaging or in a document accompanying
the device their name, registered trade name or registered trade mark, their registered
place of business and the address at which they can be contacted, so that their location can

be established. They shall ensure that any additional label does not obscure any
information on the label provided by the manufacturer.

4. HECTNAZSSZASA GRS 29 FEHT TR T RGUEM . BE DR MRS 31 5%,
R PRGN BORLAS N BE M R gt .
Importers shall verify that the device is registered in the electronic system in accordance

with Article 29. Importers shall add their details to the registration in accordance with
Article 31.

5. BEDR MR ORHA SUE RIS OUT , S0 ) £ 47 B2 fa 2% A5 AN 45 35 LIS B = 1 T 31 1
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Importers shall ensure that, while a device is under their responsibility, storage or
transport conditions do not jeopardise its compliance with the general safety and
performance requirements set out in Annex I and shall comply with the conditions set by

the manufacturer, where available.

6.  BEORINMRARVFEILER. AEmamics. A RAEEes, JHRHtHLER . &%
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Importers shall keep a register of complaints, of non-conforming devices and of recalls

and withdrawals, and provide the manufacturer, authorised representative and distributors

with any information requested by them, in order to allow them to investigate complaints.
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Importers who consider or have reason to believe that a device which they have placed on
the market is not in conformity with this Regulation shall immediately inform the
manufacturer and its authorised representative. Importers shall co-operate with the
manufacturer, the manufacturer's authorised representative and the competent authorities
to ensure that the necessary corrective action to bring that device into conformity, to
withdraw or recall it is taken. Where the device presents a serious risk, they shall also
immediately inform the competent authorities of the Member States in which they made
the device available and, if applicable, the notified body that issued a certificate in
accordance with Article 56 for the device in question, giving details, in particular, of the

non-compliance and of any corrective action taken.
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Importers who have received complaints or reports from healthcare professionals, patients
or users about suspected incidents related to a device which they have placed on the

market shall immediately forward this information to the manufacturer and its authorised

representative.
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Importers shall, for the period referred to in Article 10(8), keep a copy of the EU

declaration of conformity and, if applicable, a copy of any relevant certificate, including

any amendments and supplements, issued in accordance with Article 56.
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Importers shall cooperate with competent authorities, at the latters' request, on any action
taken to eliminate or, if that is not possible, mitigate the risks posed by devices which they
have placed on the market. Importers, upon request by a competent authority of the
Member State in which the importer has its registered place of business, shall provide

samples of the device free of charge or, where that is impracticable, grant access to the
device.
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Article 14

General obligations of distributors
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When making a device available on the market, distributors shall, in the context of their
activities, act with due care in relation to the requirements applicable.

2. TEBMRRTTTIARRAEAT, SR R SR R 2 DL B
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Before making a device available on the market, distributors shall verify that all of the
following requirements are met:

(a) the device has been CE marked and that the EU declaration of conformity of the device
has been drawn up;

(b) the device is accompanied by the information to be supplied by the manufacturer in
accordance with Article 10(11);

(c) for imported devices, the importer has complied with the requirements set out in
Article 13(3);

(d) that, where applicable, a UDI has been assigned by the manufacturer.

In order to meet the requirements referred to in points (a), (b) and (d) of the first
subparagraph the distributor may apply a sampling method that is representative of the
devices supplied by that distributor.

Where a distributor considers or has reason to believe that a device is not in conformity
with the requirements of this Regulation, it shall not make the device available on the
market until it has been brought into conformity, and shall inform the manufacturer and,
where applicable, the manufacturer's authorised representative, and the importer. Where
the distributor considers or has reason to believe that the device presents a serious risk or
is a falsified device, it shall also inform the competent authority of the Member State in
which it is established.

3. BRI ORESIRIE L STV N BT, At AE BRS04k AT A LI R RLE
Distributors shall ensure that, while the device is under their responsibility, storage or
transport conditions comply with the conditions set by the manufacturer.
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Distributors that consider or have reason to believe that a device which they have made
available on the market is not in conformity with this Regulation shall immediately inform
the manufacturer and, where applicable, the manufacturer's authorised representative and
the importer. Distributors shall co-operate with the manufacturer and, where applicable,
the manufacturer's authorised representative, and the importer, and with competent
authorities to ensure that the necessary corrective action to bring that device into
conformity, to withdraw or to recall it, as appropriate, is taken. Where the distributor
considers or has reason to believe that the device presents a serious risk, it shall also
immediately inform the competent authorities of the Member States in which it made the
device available, giving details, in particular, of the non-compliance and of any corrective

action taken

5. WEMHEREPREET LA NG . BENEME, T Al WA S ¢ T e 1
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Distributors that have received complaints or reports from healthcare professionals,
patients or users about suspected incidents related to a device they have made available,
shall immediately forward this information to the manufacturer and, where applicable, the
manufacturer's authorised representative, and the importer. They shall keep a register of
complaints, of non-conforming devices and of recalls and withdrawals, and keep the
manufacturer and, where available, the authorised representative and the importer

informed of such monitoring and provide them with any information upon their request.
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Distributors shall, upon request by a competent authority, provide it with all the

information and documentation that is at their disposal and is necessary to demonstrate the

conformity of a device.

Distributors shall be considered to have fulfilled the obligation referred to in the first
subparagraph when the manufacturer or, where applicable, the authorised representative
for the device in question provides the required information. Distributors shall cooperate
with competent authorities, at their request, on any action taken to eliminate the risks
posed by devices which they have made available on the market. Distributors, upon
request by a competent authority, shall provide free samples of the device or, where that is
impracticable, grant access to the device.
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Article 15
Person responsible for regulatory compliance
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Manufacturers shall have available within their organisation at least one person
responsible for regulatory compliance who possesses the requisite expertise in the field of
medical devices. The requisite expertise shall be demonstrated by either of the following

qualifications:

(a) a diploma, certificate or other evidence of formal qualification, awarded on completion
of a university degree or of a course of study recognised as equivalent by the Member
State concerned, in law, medicine, pharmacy, engineering or another relevant scientific
discipline, and at least one year of professional experience in regulatory affairs or in

quality management systems relating to medical devices;

(b) four years of professional experience in regulatory affairs or in quality management
systems relating to medical devices.

Without prejudice to national provisions regarding professional qualifications,
manufacturers of custom-made devices may demonstrate the requisite expertise referred to
in the first subparagraph by having at least two years of professional experience within a

relevant field of manufacturing.
2. FEZHILH 2003/361/EC SR () B T A AN Al 7E AR T A
PSTEMAT AR G, BN AR A B 2RI HAiE fz A .

Micro and small enterprises within the meaning of Commission Recommendation
2003/361/EC (1 ) shall not be required to have the person responsible for regulatory
compliance within their organisation but shall have such person permanently and

continuously at their disposal.
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1 ) Commission Recommendation 2003/361/EC of 6 May 2003 concerning the definition of micro, small and
medium-sized enterprises (OJ L 124, 20.5.2003, p. 36).

The person responsible for regulatory compliance shall at least be responsible for ensuring that:

(a) the conformity of the devices is appropriately checked, in accordance with the quality
management system under which the devices are manufactured, before a device is

released;

(b) the technical documentation and the EU declaration of conformity are drawn up and kept
up-to-date;

(c) the post-market surveillance obligations are complied with in accordance with Article
10(10);

(d) the reporting obligations referred to in Articles 87 to 91 are fulfilled;

(e) in the case of investigational devices, the statement referred to in Section 4.1 of Chapter

II of Annex XV is issued.
4. FARIEEE 1. 2 A28 3 B, 2 NILFEMSHENA &M, W% B 857488 BA
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If a number of persons are jointly responsible for regulatory compliance in accordance with
paragraphs 1, 2 and 3, their respective areas of responsibility shall be stipulated in writing.
5. ERERARNMSUERAF SRR G, NeHRETE T ZALN R R R, 7EEATHIR
BT AN A A A B
The person responsible for regulatory compliance shall suffer no disadvantage within the
manufacturer's organisation in relation to the proper fulfilment of his or her duties,
regardless of whether or not they are employees of the organisation.
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Authorised representatives shall have permanently and continuously at their disposal at least
one person responsible for regulatory compliance who possesses the requisite expertise
regarding the regulatory requirements for medical devices in the Union. The requisite
expertise shall be demonstrated by either of the following qualifications:

(a) a diploma, certificate or other evidence of formal qualification, awarded on completion
of a university degree or of a course of study recognised as equivalent by the Member State
concerned, in law, medicine, pharmacy, engineering or another relevant scientific discipline,
and at least one year of professional experience in regulatory affairs or in quality

management systems relating to medical devices;

(b) four years of professional experience in regulatory affairs or in quality management
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systems relating to medical devices.
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Article 16

Cases in which obligations of manufacturers apply to importers, distributors or other persons
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A distributor, importer or other natural or legal person shall assume the obligations
incumbent on manufacturers if it does any of the following:

(a) makes available on the market a device under its name, registered trade name or
registered trade mark, except in cases where a distributor or importer enters into an
agreement with a manufacturer whereby the manufacturer is identified as such on the label
and is responsible for meeting the requirements placed on manufacturers in this
Regulation;

(b) changes the intended purpose of a device already placed on the market or put into
service;

(c) modifies a device already placed on the market or put into service in such a way that

compliance with the applicable requirements may be affected.

The first subparagraph shall not apply to any person who, while not considered a
manufacturer as defined in point (30) of Article 2, assembles or adapts for an individual
patient a device already on the market without changing its intended purpose.
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For the purposes of point (c) of paragraph 1, the following shall not be considered to be a
modification of a device that could affect its compliance with the applicable requirements:



5.5.2017 | EN WK B 7 AR L117/73

(a) provision, including translation, of the information supplied by the manufacturer, in
accordance with Section 23 of Annex I, relating to a device already placed on the market
and of further information which is necessary in order to market the device in the relevant
Member State;

(b) changes to the outer packaging of a device already placed on the market, including a
change of pack size, if the repackaging is necessary in order to market the device in the
relevant Member State and if it is carried out in such conditions that the original condition
of the device cannot be affected by it. In the case of devices placed on the market in sterile
condition, it shall be presumed that the original condition of the device is adversely
affected if the packaging that is necessary for maintaining the sterile condition is opened,
damaged or otherwise negatively affected by the repackaging.
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A distributor or importer that carries out any of the activities mentioned in points (a) and
(b) of paragraph 2 shall indicate on the device or, where that is impracticable, on its
packaging or in a document accompanying the device, the activity carried out together
with its name, registered trade name or registered trade mark, registered place of business
and the address at which it can be contacted, so that its location can be established.

Distributors and importers shall ensure that they have in place a quality management
system that includes procedures which ensure that the translation of information is
accurate and up-to-date, and that the activities mentioned in points (a) and (b) of
paragraph 2 are performed by a means and under conditions that preserve the original
condition of the device and that the packaging of the repackaged device is not defective,
of poor quality or untidy. The quality management system shall cover, inter alia,
procedures ensuring that the distributor or importer is informed of any corrective action
taken by the manufacturer in relation to the device in question in order to respond to safety
issues or to bring it into conformity with this Regulation.

4.4 B BR 25 B BT A AR I SR BT I 2 /b 28 R, BEATHS 2 BUE (a) A (b) s
JITIR 5 B 2 A e R VRS, MORE e T R R AR A G R, A A T R A A
HURE s FRR A 2SR 1 ] 3 7o A 2 LRG3 (3t — A Lt e 28 i 6 2 88 PR o B A A
B, AR BERRA AR A B I A5 . fE1% 28 KA, 240 1 Bk H R 8224 [a) ML
RA—UETS, AR A S PSR 82475 2 B () M (b) s Fridis s &, M
T B A B e s R AR R AT SRR 3 BRI E IR

At least 28 days prior to making the relabelled or repackaged device available on the market,
distributors or importers carrying out any of the activities mentioned in points (a) and (b) of
paragraph 2 shall inform the manufacturer and the competent authority of the Member State in

which they plan to make the device available of the intention to make the relabelled or
repackaged device available and, upon request, shall provide the manufacturer and the
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competent authority with a sample or mock-up of the relabelled or repackaged device, including
any translated label and instructions for use. Within the same period of 28 days, the distributor
or importer shall submit to the competent authority a certificate, issued by a notified body
designated for the type of devices that are subject to activities mentioned in points (a) and (b) of
paragraph 2, attesting that the quality management system of the distributer or importer
complies with the requirements laid down in paragraph 3.
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Article 17
Single-use devices and their reprocessing
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Reprocessing and further use of single-use devices may only take place where permitted
by national law and only in accordance with this Article.
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Any natural or legal person who reprocesses a single-use device to make it suitable for
further use within the Union shall be considered to be the manufacturer of the reprocessed
device and shall assume the obligations incumbent on manufacturers laid down in this
Regulation, which include obligations relating to the traceability of the reprocessed device
in accordance with Chapter III of this Regulation. The reprocessor of the device shall be
considered to be a producer for the purpose of Article 3(1) of Directive 85/374/EEC.
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By way of derogation from paragraph 2, as regards single-use devices that are reprocessed
and used within a health institution, Member States may decide not to apply all of the
rules relating to manufacturers' obligations laid down in this Regulation provided that they

ensure that:

(a) the safety and performance of the reprocessed device is equivalent to that of the
original device and the requirements in points (a), (b), (d), (e), (f), (g) and (h) of Article
5(5) are complied with;

(b) the reprocessing is performed in accordance with CS detailing the requirements

concerning:

— risk management, including the analysis of the construction and material, related
properties of the device (reverse engineering) and procedures to detect changes in the
design of the original device as well as of its planned application after reprocessing,

— the validation of procedures for the entire process, including cleaning steps,
— the product release and performance testing,

— the quality management system,
— the reporting of incidents involving devices that have been reprocessed, and
— the traceability of reprocessed devices.

Member States shall encourage, and may require, health institutions to provide
information to patients on the use of reprocessed devices within the health institution and,
where appropriate, any other relevant information on the reprocessed devices that patients
are treated with.

Member States shall notify the Commission and the other Member States of the national
provisions introduced pursuant to this paragraph and the grounds for introducing them.
The Commission shall keep the information publicly available
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Member States may choose to apply the provisions referred to in paragraph 3 also as
regards single-use devices that are reprocessed by an external reprocessor at the request of
a health institution, provided that the reprocessed device in its entirety is returned to that
health institution and the external reprocessor complies with the requirements referred to
in points (a) and (b) of paragraph 3.
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The Commission shall adopt, in accordance with Article 9(1), the necessary CS referred to
in point (b) of paragraph 3 by 26 May 2020. Those CS shall be consistent with the latest
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10.

scientific evidence and shall address the application of the general requirements on safety
and performance laid down in in this Regulation. In the event that those CS are not
adopted by 26 May 2020, reprocessing shall be performed in accordance with any relevant
harmonised standards and national provisions that cover the aspects outlined in point (b)
of paragraph 3. Compliance with CS or, in the absence of CS, with any relevant
harmonised standards and national provisions, shall be certified by a notified body.

WAMRMEAER, BFE 2020 4F 5 H 26 H 2 BT 93/42/EEC 484 L1l — M4l
FH A5 b m] 2R AT A AL HE
Only single-use devices that have been placed on the market in accordance with this

Regulation, or prior to 26 May 2020 in accordance with Directive 93/42/EEC, may be
reprocessed.

RS XS R 5 B R 22 UE H W 2 4 ) — PR A P 2 dt AT P AL 2

Only reprocessing of single-use devices that is considered safe according to the latest

scientific evidence may be carried out.

55 2 Berp BT (103 N5 AR N Ak 4 R BE DLR PR SR T 23 T R I 1 AR A A5
B NAERRZE LARY],  JFLEE G DL 5 R AL B 25 B A8 U B P B
The name and address of the legal or natural person referred to in paragraph 2 and the

other relevant information referred to in Section 23 of Annex I shall be indicated on the
label and, where applicable, in the instructions for use of the reprocessed device.

A P AR 13 P AL PR I AN S I AE AR AR b, (L RLAE P Ah B ARG 1
F U b ik
The name and address of the manufacturer of the original single-use device shall no longer

appear on the label, but shall be mentioned in the instructions for use of the reprocessed

device.

FOVF— VR A FH 28 bk 1 A 2 1% s 0 ] T 2 4 B S AT U AR YR FRI e B IR ) B 258 1 B e

M E KR, FAE A0 Py B 1) Bl A% 1B st DL R AT A

(@) IR R AT F A 3 DL R R AT P A R R — R A SR R 2 —
A& B =

(b)  FAER— R A SR AL s — P .

5 ] oK ) SRR 3 RN 2 s A LA Rl R [ . R e RO A BATT

A Member State that permits reprocessing of single-use devices may maintain or introduce
national provisions that are stricter than those laid down in this Regulation and which

restrict or prohibit, within its territory, the following:

(a) the reprocessing of single-use devices and the transfer of single-use devices to another
Member State or to a third country with a view to their reprocessing;

(b) the making available or further use of reprocessed single-use devices.

Member States shall notify the Commission and the other Member States of those national
provisions. The Commission shall make such information publicly available.

RARNAE 2024 4 5 F 27 HEFERTAZEME MRS, TR IR =
MBS . MIEARTE, & AXNETEER B BT AL E .
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The Commission shall by 27 May 2024 draw up a report on the operation of this Article
and submit it to the European Parliament and to the Council. On the basis of that report,
the Commission shall, if appropriate, make proposals for amendments to this Regulation.

18 #
SEAMESE—FRS BENEANSREANYFRNER
Article 18
Implant card and information to be supplied to the patient with an implanted device
Lo AR NS ) 3 7 N 5 A R SR AL DL N 2R

(a) ARG E, BFESNRAFR. TS, #t5. UDL. #Wis, DLAER
KPR HiE AR sk

(b) B ELEYT ORAE T b N 53 AT & B B AR 2 = S 2 A 58 25 1 O AR
B PRI AEATE A T 5 i S 4

(0) T B BRAHE A IBR A 712 BRI 17 6 2 O JR 5
@) RIS REH R R R, QIR 15 234 1 () A0
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The manufacturer of an implantable device shall provide together with the device the
following:

(a) information allowing the identification of the device, including the device name, serial
number, lot number, the UDI, the device model, as well as the name, address and the
website of the manufacturer;

(b) any warnings, precautions or measures to be taken by the patient or a healthcare
professional with regard to reciprocal interference with reasonably foreseeable external
influences, medical examinations or environmental conditions;

(c) any information about the expected lifetime of the device and any necessary follow-up;
(d) any other information to ensure safe use of the device by the patient, including the
information in point (u) of Section 23.4 of Annex I.

FE 5 — T Bk (A5 B NLE A 5 s 4 SRS € B, T Bk
RBUE R, X5 5N PR 5 B 5 B W 8 101 5 BT Rk . {5 B iR 7 s ik
Tl N5 5 PRARIE LG SR, HLNGERLEE 1 B Ca) s radk (0 W sk i) 5 3 L 58
HriE B

The information referred to in the first subparagraph shall be provided, for the purpose of
making it available to the particular patient who has been implanted with the device, by
any means that allow rapid access to that information and shall be stated in the language(s)
determined by the concerned Member State. The information shall be written in a way
that is readily understood by a lay person and shall be updated where appropriate.

Updates of the information shall be made available to the patient via the website
mentioned in point (a) of the first subparagraph.

BEAb, & 7 N AE 5 A AT AR R AR — 7 Br(a) i LE IS B .

In addition, the manufacturer shall provide the information referred to in point (a) of the
first subparagraph on an implant card delivered with the device.

2. A ENESR AN fo vE B PRI B, IR A ST AR AT B
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Member States shall require health institutions to make the information referred to in
paragraph 1 available, by any means that allow rapid access to that information, to any
patients who have been implanted with the device, together with the implant card, which
shall bear their identity.

3. UUPHEAYINARRRASCHUE KRS 482, U JBAT. FibiR. F5. Fe. 1§
BT BT WRE. B RTAERSG . ZRSABURIEZE 115 FRAETR, @
T HE 0 A SR AR N B M BR A A RABAT X V5 5
The following implants shall be exempted from the obligations laid down in this Article:
sutures, staples, dental fillings, dental braces, tooth crowns, screws, wedges, plates, wires,
pins, clips and connectors. The Commission is empowered to adopt delegated acts in
accordance with Article 115 to amend this list by adding other types of implants to it or by
removing implants therefrom.

19 &
K e RF A 7 BR
Article 19

EU declaration of conformity

Lo BRERAF A1 5 B 20 B AT A2 00 i A DR s s MOV K . A 7 B 2 A
WA A A BT SV A B 2D RS S TS IV B R, H DR R
R B T TR B A A B AR O [ BT SR T
The EU declaration of conformity shall state that the requirements specified in this
Regulation have been fulfilled in relation to the device that is covered. The manufacturer
shall continuously update the EU declaration of conformity. The EU declaration of
conformity shall, as a minimum, contain the information set out in Annex IV and shall be
translated into an official Union language or languages required by the Member State(s) in
which the device is made available.

2. RTAREIARY LHITTH, Ao sy Foph R VR SR, 1205 0t 5K ) 3k 7 A AT
— A EBAT ZIE TR E EOR B R AT A I A RO L, R R A ORI B
RS E HIZ AR O — 0 B AT S PR A B o X — A B A Rl A B A rpoRE SRR
BRI A b EAE R .

Where, concerning aspects not covered by this Regulation, devices are subject to other
Union legislation which also requires an EU declaration of conformity by the
manufacturer that fulfilment of the requirements of that legislation has been demonstrated,
a single EU declaration of conformity shall be drawn up in respect of all Union acts

applicable to the device. The declaration shall contain all the information required for
identification of the Union legislation to which the declaration relates.

3. EIEFERKEFFEERE B, S N AR R AR AE F T A ) B A A RR
SEAFNUE ESR I DT
By drawing up the EU declaration of conformity, the manufacturer shall assume

responsibility for compliance with the requirements of this Regulation and all other Union
legislation applicable to the device.

4. RAZPAPEEIEE 115 KB RPGER, T HORED KRBT IV IUER
X B A 1 1 7 D ) R AR P A2
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The Commission is empowered to adopt delegated acts in accordance with Article 115
amending the minimum content of the EU declaration of conformity set out in Annex [V
in the light of technical progress.

20 #
CE & 1iniR
Article 20
CE marking of conformity
L BT RSB SR, BUNR A RIS R I SRS I VR R A 4
# CE #rifl.
Devices, other than custom-made or investigational devices, considered to be in

conformity with the requirements of this Regulation shall bear the CE marking of
conformity, as presented in Annex V.

2. CE PRGBS H T BRI ZR 255 765/2008 ‘AR 30 2% ZER 1) — M .
The CE marking shall be subject to the general principles set out in Article 30 of
Regulation (EC) No 765/2008.

3. PREERIWIE. FEMTADAS AT R K LA INAE e O T B . B R RS BT,
EEAE SRR IR S LI, RORE CE AR RIS InFE e b . CE FRiR i Sin i
FEA A B R T s B L e
The CE marking shall be affixed visibly, legibly and indelibly to the device or its sterile
packaging. Where such affixing is not possible or not warranted on account of the nature
of the device, the CE marking shall be affixed to the packaging. The CE marking shall
also appear in any instructions for use and on any sales packaging.

4. NIAEGSHC_LETTATING CE FR iR AITBEAT — N 3R e R S R 5 3k 1 G T AT 4]
AR Ac B H IH
The CE marking shall be affixed before the device is placed on the market. It may be
followed by a pictogram or any other mark indicating a special risk or use.

5. WG, CE AxiJE RN TTHHTE 52 2 & VS RFE A B AU IR A5 .
AEA 3 SOZ 2 AT & CE AR iR R I B AL PRI B 1% 87 5
Where applicable, the CE marking shall be followed by the identification number of the
notified body responsible for the conformity assessment procedures set out in Article 52.

The identification number shall also be indicated in any promotional material which
mentions that a device fulfils the requirements for CE marking

6. A AR I ST K B LA BRI CE AR IR I HAR A E . W) CE AR I . 3R B 1% 4%
BRRF A A S IEH LA B SR
Where devices are subject to other Union legislation which also provides for the affixing

of the CE marking, the CE marking shall indicate that the devices also fulfil the
requirements of that other legislation.

21 #
FHTRe 3R F 3 23090
Article 21
Devices for special purposes

Lo b E AN E AT AT R A
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(b)  AIFETNS EERALRE RIS, ATSRRAT G 52 (8) ZAMTBR SR XTI A HLE -

RS — TP TR AR (FE28 74 25 h T (A ER 51 AN CE #ril.

Member States shall not create obstacles to:

(a) investigational devices being supplied to an investigator for the purpose of a clinical
investigation if they meet the conditions laid down in Articles 62 to 80 and Article 82, in
the implementing acts adopted pursuant to Article 81 and in Annex XV;

(b) custom-made devices being made available on the market if Article 52(8) and Annex
XIII have been complied with.

The devices referred to in the first subparagraph shall not bear the CE marking, with the
exception of the devices referred to in Article 74.

2. GEMIEMON AT B XTI 2 1 PRI A B, A B NR Ay LA RR. T R
] B A FR VR R e g R B T
38 7 R RT 2 SR S A 5 A ) A e e S LA B AT AR LA A T R AT 1 S AR IR T
B,
Custom-made devices shall be accompanied by the statement referred to in Section 1 of

Annex XIII, which shall be made available to the particular patient or user identified by
name, an acronym or a numerical code.

Member States may require that the manufacturer of a custom-made device submit to the
competent authority a list of such devices which have been made available in their
territory.

3. ARG, RRe. RassEkeunsh L, O E AR HEAT R, RS RA
FFEAVEME R, HATIR ARG LTS AR — U B0 5 R INZ S AU T R
BN H ) BAERFF & AVE AT AT RN -

At trade fairs, exhibitions, demonstrations or similar events, Member States shall not
create obstacles to the showing of devices which do not comply with this Regulation,
provided a visible sign clearly indicates that such devices are intended for presentation or

demonstration purposes only and cannot be made available until they have been brought
into compliance with this Regulation.

22 %
RGEMFARE
Article 22
Systems and procedure packs
Lo AR B RN EGE N MR A 5 B s HL At 7 o P T P i A 1 3 7 8 2 ) s P PR A1 9
BN, Kl CE ARiRAAS S T 2 AR S ™ fh— R &, WM RS 2 Befinid
A, PO ENITE N RGBT RO BRI
(a)  HAhHF CE bRl B
(b) W HEREKELE 2017/746 SR CE bRiR BRSNS Wi 22T 2840
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(c)  FFEMAELEST R b A B7E 2R 48 T AR A A7 AE R IR I B 28 Rk 0
FR L7

Natural or legal persons shall draw up a statement if they combine devices bearing a CE

marking with the following other devices or products, in a manner that is compatible with

the intended purpose of the devices or other products and within the limits of use specified

by their manufacturers, in order to place them on the market as a system or procedure

pack:

(a) other devices bearing the CE marking;

(b) in vitro diagnostic medical devices bearing the CE marking in conformity with

Regulation (EU) 2017/746;

(c) other products which are in conformity with legislation that applies to those products

only where they are used within a medical procedure or their presence in the system or

procedure pack is otherwise justified

2. FES 1 BCP P u B, AR NEGE AR B AR

(a) AR )3 U I BRAIE 1 SR LAl i U@ D TR AR B, JF
AR X LE 3 B AT 1 HE 3

(b) HRKARFHFARCITEIFFEHFRMAAREL, KRS 1 SRR —
(e IV VA EYSE

(c) KRBT HAd ™ & (A& D M RGBT AR BT H & S 30 ZoR AT
R A F U L B AIE AN A T

In the statement made pursuant to paragraph 1, the natural or legal person concerned shall

declare that:

(a) they verified the mutual compatibility of the devices and, if applicable other products,
in accordance with the manufacturers' instructions and have carried out their activities in
accordance with those instructions;

(b) they packaged the system or procedure pack and supplied relevant information to users
incorporating the information to be supplied by the manufacturers of the devices or other
products which have been put together;

(c) the activity of combining devices and, if applicable, other products as a system or
procedure pack was subject to appropriate methods of internal monitoring, verification
and validation.

3. X 1 BRI ARG ET AR BT KIE IR BT AR B RN BGE N, Nk
PR BT % IX M % XT B A f BT IR PP 2 — o IR S8R5 B B T A0 2 25 LA )
2 b5 B T R G 1 LR B LB T TSR . 1% AR A SRR A B B 4 7 )
o, P Y IR o 3 e 1 10 B AT KA
Any natural or legal person who sterilises systems or procedure packs referred to in
paragraph 1 for the purpose of placing them on the market shall, at their choice, apply one
of the procedures set out in Annex IX or the procedure set out in Part A of Annex XI. The
application of those procedures and the involvement of the notified body shall be limited
to the aspects of the procedure relating to ensuring sterility until the sterile packaging is
opened or damaged. The natural or legal person shall draw up a statement declaring that

sterilisation has been carried out in accordance with the manufacturer's instructions.
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Where the system or procedure pack incorporates devices which do not bear the CE
marking or where the chosen combination of devices is not compatible in view of their
original intended purpose, or where the sterilisation has not been carried out in accordance
with the manufacturer's instructions, the system or procedure pack shall be treated as a
device in its own right and shall be subject to the relevant conformity assessment
procedure pursuant to Article 52. The natural or legal person shall assume the obligations
incumbent on manufacturers

5. R 1 BRI RGBT AREUAR T CE ARl (HNAT A ALS 1 BANEE 3 BUi

RN G IRk 44 VM R 44 PR B W A DA B T S R R O E 12N AL B I
RGBT AR A S 15 23 TIdRER . RERTAROHG)E, A%HE 2K
TR 1 75 BH B2 bR R LA AL B SR 10 (8) Z%3& FH T2 & 28 ik T B AT (R 35 A B
A X LB AN, )R A K ) 393 ]
The systems or procedure packs referred to in paragraph 1 of this Article shall not
themselves bear an additional CE marking but they shall bear the name, registered trade
name or registered trade mark of the person referred to in paragraphs 1 and 3 of this
Article as well as the address at which that person can be contacted, so that the person's
location can be established. Systems or procedure packs shall be accompanied by the
information referred to in Section 23 of Annex I. The statement referred to in paragraph 2
of this Article shall be kept at the disposal of the competent authorities, after the system or
procedure pack has been put together, for the period that is applicable under Article 10(8)
to the devices that have been combined. Where those periods differ, the longest period
shall apply

23 %
BRI A A
Article 23
Parts and components
1 ARAETT I B3R AT TR T B [R] S ABL A A o o w2 4% 85 ok 2E 1l 50 70 s 24 )
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Any natural or legal person who makes available on the market an item specifically
intended to replace an identical or similar integral part or component of a device that is
defective or worn in order to maintain or restore the function of the device without
changing its performance or safety characteristics or its intended purpose, shall ensure that

the item does not adversely affect the safety and performance of the device. Supporting
evidence shall be kept available for the competent authorities of the Member States.

2. LITHT B AESWE s, B 2 o a8 O e B2 4R AR BRTU L& 19
it AN A L IS A2 AT A ) R
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An item that is intended specifically to replace a part or component of a device and that
significantly changes the performance or safety characteristics or the intended purpose of
the device shall be considered to be a device and shall meet the requirements laid down in
this Regulation.

24 %
B HRiE
Article 24
Free movement
BRAEAER G E, 7500 E AR A 1 B RR ) 7 A0 N AR A B R A AR i
TSR A5 o
Except where otherwise provided for in this Regulation, Member States shall not refuse, prohibit

or restrict the making available on the market or putting into service within their territory of
devices which comply with the requirements of this Regulation.

FIE
SRR IER . BSRNLFEERNEIL. ZEMERERSS. K
BT AR AR P
CHAPTER Il

IDENTIFICATION AND TRACEABILITY OF DEVICES, REGISTRATION OF DEVICES
AND OF ECONOMIC OPERATORS, SUMMARY OF SAFETY AND CLINICAL
PERFORMANCE, EUROPEAN DATABASE ON MEDICAL DEVICES

25
PR BE AR IR
Article 25
Identification within the supply chain
L SR ANEE FUR N A5 ) 3 o B BURER A1, DASEIL a4 7K P i T ig 1
Distributors and importers shall co-operate with manufacturers or authorised
representatives to achieve an appropriate level of traceability of devices.

2. FEH 10 (8) FKPTRMAIR, 22Ut HMLAES 7] WU E LT WA
() HEZRUESMIEMAFEER;
(b)  EEZFAHEMSEM LTS E R,
(c)  HEEARGLE AR T P AN B AR fR A Ll A B

Economic operators shall be able to identify the following to the competent authority, for
the period referred to in Article 10(8):

(a) any economic operator to whom they have directly supplied a device;
(b) any economic operator who has directly supplied them with a device;

(c) any health institution or healthcare professional to which they have directly
supplied a device.
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Article 26
Medical devices nomenclature
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To facilitate the functioning of the European database on medical devices (‘Eudamed’) as
referred to in Article 33, the Commission shall ensure that an internationally recognised
medical devices nomenclature is available free of charge to manufacturers and other
natural or legal persons required by this Regulation to use that nomenclature. The
Commission shall also endeavour to ensure that that nomenclature is available to other

stakeholders free of charge, where reasonably practicable.

F27

ME— AR R RS
Article 27
Unique Device Identification system
1 s VIEE C &0 h i RO ME— 8 IR R S8 ( “UDI” RS0 MRy, e

AT A AN, LR 2GS PR I, BEANE N ALHE LU A2
The Unique Device Identification system (‘UDI system”) described in Part C of Annex VI

shall allow the identification and facilitate the traceability of devices, other than

custom-made and investigational devices, and shall consist of the following:
(@ UDIEFELL R JLA:
() FEETE-HDER MM UDI #MAriR%F (‘UDI-DI) , 4Lt
VI 5 B #7058 15 il i 4%
(i)  UDI&7F=FRiRfF ( ‘UDI-P ), FHFhRiRFTA = (0 2 A DL B %
VI E C 8 hE A e as il CRaEHD)
production of a UDI that comprises the following:

(i) a UDI device identifier (‘UDI-DI’) specific to a manufacturer and a device,
providing access to the information laid down in Part B of Annex VI;

(il)) a UDI production identifier (‘UDI-PI’) that identifies the unit of device
production and if applicable the packaged devices, as specified in Part C of Annex
VI,

(b) % UDI B TSR 2 s ek b
placing of the UDI on the label of the device or on its packaging;

(c) 7 IMRIEAKES 8 M 9 B E I A, ZFFiEEm . AN AL A K
fitif¢ UDIL;

storage of the UDI by economic operators, health institutions and healthcare
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3.

professionals, in accordance with the conditions laid down in paragraphs 8 and 9 of
this Article respectively;

(d)  MRIEHE 28 L ME— bR iR S, UDI T &40 ( “UDI EdEE” )

establishment of an electronic system for Unique Device Identification (‘UDI
database’) in accordance with Article 28.

7 DA 2 L I St A0 U RE A B AN SRR ORARGE AR € B/ — > UDI 70 it &
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The Commission shall, by means of implementing acts, designate one or several entities to

operate a system for assignment of UDIs pursuant to this Regulation (‘issuing entity’). That
entity or those entities shall satisfy all of the following criteria:

(a) the entity is an organisation with legal personality;

(b) its system for the assignment of UDIs is adequate to identify a device throughout its

distribution and use in accordance with the requirements of this Regulation;
(c) its system for the assignment of UDIs conforms to the relevant international standards;

(d) the entity gives access to its system for the assignment of UDIs to all interested users in

accordance with a set of predetermined and transparent terms and conditions;
(e) the entity undertakes to do the following:

(1) operate its system for the assignment of UDIs for at least 10 years after its
designation;

(i) make available to the Commission and to the Member States, upon request,
information concerning its system for the assignment of UDIs;

(iii) remain in compliance with the criteria for designation and the terms of designation.
When designating issuing entities, the Commission shall endeavour to ensure that UDI
carriers, as defined in Part C of Annex VI, are universally readable regardless of the system
used by the issuing entity, with a view to minimising financial and administrative burdens

for economic operators and health institutions.

FEREASI CBR Tl as ot ) BSOS I AT, i3 r R A as o Clns& D e fy



L117/86 | EN /KB E 7 AR 5.5.2017

ERA AL B — 5 R SRR 5 2 BT AR5 R S A AR L) i 7= A5 1) UDIL
o 2 ) BT 0 e 2 LA (0 At e s BB S 2 i, )38 e LB DR IR 3R A 1 %
B MM VIB #0 thR 2SR, I HoR(E B AR5 226 28 2648 ) [ UDI $idi %
Before placing a device, other than a custom-made device, on the market, the

manufacturer shall assign to the device and, if applicable, to all higher levels of packaging,

a UDI created in compliance with the rules of the issuing entity designated by the

Commission in accordance with paragraph 2.

Before a device, other than a custom-made or investigational device, is placed on the
market the manufacturer shall ensure that the information referred to in Part B of Annex
VI of the device in question are correctly submitted and transferred to the UDI database
referred to in Article 28.

4. UDI # AN AL IZ BRI AP R EAE B BRI AR A G iFIs 54

UDI carriers shall be placed on the label of the device and on all higher levels of
packaging. Higher levels of packaging shall not be understood to include shipping

containers.
5. MR¥EEE 87 %, UDI MH TG M E H ML 2 ) IE4E i

The UDI shall be used for reporting serious incidents and field safety corrective actions in
accordance with Article 87.

6. 19 25 FTIb )RR B A A PR A B N AL B SR VIS C B4 R g 1) 78 i 2 itk UDI-DIL

The Basic UDI-DI, as defined in Part C of Annex VI, of the device shall appear on the EU
declaration of conformity referred to in Article 19.

7. AEDNBSR T FR BORSCAR I — #8733 7l LS I BT BT AT 223 i UDI R

As part of the technical documentation referred to in Annex II, the manufacturer shall keep
up-to-date a list of all UDIs that it has assigned.

8. ZUFIEE T RN LA T 5 SAF AT DR A L B BRI A2 (K s UDIL, 371X 28 g%
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Economic operators shall store and keep, preferably by electronic means, the UDI of the
devices which they have supplied or with which they have been supplied, if those devices
belong to:

— class III implantable devices;

— the devices, categories or groups of devices determined by a measure referred to in
point (a) of paragraph 11.

9.  HIXLEIWIR T 0 SAEAN RS, BT HUR R S LA R 5 3 A it A Do 2L 43
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10.

I1.

12.

] UDI,

Health institutions shall store and keep preferably by electronic means the UDI of the
devices which they have supplied or with which they have been supplied, if those devices
belong to class III implantable devices.

For devices other than class III implantable devices, Member States shall encourage, and
may require, health institutions to store and keep, preferably by electronic means, the UDI
of the devices with which they have been supplied.

Member States shall encourage, and may require, healthcare professionals to store and
keep preferably by electronic means, the UDI of the devices with which they have been
supplied with.

BRENABURIES 115 4181 L N RBGER:
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The Commission is empowered to adopt delegated acts in accordance with Article 115

(a) amending the list of information set out in Part B of Annex VI in the light of technical
progress; and

(b) amending Annex VI in the light of international developments and technical progress
in the field of Unique Device Identification.

KR LTEEHATIESE, U5 UDL RSN 2H IR/, LA 5L F AT L
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The Commission may, by means of implementing acts, specify the detailed arrangements
and the procedural aspects for the UDI system with a view to ensuring its harmonised
application in relation to any of the following:

(a) determining the devices, categories or groups of devices to which the obligation laid
down in paragraph 8 is to apply;

(b) specifying the data to be included in the UDI-PI of specific devices or device groups;
The implementing acts referred to in the first subparagraph shall be adopted in accordance
with the examination procedure referred to in Article 114(3)
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When adopting the measures referred to in paragraph 11, the Commission shall take into
account all of the following:

(a) confidentiality and data protection as referred to in Articles 109 and 110 respectively;
(b) the risk-based approach;

(c) the cost-effectiveness of the measures;

(d) the convergence of UDI systems developed at international level;

(e) the need to avoid duplications in the UDI system;

(f) the needs of the healthcare systems of the Member States, and where possible,
compatibility with other medical device identification systems that are used by

stakeholders.
928 #
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Article 28
UDI database
1. ZEREMNE MDCG FUGBALAE B —A UDI #d e, JoiE. BEPL. A2, JIf

NARAATI R VIS B #7 rid (s & .
The Commission, after consulting the MDCG shall set up and manage a UDI database to

validate, collate, process and make available to the public the information mentioned in
Part B of Annex VI.

2. Wit UDL Ul R, &R NFEEH S VIS C #7058 5 753 B8 UDI #dls A 1) —
RN . UDI s 22 B AN 35 UDI-PL AN MU AL 7 3 B R
When designing the UDI database, the Commission shall take into account the general
principles set out in Section 5 of Part C of Annex VI. The UDI database shall be designed

in particular such that no UDI-PIs and no commercially confidential product information
can be included therein.

3. P VISR B #820 F TIAR ) UDL s 128 v S5 AR A% 0 B0 0 3 4 9% 17 2 AR T

The core data elements to be provided to the UDI database, referred to in Part B of Annex
VI, shall be accessible to the public free of charge.

4. HTRGMHE ARG BRI UDL B8 6 S B R M, HRvr2 Ml
BUTE A BB EAE RN G R . 2 S NN UDIT Hhs P (0 i 3 e A0 HAth A B 2 3 43t
BRI B SCHF
The technical design of the UDI database shall ensure maximum accessibility to
information stored therein, including multi-user access and automatic uploads and

downloads of that information. The Commission shall provide for technical and
administrative support to manufacturers and other users of the UDI database.
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Before placing a device, other than a custom-made device, on the market, the manufacturer
shall, in accordance with the rules of the issuing entity referred to in Article 27(2), assign a
Basic UDI-DI as defined in Part C of Annex VI to the device and shall provide it to the UDI

database together with the other core data elements referred to in Part B of Annex VI related
to that device.

2. MRIEH 22D (3D Z&, EWHBIHL—ADAEERBSWIN R AT AE, THEER AL
RN INAZ BEHR 58 RAT SEAR AN, 7] RGBT AR 70 BC il UDI - DI, IR H S5 e
K VIS B B0 e IR 2R G BT AR 1) B A A O 080 B 3 — IR S22 28 UDI idla
g

Before placing on the market a system or procedure pack pursuant to Article 22(1) and (3),
that is not a custommade device, the natural or legal person responsible shall assign to the
system or procedure pack, in compliance with the rules of the issuing entity, a Basic UDI-DI
and shall provide it to the UDI database together with the other core data elements referred
to in Part B of Annex VI related to that system or procedure pack.

3. ZBH 52 (3) FHUEE 52 (4) & ME =T BOHATIF G IR SRR, & i NrES
O AU DAL BT R 1Z 88 8073 B — DA 2658 1 Boh g 24l UDI-DI.
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For devices that are the subject of a conformity assessment as referred to in Article 52(3)
and in the second and third subparagraphs of Article 52(4), the assignment of a Basic
UDI-DI referred to in paragraph 1 of this Article shall be done before the manufacturer
applies to a notified body for that assessment.
For the devices referred to in the first subparagraph, the notified body shall include a
reference to the Basic UDI-DI on the certificate issued in accordance with point (a) of
Section 4 of Chapter I of Annex XII and confirm in Eudamed that the information referred
to in Section 2.2 of Part A of Annex VI is correct. After the issuing of the relevant certificate
and before placing the device on the market, the manufacturer shall provide the Basic
UDI-DI to the UDI database together with the other core data elements referred to in Part B
of Annex VI related to that device.

4. ARSSPRBOR AT, ISR NI E, 7 2 IRAS, YRIE Eudamed RS VI EE A #0>
B2, 22 WRRAN, FTIRIEE, RN ERTIE R
Before placing a device on the market, other than a custom-made device, the manufacturer
shall enter or if, already provided, verify in Eudamed the information referred to in Section

2 of Part A of Annex VI, with the exception of Section 2.2 thereof, and shall thereafter keep
the information updated
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Article 30
Electronic system for registration of economic operators
1. ZHASMAEEH MDCG J&, @ IJFEH M TRGEEIES 31 (2) FHHHE—
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The Commission, after consulting the MDCG, shall set up and manage an electronic
system to create the single registration number referred to in Article 31(2) and to collate
and process information that is necessary and proportionate to identify the manufacturer
and, where applicable, the authorised representative and the importer. The details

regarding the information to be provided to that electronic system by the economic
operators are laid down in Section 1 of Part A of Annex VI.

2. R R AT G A DL QU Y T A OV P PR s A ) 2 R M A [ SO
Member States may maintain or introduce national provisions on registration of
distributors of devices which have been made available on their territory

3. AREHIE MBI T PR P, B R N R S R B BURER RS 1 BUh TR Y
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Within two weeks of placing a device, other than a custom-made device, on the market,

importers shall verify that the manufacturer or authorised representative has provided to
the electronic system the information referred to in paragraph 1.

Where applicable, importers shall inform the relevant authorised representative or

manufacturer if the information referred to in paragraph 1 is not included or is incorrect.
Importers shall add their details to the relevant entry/entries.

31 %
HER . RN O rEE
Article 31

Registration of manufacturers, authorised representatives and importers
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Before placing a device, other than a custom-made device, on the market, manufacturers,
authorised representatives and importers shall, in order to register, submit to the electronic
system referred to in Article 30 the information referred to in Section 1 of Part A of Annex
VI, provided that they have not already registered in accordance with this Article. In cases
where the conformity assessment procedure requires the involvement of a notified body
pursuant to Article 52, the information referred to in Section 1 of Part A of Annex VI shall
be provided to that electronic system before applying to the notified body.
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After having verified the data entered pursuant to paragraph 1, the competent authority
shall obtain a single registration number (‘SRN’) from the electronic system referred to in
Article 30 and issue it to the manufacturer, the authorised representative or the importer.

3. i NORE BV E S (SRN) T T 1] 2 i LA FRA BEAT 445 & PE A5 ATiE N Eudamed
CAJBEAT 2R 29 2630 K Y 355
The manufacturer shall use the SRN when applying to a notified body for conformity
assessment and for accessing Eudamed in order to fulfil its obligations under Article 29.

4. ARFKH 1B RE B R AEAEM ARSI AN, L5 E IS E N2 ERE 30 K pTid
LA <L DR ET
Within one week of any change occurring in relation to the information referred to in

paragraph 1 of this Article, the economic operator shall update the data in the electronic
system referred to in Article 30.

5. EMRYEEE 1 BARAE RIS —FE N LIS R MEN, MR T E 12 5 B B
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Not later than one year after submission of the information in accordance with paragraph 1,
and every second year thereafter, the economic operator shall confirm the accuracy of the
data. In the event of a failure to do so within six months of those deadlines, any Member

State may take appropriate corrective measures within its territory until that economic
operator complies with that obligation.

6.  FERFEMZGEE IS AR SRR T, EEP NI VIS A S0 5 1
TR ) S A BB
Without prejudice to the economic operator's responsibility for the data, the competent
authority shall verify the confirmed data referred to in Section 1 of Part A of Annex VL.

7. RRIEASKE 1 BN 30 FPNA I HLT R G AR L 2 AT

The data entered pursuant to paragraph 1 of this Article in the electronic system referred to
in Article 30 shall be accessible to the public.

8. RHEEE 111 %, EE N ATHA AR L Hm 0t i . BRI R st .

The competent authority may use the data to charge the manufacturer, the authorised
representative or the importer a fee pursuant to Article 111.

32 4
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Article 32
Summary of safety and clinical performance
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For implantable devices and for class III devices, other than custom-made or

investigational devices, the manufacturer shall draw up a summary of safety and clinical
performance.

The summary of safety and clinical performance shall be written in a way that is clear to
the intended user and, if relevant, to the patient and shall be made available to the public
via Eudamed.

The draft of the summary of safety and clinical performance shall be part of the
documentation to be submitted to the notified body involved in the conformity assessment
pursuant to Article 52 and shall be validated by that body. After its validation, the notified
body shall upload the summary to Eudamed. The manufacturer shall mention on the label
or instructions for use where the summary is available.
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The summary of safety and clinical performance shall include at least the following aspects:

(a) the identification of the device and the manufacturer, including the Basic
UDI-DI and, if already issued, the SRN;

(b) the intended purpose of the device and any indications, contraindications and
target populations;

(c) a description of the device, including a reference to previous generation(s) or
variants if such exist, and a description of the differences, as well as, where relevant,
a description of any accessories, other devices and products, which are intended to
be used in combination with the device;

(d) possible diagnostic or therapeutic alternatives;

(e) reference to any harmonised standards and CS applied;

(f) the summary of clinical evaluation as referred to in Annex XIV, and relevant
information on post-market clinical follow-up;

(g) suggested profile and training for users;

(h) information on any residual risks and any undesirable effects, warnings and
precautions.

3. RSB SN, ARV N 22 A AN R PE R e 45 B e R TR R L R .
MAZHREE 114(2) 2% HH IR K 14 5 VA B RE 18 I 3% e St 4 )
The Commission may, by means of implementing acts, set out the form and the
presentation of the data elements to be included in the summary of safety and clinical

performance. Those implementing acts shall be adopted in accordance with the advisory
procedure referred to in Article 114(2).
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Article 33

European database on medical devices
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The Commission, after consulting the MDCG, shall set up, maintain and manage
the European database on medical devices (‘Eudamed”) for the following purposes:
(a) to enable the public to be adequately informed about devices placed on the
market, the corresponding certificates issued by notified bodies and about the

relevant economic operators;

(b) to enable unique identification of devices within the internal market and to
facilitate their traceability;

(c) to enable the public to be adequately informed about clinical investigations and
to enable sponsors of clinical investigations to comply with obligations under
Articles 62 to 80, Article 82, and any acts adopted pursuant to Article 81;

(d) to enable manufacturers to comply with the information obligations laid down
in Articles 87 to 90 or in any acts adopted pursuant to Article 91;

(e) to enable the competent authorities of the Member States and the Commission
to carry out their tasks relating to this Regulation on a well-informed basis and to
enhance the cooperation between them.
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Eudamed shall include the following electronic systems:
(a) the electronic system for registration of devices referred to in Article 29(4);
(b) the UDI-database referred to in Article 28;
(c) the electronic system on registration of economic operators referred to in Article 30;
(d) the electronic system on notified bodies and on certificates referred to in Article 57;
(e) the electronic system on clinical investigations referred to in Article 73;
(f) the electronic system on vigilance and post-market surveillance referred to in Article
92;
(g) the electronic system on market surveillance referred to in Article 100.
3. Uil Eudamed B, 755407 4 R E K0 PR I 56 4 5 1968 DL S0 VA
I A AN
When designing Eudamed the Commission shall give due consideration to compatibility
with national databases and national web-interfaces to allow for import and export of data.
4. BB G A S ZFFEE R AME T, RIS 2 Brh ik T R HIE,
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The data shall be entered into Eudamed by the Member States, notified bodies, economic
operators and sponsors as specified in the provisions on the electronic systems referred to
in paragraph 2. The Commission shall provide for technical and administrative support to
users of Eudamed.

5. Eudamed ¥EIFINTHrAELE, NMAalfUR R EME R VR 5 2 BOrdfa KB T
FRYHE T IV A, 18] 2 5 AU BRI B R« B A5 A0 AN AT 7 [ %45 8.

A2 N IR Eudamed 22 3EHR 7> LA 35 Aty H 5 THER L A2

All the information collated and processed by Eudamed shall be accessible to the Member States
and to the Commission. The information shall be accessible to notified bodies, economic operators,
sponsors and the public to the extent specified in the provisions on the electronic systems referred
to in paragraph 2.

The Commission shall ensure that public parts of Eudamed are presented in a user-friendly and
easily-searchable format.

6. Eudamed Jir L& B9 NEdl, 22505 A 56 55 2 BUh prid B 5 SR SR AV UK e ik
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Eudamed shall contain personal data only insofar as necessary for the electronic systems
referred to in paragraph 2 of this Article to collate and process information in accordance

with this Regulation. Personal data shall be kept in a form which permits identification of
data subjects for periods no longer than those referred to in Article 10(8).
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The Commission and the Member States shall ensure that data subjects may effectively
exercise their rights to information, of access, to rectification and to object in accordance
with Regulation (EC) No 45/2001 and Directive 95/46/EC, respectively. They shall also
ensure that data subjects may effectively exercise the right of access to data relating to
them, and the right to have inaccurate or incomplete data corrected and erased. Within their
respective responsibilities, the Commission and the Member States shall ensure that
inaccurate and unlawfully processed data are deleted, in accordance with the applicable
legislation. Corrections and deletions shall be carried out as soon as possible, but no later
than 60 days after a request is made by a data subject.

8. ZR S NIEPATIESR, NI Z4EY Eudamed $URI 2 ZE R VEG 2 HE. N IRIEES 114
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The Commission shall, by means of implementing acts, lay down the detailed
arrangements necessary for the setting up and maintenance of Eudamed. Those
implementing acts shall be adopted in accordance with the examination procedure referred
to in Article 114(3). When adopting those implementing acts, the Commission shall ensure
that, as far as possible, the system is developed in such a way as to avoid having to enter

the same information twice within the same module or in different modules of the system.
9. KT HAEARZL TR THEMIEL Py KA NEHE AL B, N2 55 28 Eudamed &
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In relation to its responsibilities under this Article and the processing of personal data

involved therein, the Commission shall be considered to be the controller of Eudamed and

its electronic systems.

34 F
Eudamed KIZhEE
Article 34

Functionality of Eudamed
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The Commission shall, in collaboration with the MDCG, draw up the functional
specifications for Eudamed. The Commission shall draw up a plan for the implementation
of those specifications by 26 May 2018. That plan shall seek to ensure that Eudamed is
fully functional at a date that allows the Commission to publish the notice referred to in
paragraph 3 of this Article by 25 March 2020 and that all other relevant deadlines laid
down in Article 123 of this Regulation and in Article 113 of Regulation (EU) 2017/746 are

met
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The Commission shall, on the basis of an independent audit report, inform the MDCG
when it has verified that Eudamed has achieved full functionality and Eudamed meets the
functional specifications drawn up pursuant to paragraph 1.

3. BRENAERR MDCG J&, Bl 2 BbTid &4 2820 2 n, ERCEAKR EA
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The Commission shall, after consultation with the MDCG and when it is satisfied that the
conditions referred to in paragraph 2 have been fulfilled, publish a notice to that effect in
the Official Journal of the European Union.

FEIVHE
AEHH
CHAPTER IV
NOTIFIED BODIES
354
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Article 35

Authorities responsible for notified bodies
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Any Member State that intends to designate a conformity assessment body as a notified
body, or has designated a notified body, to carry out conformity assessment activities
under this Regulation shall appoint an authority (‘authority responsible for notified
bodies’), which may consist of separate constituent entities under national law and shall be
responsible for setting up and carrying out the necessary procedures for the assessment,
designation and notification of conformity assessment bodies and for the monitoring of

notified bodies, including subcontractors and subsidiaries of those bodies.

2. WEAENMK RGN Y 2 HARMEE, DR Z M E R A
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The authority responsible for notified bodies shall be established, organised and operated

so as to safeguard the objectivity and impartiality of its activities and to avoid any
conflicts of interests with conformity assessment bodies.

3. DS AEIMA R EENN S 280, ERERASTHXOENRU RS
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The authority responsible for notified bodies shall be organised in a manner such that each
decision relating to designation or notification is taken by personnel different from those
who carried out the assessment.

4. ANy IR Al ERER IR ARN S S So TR/ = I A NN s R

The authority responsible for notified bodies shall not perform any activities that notified

bodies perform on a commercial or competitive basis.

5. STV ENUR R 2 R HARGE B RS k. (a2, Wl 5 HAd S 01
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The authority responsible for notified bodies shall safeguard the confidential aspects of the
information it obtains. However, it shall exchange information on notified bodies with

other Member States, the Commission and, when required, with other regulatory
authorities.
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The authority responsible for notified bodies shall have a sufficient number of competent
personnel permanently available for the proper performance of its tasks.

Where the authority responsible for notified bodies is a different authority from the
national competent authority for medical devices, it shall ensure that the national authority

responsible for medical devices is consulted on relevant matters.
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Member States shall make publicly available general information on their measures
governing the assessment, designation and notification of conformity assessment bodies
and for the monitoring of notified bodies, and on changes which have a significant impact
on such tasks.

8.  MITAEHMKEEHMNS 55 48 - ME K FAT 8 &30

The authority responsible for notified bodies shall participate in the peer-review activities
provided for in Article 48.

736 %
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Article 36
Requirements relating to notified bodies
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Notified bodies shall fulfil the tasks for which they are designated in accordance with this
Regulation. They shall satisfy the organisational and general requirements and the quality

management, resource and process requirements that are necessary to fulfil those tasks. In
particular, notified bodies shall comply with Annex VII.

In order to meet the requirements referred to in the first subparagraph, notified bodies
shall have permanent availability of sufficient administrative, technical and scientific
personnel in accordance with Section 3.1.1 of Annex VII and personnel with relevant
clinical expertise in accordance with Section 3.2.4 of Annex VII, where possible employed
by the notified body itself.

The personnel referred to in Sections 3.2.3 and 3.2.7 of Annex VII shall be employed by
the notified body itself and shall not be external experts or subcontractors

2. NENUVRZEOR AR DT A S AU T VU SR SR SRR RS, R A il 3 e SC
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Notified bodies shall make available and submit upon request all relevant documentation,
including the manufacturer's documentation, to the authority responsible for notified
bodies to allow it to conduct its assessment, designation, notification, monitoring and
surveillance activities and to facilitate the assessment outlined in this Chapter

3. ONFAIRGE—RIHIB R VI BIESR, 2 03 2 W] AR 00 Y0 [ P9l o AT IR S AR DA ] 1)
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In order to ensure the uniform application of the requirements set out in Annex VII, the
Commission may adopt implementing acts, to the extent necessary to resolve issues of

divergent interpretation and of practical application. Those implementing acts shall be
adopted in accordance with the examination procedure referred to in Article 114(3).

37
AN
Article 37
Subsidiaries and subcontracting
1. HREIRE SRS A SRR E RS B, B IREE 20 SO, U 2R A 7
LT B STHUA AT A B s VI v RLE 93 F 265K, IF 8 50 7 53 2 S ML A 2 B LA o
Where a notified body subcontracts specific tasks connected with conformity assessment
or has recourse to a subsidiary for specific tasks connected with conformity assessment, it
shall verify that the subcontractor or the subsidiary meets the applicable requirements set

out in Annex VII and shall inform the authority responsible for notified bodies
accordingly

2. NEHURRIN 765 B3 SO AR L 58 AT 55 7K HH A i DA



5.5.2017 | EN WK B 7 AR L117/99

Notified bodies shall take full responsibility for the tasks performed on their behalf by
subcontractors or subsidiaries.

3. WENMIRL AT H SIS 4 5
Notified bodies shall make publicly available a list of their subsidiaries.

4. AEHFHETE A AEANSE RN G, 175G RV S0 R e h 2 SCLA T
Ji& o
Conformity assessment activities may be subcontracted or carried out by a subsidiary

provided that the legal or natural person that applied for conformity assessment has been
informed accordingly

5. T HUR R ORAF A% SE 23 B T B> SCHTLAL) B o AR A I 92 IR Fee 1) A% 1) i A A 5 5
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Notified bodies shall keep at the disposal of the authority responsible for notified bodies

all relevant documents concerning the verification of the qualifications of the
subcontractor or the subsidiary and the work carried out by them under this Regulation.

38
FFE VPRI MR R E
Article 38
Application by conformity assessment bodies for designation
Lo FFE PRV AL R A 7 53 A 5 AL I BB WL IR S R AR HE

Conformity assessment bodies shall submit an application for designation to the authority
responsible for notified bodies.

2. PR I B B AR R P e BT S PR PP B, DAL S AR RS R T, IR AR

RGP VIL [ SRR S A
The application shall specify the conformity assessment activities as defined in this
Regulation, and the types of devices for which the body is applying to be designated, and
shall be supported by documentation demonstrating compliance with Annex VII.
BEGTBE SR VILEE 115 AN 2 5 bl e I L 4UR1 — AR DL R i A B R, 7R 28 39
F IR VPG IR, AT HE A I % RE [ SOAE N IR AR HE R 58 765/2008 5 R H ALK
A RN UE TS AFH R VA R o (B BRI HLAG A 25 58 — 7 B S T A S BAIE
W& X LK .
In respect of the organisational and general requirements and the quality management
requirements set out in Sections 1 and 2 of Annex VII, a valid accreditation certificate and
the corresponding evaluation report delivered by a national accreditation body in
accordance with Regulation (EC) No 765/2008 may be submitted and shall be taken into
consideration during the assessment described in Article 39. However, the applicant shall
make available all the documentation referred to in the first subparagraph to demonstrate
compliance with those requirements upon request.

3 ONFAIR DA TT 2t WL A 228 LA BE 008 B B A B A IR =% VI BT ZOR I3 22455 S 1

IR AEATATAR R AL, 2 UK S BERT 565 2 B Birad g S A

The notified body shall update the documentation referred to in paragraph 2 whenever

relevant changes occur, in order to enable the authority responsible for notified bodies to
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monitor and verify continuous compliance with all the requirements set out in Annex VII.

ZE39 %
ER 7 PEA
Article 39

Assessment of the application

L ST A S EENRIRAE 30 RNRES 38 KRR 5eE, JFZRH
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The authority responsible for notified bodies shall within 30 days check that the
application referred to in Article 38 is complete and shall request the applicant to provide
any missing information. Once the application is complete that authority shall send it to

the Commission.

The authority responsible for notified bodies shall review the application and supporting
documentation in accordance with its own procedures and shall draw up a preliminary

assessment report.

PR S N IR AL S IR AINALE N AR e b A o - S P AR VYA P S SR
% MDCG.

The authority responsible for notified bodies shall submit the preliminary assessment
report to the Commission which shall immediately transmit it to the MDCG.

3. ARFKH 2 BPMIEIEAE 14 R, RRZ, IF MDCG BLAER 40 (2) 25144 5
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Within 14 days of the submission referred to in paragraph 2 of this Article, the
Commission, in conjunction with the MDCG, shall appoint a joint assessment team made
up of three experts, unless the specific circumstances require a different number of experts,
chosen from the list referred to in Article 40(2). One of the experts shall be a
representative of the Commission who shall coordinate the activities of the joint
assessment team. The other two experts shall come from Member States other than the one
in which the applicant conformity assessment body is established.

The joint assessment team shall be comprised of experts who are competent to assess the
conformity assessment activities and the types of devices which are the subject of the
application or, in particular when the assessment procedure is initiated in accordance with
Article 47(3), to ensure that the specific concern can be appropriately assessed.
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Within 90 days of its appointment, the joint assessment team shall review the

><

documentation submitted with the application in accordance with Article 38. The joint
assessment team may provide feedback to, or require clarification from, the authority

responsible for notified bodies on the application and on the planned on-site assessment.

The authority responsible for notified bodies together with the joint assessment team shall
plan and conduct an on-site assessment of the applicant conformity assessment body and,
where relevant, of any subsidiary or subcontractor, located inside or outside the Union, to

be involved in the conformity assessment process.

The on-site assessment of the applicant body shall be led by the authority responsible for
notified bodies.

5. WEVHAERE, RELHRIERT A TEVHA AU BAE AARE A IR VILIZORI, MR
I H D 5T 2 5 U B0 2 MU AN & Al /N AT 18, DA A2 B A PR K Ak
SR R B
DU VRS SR, 05T S U 0 28 WA L A7) L R AR A A R DA LR PR S35 45 T3
T, JRREE TN PG S 8
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Findings regarding non-compliance of an applicant conformity assessment body with the
requirements set out in Annex VII shall be raised during the assessment process and
discussed between the authority responsible for notified bodies and the joint assessment
team with a view to reaching consensus and resolving any diverging opinions, with

respect to the assessment of the application.

At the end of the on-site assessment, the authority responsible for notified bodies shall list
for the applicant conformity assessment body the non-compliances resulting from the

assessment and summarise the assessment by the joint assessment team.

Within a specified timeframe, the applicant conformity assessment body shall submit to
the national authority a corrective and preventive action plan to address the

non-compliances.

6. BREVPALANELSIAE 8 B IA VEAL S I 30 TR KA VT A 1 38 B 43 8CRE R A
PR LA IR AT E = IR AR
The joint assessment team shall document any remaining diverging opinions with respect

to the assessment within 30 days of completion of the on-site assessment and send them
to the authority responsible for notified bodies
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The authority responsible for notified bodies shall following receipt of a corrective and preventive
action plan from the applicant body assess whether non-compliances identified during the
assessment have been appropriately addressed. This plan shall indicate the root cause of the
identified non-compliances and shall include a timeframe for implementation of the actions

therein.

The authority responsible for notified bodies shall having confirmed the corrective and preventive
action plan forward it and its opinion thereon to the joint assessment team. The joint assessment
team may request of the authority responsible for notified bodies further clarification and

modifications.

The authority responsible for notified bodies shall draw up its final assessment report which shall
include:

— the result of the assessment,

— confirmation that the corrective and preventive actions have been appropriately addressed and,
where required, implemented,

— any remaining diverging opinion with the joint assessment team, and, where applicable,

— the recommended scope of designation

8. B 57 2 5 HUR IR 32 B LA B R 23 51 45 . MDCG FIEG A PPAS /N B2 52 B K VP A 41 75
TAFHE (WEAD .
The authority responsible for notified bodies shall submit its final assessment report and,
if applicable, the draft designation to the Commission, the MDCG and the joint
assessment team

9. KA PR AL /N 2H S AE WA H 87 DT 2 75 LR B A LA HE % PP A R 5 I RAE R 5 (A
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The joint assessment team shall provide a final opinion regarding the assessment report
prepared by the authority responsible for notified bodies and, if applicable, the draft
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designation within 21 days of receipt of those documents to the Commission, which shall
immediately submit that final opinion to the MDCG. Within 42 days of receipt of the
opinion of the joint assessment team, the MDCG shall issue a recommendation with
regard to the draft designation, which the authority responsible for notified bodies shall
duly take into consideration for its decision on the designation of the notified body.

10, ZRASWIEEPATIES, REGE ORI EA 22 HE, IR 38 208 MR AR i MA
FHE I TEAL FTE FRAR AR S o 2 IEER 114(3) 4% 1Y W AR R IX B ATVE %
The Commission may, by means of implementing acts, adopt measures setting out the
detailed arrangements specifying procedures and reports for the application for
designation referred to in Article 38 and the assessment of the application set out in this

Article. Those implementing acts shall be adopted in accordance with the examination
procedure referred to in Article 114(3)

Paray

F40 %
N
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Article 40
Nomination of experts for joint assessment of applications for notification
Lo A RN 52 4R A4 DR T e A N B 45 S RS ML PR AR I B X S 55
39 2K MIEE 48 2K FTIR HIE B0 .

The Member States and the Commission shall nominate experts qualified in the
assessment of conformity assessment bodies in the field of medical devices to participate
in the activities referred to in Articles 39 and 48.

2. RARNRIEARE 1 BUER - MEALTHRL R, KA L GG E .
A BN B 57 AT ARG R R E R AL A A

The Commission shall maintain a list of the experts nominated pursuant to paragraph 1 of
this Article, together with information on their specific field of competence and expertise.
That list shall be made available to Member States competent authorities through the
electronic system referred to in Article 57.

4l F

BEEER

Article 41

Language requirements
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All documents required pursuant to Articles 38 and 39 shall be drawn up in a language or
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languages which shall be determined by the Member State concerned.

Member States, in applying the first paragraph, shall consider accepting and using a commonly
understood language in the medical field, for all or part of the documentation concerned.

The Commission shall provide translations of the documentation pursuant to Articles 38 and 39,
or parts thereof into an official Union language, such as is necessary for that documentation to be
readily understood by the joint assessment team appointed in accordance with Article 39(3)

E42 F
REMA ST
Article 42

Designation and notification procedure
Lo o B R AedEE 5 R 39 KPP IF AT G BTk VIL P9 2R AT S PR PR AL o

Member States may only designate conformity assessment bodies for which the assessment
pursuant to Article 39 was completed and which comply with Annex VII.

2. R TE NAE 2 MU K PR A R L 2T R AN B LT A 1 TR (NANDO)D , R
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Member States shall notify the Commission and the other Member States of the conformity

assessment bodies they have designated, using the electronic notification tool within the
database of notified bodies developed and managed by the Commission (NANDO).

3. EAEMNAAHAZE 13 Birh Tk fARE,  BERRE AE AT 2 RS A TS 3D
HIZATTE ] AN AU VPAL I 28 IR AL DL AR 55 44 25 10 5 AT AH S IR 264
The notification shall clearly specify, using the codes referred to in paragraph 13 of this
Article, the scope of the designation indicating the conformity assessment activities as

defined in this Regulation and the types of devices which the notified body is authorised to
assess and, without prejudice to Article 44, any conditions associated with the designation.

4. DTN R STA EH R EE I R AR . 5 39 (9) TR A IR/
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The notification shall be accompanied by the final assessment report of the authority
responsible for notified bodies, the final opinion of the joint assessment team referred to in
Article 39(9) and the recommendation of the MDCG. Where the notifying Member State
does not follow the recommendation of the MDCQG, it shall provide a duly substantiated

justification.

5. TEANUWAEE 44 SFHOTEOLT . At R BN ) 2 03 2 A0 A ke O [ A 5 AR A SR Y
FEARIE L, FFER MR T I AR R T e, DA OR 52 390 B 2 i ATLAG) 40k 25 0 A2 B %
VII i ZK
The notifying Member State shall, without prejudice to Article 44, inform the Commission
and the other Member States of any conditions associated with the designation and provide

documentary evidence regarding the arrangements in place to ensure that the notified body
will be monitored regularly and will continue to satisfy the requirements set out in Annex
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11.
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Within 28 days of the notification referred to in paragraph 2, a Member State or the
Commission may raise written objections, setting out its arguments, with regard either to
the notified body or to its monitoring by the authority responsible for notified bodies.
Where no objection is raised, the Commission shall publish in NANDO the notification
within 42 days of its having been notified as referred to in paragraph 2.

R G [ B A ARIE S 6 BUR I AW, RS NAES 6 BTR IR 25 10
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When a Member State or the Commission raises objections in accordance with paragraph 6,
the Commission shall bring the matter before the MDCG within 10 days of the expiry of
the period referred to in paragraph 6. After consulting the parties involved, the MDCG
shall give its opinion at the latest within 40 days of the matter having been brought before
it. Where the MDCG is of the opinion that the notification can be accepted, the
Commission shall publish in NANDO the notification within 14 days.

# MDCG RIS 7 BTG, Hilila i edg i 5 — 5, A% ik m E N E
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Where the MDCG, after having been consulted in accordance with paragraph 7, confirms
the existing objection or raises another objection, the notifying Member State shall provide
a written response to the MDCG opinion within 40 days of its receipt. The response shall
address the objections raised in the opinion, and set out the reasons for the notifying
Member State's decision to designate or not designate the conformity assessment body

FrNE A E RS 8 BE4h L i B S Ve ST an 75 A ME VRS HUAG, U2 B2 2
R RB G 14 KNTE NANDO HAARZA T .

Where the notifying Member State decides to uphold its decision to designate the
conformity assessment body, having given its reasons in accordance with paragraph 8, the
Commission shall publish in NANDO the notification within 14 days of being informed
thereof.

fE NANDO HRAT A GRS, &R RIERNAEL 57 XTI T RPN S 25
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When publishing the notification in NANDO, the Commission shall also add to the

electronic system referred to in Article 57 the information relating to the notification of the

notified body along with the documents mentioned in paragraph 4 of this Article and the
opinion and responses referred to in paragraphs 7 and 8 of this Article.

SRAENLAE NANDO RATIZ A T 5 A2 R0 23 A3 0 R0 U 23 35 HUAA AR IR AF 5 1k VR Al
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12.

13.

TEENVE
The designation shall become valid the day after the notification is published in NANDO.

The published notification shall state the scope of lawful conformity assessment activity of
the notified body.

AR EVEVEARE LA ARG S 11 R RAEAE MG A RETT A SV I3 .

The conformity assessment body concerned may perform the activities of a notified body
only after the designation has become valid in accordance with paragraph 11.

A NAE 2017 48 11 F 26 AT, 38 AT S 5 — AR A B 25 0 2K Y s
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The Commission shall by 26 November 2017, by means of implementing acts, draw up a
list of codes and corresponding types of devices for the purpose of specifying the scope of
the designation of notified bodies. Those implementing acts shall be adopted in accordance
with the examination procedure referred to in Article 114(3). The Commission, after

consulting the MDCG, may update this list based, inter alia, on information arising from
the coordination activities described in Article 48.

E43 #
PRRSMAE YL R
Article 43

Identification number and list of notified bodies

TR NOIEIREE 42 (1) SFAMAER S A S B — D BRI S . BRI
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The Commission shall assign an identification number to each notified body for which the
notification becomes valid in accordance with Article 42(11). It shall assign a single
identification number even when the body is notified under several Union acts. If they are
successfully designated in accordance with this Regulation, bodies notified pursuant to

Directives 90/385/EEC and 93/42/EEC shall retain the identification number assigned to
them pursuant to those Directives

Z Fi 2 BAE NANDO [F] AR AT AT & ARSI 2 S0, A2 AR S .
AFINE T B VPG B DL R A 5 B R AL o 208 BB NIAE S 57 SR FTiB i H
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The Commission shall make the list of the bodies notified under this Regulation, including
the identification numbers that have been assigned to them and the conformity assessment
activities as defined in this Regulation and the types of devices for which they have been

notified, accessible to the public in NANDO. It shall also make this list available on the
electronic system referred to in Article 57. The Commission shall ensure that the list is
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kept up to date.

ZE 44
=Y IRl R AR =S IR
Article 44

Monitoring and re-assessment of notified bodies

1. N5 WG LRI R] 47 B3 28 5 DA () FE B MG T8 4 ] B s i HOB < S VIT 22K Bl
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Notified bodies shall, without delay, and at the latest within 15 days, inform the authority
responsible for notified bodies of relevant changes which may affect their compliance

with the requirements set out in Annex VII or their ability to conduct the conformity
assessment activities relating to the devices for which they have been designated.

2. BB T HUR A B AR I B A5 P £ 2 5 LA B Ly SR AN > e, DA £
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The authorities responsible for notified bodies shall monitor the notified bodies
established on their territory and their subsidiaries and subcontractors to ensure ongoing
compliance with the requirements and the fulfilment of its obligations set out in this
Regulation. Notified bodies shall, upon request by their authority responsible for notified
bodies, supply all relevant information and documents, required to enable the authority,
the Commission and other Member States to verify compliance.
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Where the Commission or the authority of a Member State submits a request to a notified
body established on the territory of another Member State relating to a conformity
assessment carried out by that notified body, it shall send a copy of that request to the
authority responsible for notified bodies of that other Member State. The notified body
concerned shall respond without delay and within 15 days at the latest to the request. The
authority responsible for notified bodies of the Member State in which the body is
established shall ensure that requests submitted by authorities of any other Member State
or by the Commission are resolved by the notified body unless there is a legitimate reason
for not doing so in which case the matter may be referred to the MDCG.

4. METAEIMEBTZEN R R DRE K, ERFEEREARA S, £E4
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At least once a year, the authorities responsible for notified bodies shall re-assess whether

i3 24

the notified bodies established on their respective territory and, where appropriate, the
subsidiaries and subcontractors under the responsibility of those notified bodies still
satisfy the requirements and fulfil their obligations set out in Annex VII. That review shall
include an on-site audit of each notified body and, where necessary, of its subsidiaries and
subcontractors.

The authority responsible for notified bodies shall conduct its monitoring and assessment
activities according to an annual assessment plan to ensure that it can effectively monitor
the continued compliance of the notified body with the requirements of this Regulation.
That plan shall provide a reasoned schedule for the frequency of assessment of the notified
body and, in particular, associated subsidiaries and subcontractors. The authority shall
submit its annual plan for monitoring or assessment for each notified body for which it is

responsible to the MDCG and to the Commission.

5. ST E IR AU X A T LA B I A0 5 0] TEAE X AR 7 i R S M AT B
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The monitoring of notified bodies by the authority responsible for notified bodies shall
include observed audits of notified body personnel, including where necessary any

personnel from subsidiaries and subcontractors, as that personnel is in the process of

conducting quality management system assessments at a manufacturer's facility.

6.  MBTA YR EENRIXS 2 5 HUA AT I I N 25 8 M T 37 A L AN i e
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The monitoring of notified bodies conducted by the authority responsible for notified

bodies shall consider data arising from market surveillance, vigilance and post-market

surveillance to help guide its activities.
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The authority responsible for notified bodies shall provide for a systematic follow-up of
complaints and other information, including from other Member States, which may

indicate non-fulfilment of the obligations by a notified body or its deviation from common
or best practice.

7. MATTAEVAPFEHGER T € W E B PG A, a0 R R DR E TR R B A IR S
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The authority responsible for notified bodies may in addition to regular monitoring or
on-site assessments conduct short-notice, unannounced or ‘for-cause’ reviews if needed

to address a particular issue or to verify compliance.
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The authority responsible for notified bodies shall review the assessments by notified

bodies of manufacturers' technical documentation, in particular the clinical evaluation

documentation as further outlined in Article 45.
15T F AU 328 WA BLIE S FHAF RS A B WA AN G Bt 3 VI 22 3R AT AT R 3 I,
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The authority responsible for notified bodies shall document and record any findings

regarding non-compliance of the notified body with the requirements set out in Annex VII

and shall monitor the timely implementation of corrective and preventive actions.
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Three years after notification of a notified body, and again every fourth year thereafter, a
complete re-assessment to determine whether the notified body still satisfies the
requirements set out in Annex VII shall be conducted by the authority responsible for

notified bodies of the Member State in which the body is established and by a joint

assessment team appointed for the purpose of the procedure described in Articles 38 and
39.

Z R AREEIE 115 R RBOERBECE 10 BUESR, DMBSOZ B T 42
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The Commission is empowered to adopt delegated acts in accordance with Article 115 in

order to amend paragraph 10 to modify the frequency at which the complete re-assessment
referred to in that paragraph is to be carried out.
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The Member States shall report to the Commission and to the MDCG, at least once a year,
on their monitoring and on-site assessment activities regarding notified bodies and, where
applicable, subsidiaries and subcontractors. The report shall provide details of the outcome
of those activities, including activities pursuant to paragraph 7, and shall be treated as

confidential by the MDCG and the Commission; however it shall contain a summary
which shall be made publicly available.

The summary of the report shall be uploaded to the electronic system referred to in Article
57.

E45 4
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1.

Article 45

Review of notified body assessment of technical documentation and clinical evaluation

documentation

PENRT A SN IUAT B 1 — 8870, 3T T HUR IR 328 UA B o 3 >4 B ) ey
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The authority responsible for notified bodies, as part of its ongoing monitoring of notified
bodies, shall review an appropriate number of notified body assessments of
manufacturers' technical documentation, in particular the clinical evaluation
documentation as referred to in points (c) and (d) of Section 6.1 of Annex II to verify the
conclusions drawn by the notified body based on the information presented by the
manufacturer. The reviews by the authority responsible for notified bodies shall be
conducted both off-site and on-site..

SR 1 BU AT SO N AL o R BE AT, JF REAGR 2 T MU Y FAIE 5 85 R 28 01
ARURSE, T e ARG A B, AE SRR TR o AT 3 4 B i Ad sk, AMEAE MDCG
FORI A 5T T BRI AL AT S I B 15 .

The sampling of files to be reviewed in accordance with paragraph 1 shall be planned and
representative of the types and risk of devices certified by the notified body, in particular
high-risk devices, and be appropriately justified and documented in a sampling plan,

which shall be made available by the authority responsible for notified bodies to the
MDCG upon request

T T HURI IR J2 8 URE S o 2 T MLA BT R PP A 2 5 38 2, IR & i A
P2 RSO A S VUG H S5 10 . 12K 2 N AL 2 S5 LA VR 9 PPAl AR 30 0 i i
PR PRIFA S IR CS 2EATIX S8 A

The authority responsible for notified bodies shall review whether the assessment by the
notified body was conducted appropriately and shall check the procedures used,
associated documentation and the conclusions drawn by the notified body. Such checking
shall include the technical documentation and clinical evaluation documentation of the

manufacturer upon which the notified body has based its assessment. Such reviews shall
be conducted utilising CS.

KL AWM R A GRS 44 (100 KT BF VPR ARG 28 47 (3D SRaEATIHR
BV IEBIHER 7 A A . FEAT XL o A 5 A AR B Mk R

Those reviews shall also form part of the re-assessment of notified bodies in accordance
with Article 44(10) and the joint assessment activities referred to in Article 47(3). The
reviews shall be conducted utilising appropriate expertise.

MDCG AR B 512 5 HURA R 32 8 UL BB & VP Al /N o ATV A iy, 58 VI
BRI M . BN BT R S SR AU AE B, BORBEP S . 5]
b 22 4 5 1 BEAH S A PE MR M e R, SR S UG R AR S R 7 BEAT O A A
7 AE ROV L] 2 T B PAl AR ST A R PEAN SCAF o

Based on the reports of the reviews and assessments by the authority responsible for
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notified bodies or joint assessment teams, on input from the market surveillance, vigilance
and post-market surveillance activities described in Chapter VII, on the continuous
monitoring of technical progress, or on the identification of concerns and emerging issues
concerning the safety and performance of devices, the MDCG may recommend that the
sampling, carried out under this Article, cover a greater or lesser proportion of the
technical documentation and clinical evaluation documentation assessed by a notified
body

6.  FRSAEHATIERKITT I, RISt 9 A 5% 3K A i B BOR ST Al R Vi S A
APPSR PR 22 HE . SRR SCIE . PR RAIDP e o $2IR5S 114(3) 4% 1 2 AR R A
REEPATIERE
The Commission may, by means of implementing acts, adopt measures setting out the
detailed arrangements, associated documents for, and coordination of, the review of
assessments of technical documentation and clinical evaluation documentation, as

referred to in this Article. Those implementing acts shall be adopted in accordance with
the examination procedure referred to in Article 114(3)

46
ZEEAEEE
Article 46
Changes to designations and notifications
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The authority responsible for notified bodies shall notify the Commission and the other
Member States of any relevant changes to the designation of a notified body.

The procedures described in Article 39 and in Article 42 shall apply to extensions of the
scope of the designation.

For changes to the designation other than extensions of its scope, the procedures laid down
in the following paragraphs shall apply.

2. ZRSMOLEI/E NANDO MBI Ja A T« 2 NALRIFESE 57 2 rh ik iy L1
ARG PN A I RN ELER .
The Commission shall immediately publish the amended notification in NANDO. The

Commission shall immediately enter information on the changes to the designation of the
notified body in the electronic system referred to in Article 57.

3. EAEIRUBUE IR G VE VRS IS, NS PR R0 5T F H U I B HLR AR
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Where a notified body decides to cease its conformity assessment activities it shall inform
the authority responsible for notified bodies and the manufacturers concerned as soon as
possible and in the case of a planned cessation one year before ceasing its activities. The
certificates may remain valid for a temporary period of nine months after cessation of the
notified body's activities on condition that another notified body has confirmed in writing
that it will assume responsibilities for the devices covered by those certificates. The new
notified body shall complete a full assessment of the devices affected by the end of that
period before issuing new certificates for those devices. Where the notified body has
ceased its activity, the authority responsible for notified bodies shall withdraw the
designation.

4. EHVSTAEHMKEEH CHE A SIS VI 2R, B R
TE S5, BORPAT L BN G, T8N AT AR S R IE 2R BN B AT (551
FEEAREE, BiE. R B S HEZA I RE . — R EA R T,
ERTSE N — U [ IR AR 45
GTT A T HURE (0 55 WU SR A ) 2745 L IR 1) RO = A 11 175 00 7 RIVIE R 2% B3 2 A
FAt RS 5% [

Where a authority responsible for notified bodies has ascertained that a notified body no
longer meets the requirements set out in Annex VII, or that it is failing to fulfil its
obligations or has not implemented the necessary corrective measures, the authority shall
suspend, restrict, or fully or partially withdraw the designation, depending on the
seriousness of the failure to meet those requirements or fulfil those obligations. A

suspension shall not exceed a period of one year, renewable once for the same period.

The authority responsible for notified bodies shall immediately inform the Commission
and the other Member States of any suspension, restriction or withdrawal of a designation.

5. ARARCE T IR ECAE A S U A T I AR fGR 10 PN R S HRE R .
Where its designation has been suspended, restricted, or fully or partially withdrawn, the
notified body shall inform the manufacturers concerned at the latest within 10 days.

6. ARG EE B RO, DA E U A 3 U R 2 R BGE 20 3R
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In the event of restriction, suspension or withdrawal of a designation, the authority
responsible for notified bodies shall take appropriate steps to ensure that the files of the
notified body concerned are kept and make them available to authorities in other Member
States responsible for notified bodies and to authorities responsible for market
surveillance at their request.

7. FERRML EE SR RAR MR, ST E U I P BLZ
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In the event of restriction, suspension or withdrawal of a designation, the authority
responsible for notified bodies shall:

(a)  assess the impact on the certificates issued by the notified body;

(b)  submit a report on its findings to the Commission and the other Member States
within three months of having notified the changes to the designation;

(c) require the notified body to suspend or withdraw, within a reasonable period of
time determined by the authority, any certificates which were unduly issued to
ensure the safety of devices on the market;

(d) enter into the electronic system referred to in Article 57 information in relation to
certificates of which it has required their suspension or withdrawal;

(e) inform the competent authority for medical devices of the Member State in which
the manufacturer has its registered place of business through the electronic system
referred to in Article 57 of the certificates for which it has required suspension or
withdrawal. That competent authority shall take the appropriate measures, where
necessary to avoid a potential risk to the health or safety of patients, users or others.

8.  BRAIZBRIEASL, ERARHBLEE RGN, UEFAE DU 0N U584 2
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With the exception of certificates unduly issued, and where a designation has been
suspended or restricted, the certificates shall remain valid in the following circumstances:

(a)  the authority responsible for notified bodies has confirmed, within one month of the
suspension or restriction, that there is no safety issue in relation to certificates
affected by the suspension or restriction, and the authority responsible for notified
bodies has outlined a timeline and actions anticipated to remedy the suspension or

restriction; or

(b)  the authority responsible for notified bodies has confirmed that no certificates
relevant to the suspension will be issued, amended or re-issued during the course of
the suspension or restriction, and states whether the notified body has the capability
of continuing to monitor and remain responsible for existing certificates issued for
the period of the suspension or restriction. In the event that the authority
responsible for notified bodies determines that the notified body does not have the
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capability to support existing certificates issued, the manufacturer shall provide, to
the competent authority for medical devices of the Member State in which the
manufacturer of the device covered by the certificate has its registered place of
business, within three months of the suspension or restriction, a written
confirmation that another qualified notified body is temporarily assuming the
functions of the notified body to monitor and remain responsible for the certificates
during the period of suspension or restriction.

9. BRAMBERINESN, EREHREN, £ TEL T EBIA 9 DA KA ZU:
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With the exception of certificates unduly issued, and where a designation has been withdrawn,
the certificates shall remain valid for a period of nine months in the following circumstances:

(a) where the competent authority for medical devices of the Member State in which the
manufacturer of the device covered by the certificate has its registered place of business has
confirmed that there is no safety issue associated with the devices in question; and

(b) another notified body has confirmed in writing that it will assume immediate responsibilities
for those devices and will have completed assessment of them within twelve months of the
withdrawal of the designation.

In the circumstances referred to in the first subparagraph, the competent authority for medical
devices of the Member State in which the manufacturer of the device covered by the certificate
has its place of business may extend the provisional validity of the certificates for further
periods of three months, which altogether shall not exceed twelve months.

The authority or the notified body assuming the functions of the notified body affected by the
change of designation shall immediately inform the Commission, the other Member States and
the other notified bodies thereof.

H 47
XoF 2 S WU B BBk R
Article 47
Challenge to the competence of notified bodies
1. ZOE, BE MDCG BXT 51 R IR 2 i MU B — AN 24> 70 SCH L B 73 60 7 i 48
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The Commission, in conjunction with the MDCG, shall investigate all cases where
concerns have been brought to its attention regarding the continued fulfilment by a
notified body, or of one or more of its subsidiaries or subcontractors, of the requirements
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set out in Annex VII or the obligations to which they are subject. It shall ensure that the
relevant authority responsible for notified bodies is informed and is given an opportunity

to investigate those concerns.
2. AHBRAENIZER AR G2 RBE A EITR A ERERER .

The notifying Member State shall provide the Commission, on request, with all
information regarding the designation of the notified body concerned.

3. WUERMAEENM BT 2 F B SR R AR S R S EAEN, MRS
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The Commission, in conjunction with the MDCG, may initiate, as applicable, the
assessment procedure described in Article 39(3) and (4), where there is reasonable
concern about the ongoing compliance of a notified body or a subsidiary or subcontractor
of the notified body with the requirements set out in Annex VII and where the
investigation by the authority responsible for notified bodies is not deemed to have fully
addressed the concerns or upon request of the authority responsible for notified bodies.
The reporting and outcome of that assessment shall follow the principles of Article 39.
Alternatively, depending on the severity of the issue, the Commission, in conjunction with
the MDCG, may request that the authority responsible for notified bodies allow the
participation of up to two experts from the list established pursuant to Article 40 in an
on-site assessment as part of the planned monitoring and assessment activities in

accordance with Article 44 and as outlined in the annual assessment plan described in
Article 44(4).
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Where the Commission ascertains that a notified body no longer meets the requirements

=

for its designation, it shall inform the notifying Member State accordingly and request it to
take the necessary corrective measures, including the suspension, restriction or withdrawal

of the designation if necessary.

Where the Member State fails to take the necessary corrective measures, the Commission
may, by means of implementing acts, suspend, restrict or withdraw the designation. Those
implementing acts shall be adopted in accordance with the examination procedure referred
to in Article 114(3). It shall notify the Member State concerned of its decision and update
NANDO and the electronic system referred to in Article 57.

5. RGN DR R B I RE AR AT I AT O A AR
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The Commission shall ensure that all confidential information obtained in the course of its
investigations is treated accordingly.

H 48 F
[FAT PR A TT A SV K R EVIE Z B 2RI
Article 48
Peer review and exchange of experience between authorities responsible for notified
bodies
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The Commission shall provide for the organisation of exchange of experience and

coordination of administrative practice between the authorities responsible for notified
bodies. Such exchange shall cover elements including:

(a) development of best practice documents relating to the activities of the authorities
responsible for notified bodies;

(b) development of guidance documents for notified bodies in relation to the
implementation of this Regulation;

(c) training and qualification of the experts referred to in Article 40;

(d) monitoring of trends relating to changes to notified body designations and notifications
and trends in certificate withdrawals and transfers between notified bodies;

(e) monitoring of the application and applicability of scope codes referred to in Article
42(13);

(f) development of a mechanism for peer reviews between authorities and the Commission;

(g) methods of communication to the public on the monitoring and surveillance activities
of authorities and the Commission on notified bodies.

2. HEAEIMPREENANARE AR | Bl PLEE =525 — K FEATIEE .
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The authorities responsible for notified bodies shall participate in a peer review every
third year through the mechanism developed pursuant to paragraph 1 of this Article. Such

reviews shall normally be conducted in parallel with the on-site joint assessments
described in Article 39. Alternatively, an authority may make the choice of having such
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reviews take place as part of its monitoring activities referred to in Article 44.
3. ZRRENZS5HELIFNFEAT VLS 5 A SR .

The Commission shall participate in the organisation and provide support to the
implementation of the peer review mechanism.

4. RARNIRESTFEATIFEESIIE LRSS R E I T LA

The Commission shall compile an annual summary report of the peer review activities,
which shall be made publicly available.

5. RO vE SN, SREGE IR EARRS 1 B B R AT E AL TR 2 HE A
FHIESCAE . BRI RSN E o NAZHREE 114(3) 2% BT I (1) /7 I Al iod 1 2 51 it 41
I
The Commission may, by means of implementing acts, adopt measures setting out the
detailed arrangements and related documents for the peer review mechanism and training
and qualification as referred to in paragraph 1 of this Article. Those implementing acts

shall be adopted in accordance with the examination procedure referred to in Article
114(3).

49 #
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Article 49
Coordination of notified bodies
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The Commission shall ensure that appropriate coordination and cooperation between notified
bodies is put in place and operated in the form of a coordination group of notified bodies in the

field of medical devices, including in vitro diagnostic medical devices. This group shall meet on
a regular basis and at least annually.

I AERER A SN, NS 520 R4 R TAR.
The bodies notified under this Regulation shall participate in the work of that group.
TR AR, DU S U R A ) A IR BT .

The Commission may establish the specific arrangements for the functioning of the coordination
group of notified bodies.

50 4
e BT R
Article 50
List of standard fees
DU LR RE I 2 T F BT J& A5 & PR DAl I sh AU S bm v 511

Notified bodies shall establish lists of their standard fees for the conformity assessment activities
that they carry out and shall make those lists publicly available.
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CHAPTER YV
CLASSIFICATION AND CONFORMITY ASSESSMENT
B
IS
SECTION 1
Classification
H51 %
R
Article 51

Classification of devices

A 8 ok 11 0B P s A L[] A XUz, BRI #8820 4 1. Tas IOb A I K. 2 RN %
FEBf 5% VIIT i‘)umlﬁﬁo

Devices shall be divided into classes I, IIa, IIb and III, taking into account the intended
purpose of the devices and their inherent risks. Classification shall be carried out in
accordance with Annex VIIL.
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Any dispute between the manufacturer and the notified body concerned, arising from the
application of Annex VIII, shall be referred for a decision to the competent authority of
the Member State in which the manufacturer has its registered place of business. In cases
where the manufacturer has no registered place of business in the Union and has not yet
designated an authorised representative, the matter shall be referred to the competent
authority of the Member State in which the authorised representative referred to in the last
indent of point (b) of the second paragraph of Section 2.2 of Annex IX has its registered
place of business. Where the notified body concerned is established in a Member State
other than that of the manufacturer, the competent authority shall adopt its decision after
consultation with the competent authority of the Member State that designated the notified
body.

AT E P S 132 7 I A 08 L A LA RCRE L SSUE RT MDCG K& B2
AT HR A R AR
The competent authority of the Member State in which the manufacturer has its registered

place of business shall notify the MDCG and the Commission of its decision. The decision
shall be made available upon request.
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At the request of a Member State the Commission shall after consulting the MDCG,
decide, by means of implementing acts, on the following:

(a) application of Annex VIII to a given device, or category or group of devices, with a
view to determining the classification of such devices;

(b) that a device, or category or group of devices, shall for reasons of public health based
on new scientific evidence, or based on any information which becomes available in the
course of the vigilance and market surveillance activities be reclassified, by way of
derogation from Annex VIII.

4. O WEEERN MDCG Ja, JEIE ST 5T 3 B (a) A (b) miFTR K
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The Commission may also, on its own initiative and after consulting the MDCG, decide,
by means of implementing acts, on the issues referred to in points (a) and (b) of paragraph
3.
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In order to ensure the uniform application of Annex VIII, and taking account of the
relevant scientific opinions of the relevant scientific committees, the Commission may
adopt implementing acts to the extent necessary to resolve issues of divergent
interpretation and of practical application.

6. AR 3. 4 M5 BUR IR S 4R N A% S 114(3) 5% 1 B B T DAL

The implementing acts referred to in paragraphs 3, 4 and 5 of this Article shall be adopted
in accordance with the examination procedure referred to in Article 114(3).

H2H
A HEVRA
SECTION 2
Conformity assessment
H52 %
AT
Article 52

Conformity assessment procedures
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Prior to placing a device on the market, manufacturers shall undertake an assessment of

the conformity of that device, in accordance with the applicable conformity assessment
procedures set out in Annexes IX to XI.



L117/120 | EN [k B 7 Ak 5.5.2017
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Prior to putting into service a device that is not placed on the market, manufacturers shall

undertake an assessment of the conformity of that device, in accordance with the
applicable conformity assessment procedures set out in Annexes X to XI.
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Manufacturers of class III devices, other than custom-made or investigational devices,
shall be subject to a conformity assessment as specified in Annex IX. Alternatively, the

manufacturer may choose to apply a conformity assessment as specified in Annex X

coupled with a conformity assessment as specified in Annex XI.
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Manufacturers of class IIb devices, other than custom-made or investigational devices,
shall be subject to a conformity assessment as specified in Chapters I and III of Annex IX,

and including an assessment of the technical documentation as specified in Section 4 of
that Annex of at least one representative device per generic device group.

SR, T b BMANARI, B¢ IXC 58 4 715 o el e BRSO R A & 1 B3k P
AW, 582, U AT, PR, F&. e, B, ®71. TR, &L,
BE AN RAGERAKERSL

However, for class IIb implantable devices, except sutures, staples, dental fillings, dental
braces, tooth crowns, screws, wedges, plates, wires, pins, clips and connectors, the
assessment of the technical documentation as specified in Section 4 of Annex IX shall
apply for every device

T3 i 3 T A T A T B e XORE R S AR A IR e X R 3 T 7 i T
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Alternatively, the manufacturer may choose to apply a conformity assessment based on

type examination as specified in Annex X coupled with a conformity assessment based on
product conformity verification as specified in Annex XI.
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Where justified in view of well-established technologies, similar to those used in the
exempted devices listed in the second subparagraph of paragraph 4 of this Article, being
used in other class IIb implantable devices, or where justified in order to protect the health
and safety of patients, users or other persons or other aspects of public health, the
Commission is empowered to adopt delegated acts in accordance with Article 115 to
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amend that list by adding other types of class IIb implantable devices to that list or

removing devices therefrom.
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Manufacturers of class Ila devices, other than custom-made or investigational devices,
shall be subject to a conformity assessment as specified in Chapters I and III of Annex IX,

and including an assessment of the technical documentation as specified in Section 4 of

that Annex of at least one representative device for each category of devices

Bk, ) pE AT g AR P S TR IO K2 3 T % XT 56 10 a8 28 18 9P T
B YEIGIE I FF A MV R B AR SO o 2B AR SO PR B 22 /0 3E F A5 2 il R ) 2
D= AREEZE

Alternatively, the manufacturer may choose to draw up the technical documentation set
out in Annexes II and III coupled with a conformity assessment as specified in Section 10
or Section 18 of Annex XI. The assessment of the technical documentation shall apply for
at least one representative device for each category of devices.

1 SEEM (AR 20 i BORE FE A M) ) 32 7o 2 I PR =3¢ TR I ) e SR S A Jm - 0
WA 19 26K EU fF A B, DA B S A G k. 4 X S e lAE e i
T BIBOTy, BATI R Th R By RT3 2 A6 AR A, il a7 2R B o3¢ TX 558
I EANER T S EPH sk XT3 A M b ey . (HA S P A AR PR T

(a) #ULSRAMAE L HEARE N BT, WP RS OREEAORFE JE B A1

(b) #IHSETWAAMEIIRE, W LB S THEER I
(c) HRATEBMAT RIS, WP LM EZMEM, FealiE. W, Ki. 497,

(a)

(b)

(c)

T eI AR A I B

Manufacturers of class I devices, other than custom-made or investigational devices, shall
declare the conformity of their products by issuing the EU declaration of conformity
referred to in Article 19 after drawing up the technical documentation set out in Annexes 11
and III. If those devices are placed on the market in sterile condition, have a measuring
function or are reusable surgical instruments, the manufacturer shall apply the procedures
set out in Chapters I and III of Annex IX, or in Part A of Annex XI. However, the
involvement of the notified body in those procedures shall be limited:

in the case of devices placed on the market in sterile condition, to the aspects relating to

establishing, securing and maintaining sterile conditions;

in the case of devices with a measuring function, to the aspects relating to the conformity
of the devices with the metrological requirements;

in the case of reusable surgical instruments, to the aspects relating to the reuse of the
device, in particular cleaning, disinfection, sterilization, maintenance and functional

testing and the related instructions for use.
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11.

12.
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Manufacturers of custom-made devices shall follow the procedure set out in Annex XIII
and draw up the statement set out in Section 1 of that Annex before placing such devices
on the market.

PR 2R — T BURIE FIRE P, T 2% 7 5 SR N 45 WP 1 36 ey 38108 Y o IX 55 1 J
ERIFFE TSR . BEAh, I i AR P o XT38 A B0 FE , PIae AF & 1
P

In addition to the procedure applicable pursuant to the first subparagraph, manufacturers of
class I1I custom-made implantable devices shall be subject to the conformity assessment as

specified in Chapter I of Annex IX. Alternatively, the manufacturer may choose to apply a
conformity assessment as specified in Part A of Annex XI.

FRARIEASCS 3. 4. 6 507 BRPT@HI R AN, £E55 1 (8) 255 1 BRIIRAS M 1%
DUR, P IX 5 5.2 M X5 6 TS AR th R ARG AT .

In addition to the procedures applicable pursuant to paragraph 3, 4, 6, or 7 of this Article,
in the case of devices referred to in the first subparagraph of Article 1(8), the procedure
specified in Section 5.2 of Annex IX or Section 6 of Annex X, as applicable, shall also

apply.

FRARIEA LS 3+ 4. 6 B 7 BUYTIE I AR FP 4, AR AVE R AT 526 1 (6)
a0 mE (@) R 1 (100 5 TBUSM, S IX R 5.3 Waifisk X 28 6
THUERRE B SEN (dE=) .

In addition to the procedures applicable pursuant to paragraph 3, 4, 6, or 7 of this Article,

in the case of devices that are covered by this Regulation in accordance with point (f) or (g)
of Article 1(6) and with the first subparagraph of Article 1(10), the procedure specified in

Section 5.3 of Annex IX or Section 6 of Annex X, as applicable, shall also apply

BRARIEASRSS 34 40 6 8L 7 BRI FH AR P o, i L8 g sl R eV 5 3R & W) H R
i TUIRE AN AR 8 SRR T B2 DR S AR IR Bl R i OB &0 F PR IX
55 5.4 BB R X5 6 T HURUE BB EH] (A1E )

In addition to the procedures applicable pursuant to paragraph 3, 4, 6, or 7, in the case of
devices that are composed of substances or of combinations of substances that are intended
to be introduced into the human body via a body orifice or applied to the skin and that are
absorbed by or locally dispersed in the human body, the procedure specified in Section 5.4
of Annex IX or Section 6 of Annex X, as applicable, shall also apply.

FSLAT N S WU R B R TSR 550 1 B 7 BORIEE 9 BX& 11 BUITIR R PP AH SC A i
A EGELES, FEIRAROC A E B B B S, PR EOR S Ak PP
AR IR T, JF N8 AR SC R 02 B AR B B 5B S S . RS BRI T
XA A A WU AT SZ R B e S S

The Member State in which the notified body is established may require that all or certain
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documents, including the technical documentation, audit, assessment and inspection
reports, relating to the procedures referred to in paragraphs 1 to 7 and 9 to 11 be made
available in an official Union language(s) determined by that Member State. In the absence
of such requirement, those documents shall be available in any official Union language
acceptable to the notified body

13, WEFTASMNGE ST 26 62 & 81 KA ZK.
Investigational devices shall be subject to the requirements set out in Articles 62 to 81.

14. Z2 Grox rE L S A0, R0 E VAN 22 HEFIRR 5 45 I L, DA DR 2 S5 HLAG 7E LA T 777 T B

B AF A PRV AR -

() FZLMAPH=E IX 28 2.3 HT58 = BoMIE 3.5 W9 ¢ Ta 280 TIb Jeas ik,  DASALIE P 3% XT
55 10.2 TR K Ma REH AR AEBOAR AR AT VA5 AR Al A S50 o

(b) AU 3% R 5% 1X 58 3.4 5 AT I 58 I8 o A RIS DU P R ARAT S, 7 55 R
1557 2% ) R 25 ik ) 5 78

() AT HUMIHRYE % IX 58 3.4 7MIEE 4.3 15, PRk X5 3 47 AR SR XT SR 15 e
A T R I L 5 AR ST PP AR AR 36 1T BEAT 0 BRI 1K L S8 = X B A 0k
LIRSS 114(3) 2% Hhids S (0 B 2 R0 R A0 Ao 3K 6 5 — 3 B v it 1 S it 40 U

The Commission may, by means of implementing acts, specify detailed arrangements and

procedural aspects with a view to ensuring the harmonised application of the conformity
assessment procedures by the notified bodies for any of the following aspects:

(a)  the frequency and the sampling basis of the assessment of the technical documentation on
a representative basis as set out in the third paragraph of Section 2.3 and in Section 3.5 of
Annex IX in the case of class Ila and class IIb devices, and in Section 10.2 of Annex XI in
the case of class Ila devices;

(b)  the minimum frequency of unannounced on-site audits and sample tests to be conducted
by notified bodies in accordance with Section 3.4 of Annex IX, taking into account the
risk-class and the type of device;

(c) the physical, laboratory or other tests to be carried out by notified bodies in the context of
sample tests, assessment of the technical documentation and type examination in
accordance with Sections 3.4 and 4.3 of Annex IX, Section 3 of Annex X and Section 15
of Annex XI.

The implementing acts referred to in the first subparagraph shall be adopted in accordance with
the examination procedure referred to in Article 114(3).

H53 %
AEVHS S5 RFEERERE
Article 53

Involvement of notified bodies in conformity assessment procedures

L NSRS ZEA SIS 5K, $GE R w0~ S G, AT
FEMIE PRI 2 TR T E H T AT Tl A A S EVE A S 3. X e ik
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Where the conformity assessment procedure requires the involvement of a notified body,
the manufacturer may apply to a notified body of its choice, provided that the chosen
notified body is designated for conformity assessment activities related to the types of
devices concerned. The manufacturer may not lodge an application in parallel with
another notified body for the same conformity assessment procedure.

2. FEMUH S TR A VAL LT, AR A S NS 2 57 AT TR T R C
SRR PR 1) 1) 26 R 3 e & A A B o
The notified body concerned shall, by means of the electronic system referred to in Article

57, inform the other notified bodies of any manufacturer that withdraws its application
prior to the notified body's decision regarding the conformity assessment.

3. HERTRAEEE 1 BOUE E A SIS, BT B R 1 E HAR A S HUME e 2w
X Z A S RS, RO S A A WU TR 26 10 R — 75 & PR VE A5
FHEE B
When applying to a notified body under paragraph 1, manufacturers shall declare whether
they have withdrawn an application with another notified body prior to the decision of that

notified body and provide information about any previous application for the same
conformity assessment that has been refused by another notified body.

4. AN AT BRI IE R AT S B, DUE T R E AT A PE VA SR

The notified body may require any information or data from the manufacturer, which is

necessary in order to properly conduct the chosen conformity assessment procedure.

5. NEHUCLRCA BN G AR % AT 75 & PEVEAS 1 30 0 B i SO PO R L
FBOR KRy 2 WU B R Re, JF HREW ARG — VIS AN, e il 2 7T BE 22 2 i
FUH U7 BT 5 R VA VG B 45 SR BB R, U R T B YE B (1 45 R AR 75 0% R
HIA NEEEAE .

Notified bodies and the personnel of notified bodies shall carry out their conformity
assessment activities with the highest degree of professional integrity and the requisite
technical and scientific competence in the specific field and shall be free from all
pressures and inducements, particularly financial, which might influence their judgement
or the results of their conformity assessment activities, especially as regards persons or
groups with an interest in the results of those activities.

54 #
FERE T 2R3 0A0 1Ib 28808 0 e PR VP B IR AR
Article 54

Clinical evaluation consultation procedure for certain class III and class IIb devices

1. B TARHEEE 52 2MIE AN, AT HIMTERAT F ISR S AN R, BB
B3 IX 56 5.1 T aB sk X 28 6 FT L2 MG IR PP &y (&) -
(a) LI ZKnJFEANZSt; A
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(b) Bz VI 25 6.4 75 G 12) Ak T425 7 A1/805 BR 25 5 1 1Ib S5 IR 4%
Mo

In addition to the procedures applicable pursuant to Article 52, a notified body shall also
follow the procedure regarding clinical evaluation consultation as specified in Section 5.1
of Annex IX or as referred to in Section 6 of Annex X, as applicable, when performing a
conformity assessment of the following devices:

(a) class III implantable devices, and

(b) class IIb active devices intended to administer and/or remove a medicinal product, as
referred to in Section 6.4 of Annex VIII (Rule 12).

2. R BUR PN MR A T BRI B AR
(a)  ARFEATEISE Hr A IE S 1 O
(o) Hh A il 3 i g BT 3 F) e Bl AT 5t s BT L 1 FL A AR [ 90400 s 1)
e, G T ORI T A SR AN 2 e E e s - KU B, IR IA E
NEHA AT RO, B

(¢)  ARFMRB BN EM I RPN I 25N 9 KPR R CS , HAEHL
FEJUIE S i) 3 T 48 BRI PR PP AN 35 & H AR SRR IR PR PP A CS R,

The procedure referred to in paragraph 1 shall not be required for the devices referred to
therein:

(a) in the case of renewal of a certificate issued under this Regulation;

(b) where the device has been designed by modifying a device already marketed by the
same manufacturer for the same intended purpose, provided that the manufacturer
has demonstrated to the satisfaction of the notified body that the modifications do
not adversely affect the benefit-risk ratio of the device; or

(©) where the principles of the clinical evaluation of the device type or category have
been addressed in a CS referred to in Article 9 and the notified body confirms that
the clinical evaluation of the manufacturer for this device is in compliance with the

relevant CS for clinical evaluation of that kind of device

3.0 AGENMRAKYEE 57 FME I HET RAE MEEVM . A5 A E VK EE LA
TRRARFKE | BrP IR R 2 I ad ] o 1228 0 L Bl PR VP A B PP 5 4R i
The notified body shall notify the competent authorities, the authority responsible for
notified bodies and the Commission through the electronic system referred to in Article 57

of whether or not the procedure referred to in paragraph 1 of this Article is to be applied.
That notification shall be accompanied by the clinical evaluation assessment report.

4. ZREPEFE MM X S WER S X 5 6 RIS S A 2
JE R N AL FEA LS 3 BB SR IX 5 5.1 75 (o) sl I A & il LL R A 5 HLAITE
AW L ZNHEWAEI TR ARIFIR . T RSNRIZE G IR ZERIM IS B
HO ST a3 WA
The Commission shall draw up an annual overview of devices which have been subject to

the procedure specified in Section 5.1 of Annex IX and referred to in Section 6 of Annex
X. The annual overview shall include the notifications in accordance with paragraph 3 of
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1.

this Article and point (e) of Section 5.1 of Annex IX and a listing of the cases where the
notified body did not follow the advice from the expert panel. The Commission shall
submit this overview to the European Parliament, to the Council and to the MDCG.

TN 2025 45 27 HZ AR ST A SERE IL AT, IR AR A RO
SRS S RATHR A N AR E S A5 R MDCG 2 AR DG AT FH 1. AR AR
T, RS MRER EETAE R .

The Commission shall by 27 May 2025 draw up a report on the operation of this Article
and submit it to the European Parliament and to the Council. The report shall take into
account the annual overviews and any available relevant recommendations from the

MDCG. On the basis of that report the Commission shall, if appropriate, make proposals
for amendments to this Regulation.

55 4%
HFE T 2B AN 11b SREE MR A7 & 1 DA BT B ZE AL
Article 55

Mechanism for scrutiny of conformity assessments of certain class III and class IIb devices

N ENG RGBS 54 (1) SREAT R G IR AL ST 42 T E RS M B8 ). M
WRYEZE 57 26 Fr TR i) i 7 R G0k I SSE RO R 528 32 AR I NIRRT RE
BEEL . AEHMPIEE IR . IS TS 23.4 WRITR A UL PSR IXOER
5.1 WM X 28 6 WP L SR AW CUE D« EA SN L Z N
PAER L BRI, MR B

A notified body shall notify the competent authorities of certificates it has granted to
devices for which the conformity assessment has been performed pursuant to Article 54(1).
Such notification shall take place through the electronic system referred to in Article 57
and shall include the summary of safety and clinical performance pursuant to Article 32,
the assessment report by the notified body, the instructions for use referred to in Section
23.4 of Annex I, and, where applicable, the scientific opinion of the expert panels referred
to in Section 5.1 of Annex IX or Section 6 of Annex X, as applicable. In the case of
divergent views between the notified body and the expert panels, a full justification shall
also be included.

FEV AT RS (EESENT) ifiRESHEE, RIEEE 44, 45, 46, 47 B¢
94 2L BRIF R —HIRT, IR L ER, RIS 95 F1 97 & K HUE M5 .

A competent authority and, where applicable, the Commission may, based on reasonable
concerns apply further procedures in accordance with Article 44, 45, 46, 47 or 94 and,
where deemed necessary, take appropriate measures in accordance with Articles 95 and 97

MDCG PL R ZE 2y (FEE SISO T ) AR A BSR4 /N BAT T 280 1
ZAVERIPERE R 4 B .
The MDCG and, where applicable, the Commission, may, based on reasonable concerns,

request scientific advice from the expert panels in relation to the safety and performance
of any device.
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56 4%
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Article 56

Certificates of conformity

Lo I E HURAR S B S TX XA X T AR FRIE 3 2 A P 322 24 75 LR BT 18 57 6T 2 1
W B 5 B A S U TR R B TR S R RPN R A S X
TR A2

The certificates issued by the notified bodies in accordance with Annexes IX, X and XI
shall be in an official Union language determined by the Member State in which the
notified body is established or otherwise in an official Union language acceptable to the
notified body. The minimum content of the certificates shall be as set out in Annex XII.

2. ZEPBRAERIUASGEE T SIS AT REE KRR A RO, EERE A
I LA, (RN A A S AT S PE PP A R ER VP4l o AR AR AT AR TE A A
5 FAN S R B A A A R0
The certificates shall be valid for the period they indicate, which shall not exceed five
years. On application by the manufacturer, the validity of the certificate may be extended
for further periods, each not exceeding five years, based on a re-assessment in accordance

with the applicable conformity assessment procedures. Any supplement to a certificate
shall remain valid as long as the certificate which it supplements is valid.

3. AT HURETRR 1 a8 T R ey E R R T TR, BIOE SR A 3 7R R AE 4 I
XIV % B #7547 f) PMCF B 7T,
Notified bodies may impose restrictions to the intended purpose of a device to certain

groups of patients or require manufacturers to undertake specific PMCF studies pursuant
to Part B of Annex XIV.

4. BN TR E G AN PR S AR R, B I RN, R e B UK
P IE 5 mOnS Lt BR ), B A A 3 7 2 75 ATLAA) S ) I T P R B 5 3 ) M I 4 i
TRUEIE ST 2R o 1% A T LA /5 45 A ol g B e
Where a notified body finds that the requirements of this Regulation are no longer met by
the manufacturer, it shall, taking account of the principle of proportionality, suspend or
withdraw the certificate issued or impose any restrictions on it unless compliance with
such requirements is ensured by appropriate corrective action taken by the manufacturer
within an appropriate deadline set by the notified body. The notified body shall give the
reasons for its decision.

5. AEHUGRR I AE T B S BaRANE 7 Kb T RS, GBI
FAEBEE. W WA sdngs, FXHEBRBRE] . AE BN F A AT
The notified body shall enter in the electronic system referred to in Article 57 any
information regarding certificates issued, including amendments and supplements thereto,

and regarding suspended, reinstated, withdrawn or refused certificates and restrictions
imposed on certificates. Such information shall be accessible to the public.

6. BEERARIL, ZRSMAPULIEE 115 000 R IEH5 1, #4285 X1 IE
SEEU Y VASREg i SR
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In the light of technical progress, the Commission is empowered to adopt delegated acts in
accordance with Article 115 amending the minimum content of the certificates set out in
Annex XII.

H57 #
AENHAFEEERKEFRS
Article 57
Electronic system on notified bodies and on certificates of conformity
1. fE®W MDCG J&, ZRSNEIEHET RICRBEIALIL LT E R,
(@) 2837 (3) KR4 5y
(b) 40 (2) KR LRAL R,
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(d) 2B 43(2)% ik A LA 44 5
(e) 44 (12) PR Agifh
() 554 (3) KM 55(1) 7% TR A A G PR VA AIIE F IR 3 %
(g) TEZ S3(2)2 A% VIL 28 4.3 5 rf B il 15 A i i [a] 540 4 5
(h)y  FEE 56(5) % ITRIE A RAE B
() B 32 F Pk w2 A A PRI BE L 4 .

The Commission, after consulting the MDCG, shall set up and manage an electronic
system to collate and process the following information:

(a) the list of subsidiaries referred to in Article 37(3);
(b) the list of experts referred to in Article 40(2);

(c) the information relating to the notification referred to in Article 42(10) and the
amended notifications referred to in Article 46(2);

(d) the list of notified bodies referred to in Article 43(2);

(e) the summary of the report referred to in Article 44(12);

(f) the notifications for conformity assessments and certificates referred to in Articles 54(3)
and 55(1);

(g) withdrawal or refusals of applications for the certificates as referred to in Article 53(2)
and Section 4.3 of Annex VII;

(h) the information regarding certificates referred to in Article 56(5);

(1) the summary of safety and clinical performance referred to in Article 32.

2. HL - R G R B A A 38 (145 BN i ot [ EENL . BRE AT, mAENM O
FHIE ) BRATRIN A A W52 B2 2017/746 SN [7] 2 A TR
The information collated and processed by the electronic system shall be accessible to the
competent authorities of the Member States, to the Commission, where appropriate to the

notified bodies and where provided elsewhere in this regulation or in Regulation (EU)
2017/746 to the public.

58 4%
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Article 58
Voluntary change of notified body
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(c)  CAfAR%m, BIEHLE LTS HA AL
(d) fELEZJa, BIR 2R RO 2 5 WU AT & PR PPAS AT 55 e 30 45 BIDR A B b 3L

NEHUR H
(e)  BIRRRZ LW A E DT iR)e — D St S .
In cases where a manufacturer terminates its contract with a notified body and enters into
a contract with another notified body in respect of the conformity assessment of the same
device, the detailed arrangements for the change of notified body shall be clearly defined
in an agreement between the manufacturer, the incoming notified body and, where

practicable the outgoing notified body. That agreement shall cover at least the following
aspects:

(a) the date on which the certificates issued by the outgoing notified body become invalid;
(b) the date until which the identification number of the outgoing notified body may be
indicated in the information supplied by the manufacturer, including any promotional
material,;

(c) the transfer of documents, including confidentiality aspects and property rights;

(d) the date after which the conformity assessment tasks of the outgoing notified body is
assigned to the incoming notified body;

(e) the last serial number or lot number for which the outgoing notified body is
responsible.

2. MERZAMEE, B LR 2 S U N B A SR AR AU FIIE .

The outgoing notified body shall withdraw the certificates it has issued for the device
concerned on the date on which they become invalid.

ZE59 %
FFA VP TRAR 3 S
Article 59
Derogation from the conformity assessment procedures
1. A ER S 52 4%, AR EENUIAEIE S P ESRN, w]AE R G [ 45 Y B BUR e B
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e e e BB e A i R
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By way of derogation from Article 52, any competent authority may authorise, on a duly
justified request, the placing on the market or putting into service within the territory of
the Member State concerned, of a specific device for which the procedures referred to in
that Article have not been carried out but use of which is in the interest of public health or
patient safety or health.

2. T2 B8 7% [ 7 368 R0 3 2 R LAt ol B2 [ A A SR AL SR IR BT T S AR NIB AT IR,
PR IR S 1 B SR AT B A i AN R A ik e — A
The Member State shall inform the Commission and the other Member States of any
decision to authorise the placing on the market or putting into service of a device in
accordance with paragraph 1 where such authorisation is granted for use other than for a
single patient.

3. TEFIRA KSR 2 BURATIBANG , 23 D123 10 A S e Bl iR 2 22 4 B AgE JoR A4 R 155 100
A S AR, A E RS S R B R AR AN 25 B 1 BUAE WK S5 N AL I R
HF BB A BT BT S BN 26 Ak, BFEIRER 114(3) %6 ik K i e
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EAPTEMCR N R R S 2 W Ea i t, &AM 114(4) 5% Ik s 75
HIPRIVSE PSP

Following a notification pursuant to paragraph 2 of this Article, the Commission, in
exceptional cases relating to public health or patient safety or health, may, by means of
implementing acts, extend for a limited period of time the validity of an authorisation
granted by a Member State in accordance with paragraph 1 of this Article to the territory
of the Union and set the conditions under which the device may be placed on the market
or put into service. Those implementing acts shall be adopted in accordance with the
examination procedure referred to in Article 114(3).

On duly justified imperative grounds of urgency relating to the health and safety of
humans, the Commission shall adopt immediately applicable implementing acts in
accordance with the procedure referred to in Article 114(4).

760 F
B HHEEIED
Article 60
Certificate of free sale
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For the purpose of export and upon request by a manufacturer or an authorised
representative, the Member State in which the manufacturer or the authorised
representative has its registered place of business shall issue a certificate of free sale
declaring that the manufacturer or the authorised representative, as applicable, has its
registered place of business on its territory and that the device in question bearing the CE
marking in accordance with this Regulation may be marketed in the Union. The certificate
of free sale shall set out the Basic UDI-DI of the device as provided to the UDI database
under Article 29. Where a notified body has issued a certificate pursuant to Article 56, the
certificate of free sale shall set out the unique number identifying the certificate issued by
the notified body, as referred to in Section 3 of Chapter II of Annex XII.

2. Zhonn@Ed s, s — AN HESE AR, KA ER E B SR
BBl s A A5 o 4% HEER 114(2) 2% HHadt A 1R 25 v A RS 3 e 3 A S5t 441 U
The Commission may, by means of implementing acts, establish a model for certificates
of free sale, taking into account international practice as regards the use of certificates of

free sale. Those implementing acts shall be adopted in accordance with the advisory
procedure referred to in Article 114(2).

FVIE

e PRV A AR AT 52
CHAPTER VI
CLINICAL EVALUATION AND CLINICAL INVESTIGATIONS

61 #
I AR A
Article 61
Clinical evaluation
1. FEISFNZ A MU 8 0 I8 26 AF T BOUE BIAF & B 3¢ 1 i iy A 22 e AR RE 20K
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Confirmation of conformity with relevant general safety and performance requirements set
out in Annex I under the normal conditions of the intended use of the device, and the
evaluation of the undesirable side-effects and of the acceptability of the benefit-risk- ratio
referred to in Sections 1 and 8 of Annex I, shall be based on clinical data providing
sufficient clinical evidence, including where applicable relevant data as referred to in
Annex II1.
1) 32 PR 2RI R S IE B i IR 3 0 55 2 A2 AR WA A5 6 F 22 4 5 PR REAH SC I R AR K .
2 AR UIE 4 55 2 L T i B G TUD Y o ) A 1
The manufacturer shall specify and justify the level of clinical evidence necessary to

demonstrate conformity with the relevant general safety and performance requirements.
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That level of clinical evidence shall be appropriate in view of the characteristics of the
device and its intended purpose.

DL, 3 R AR AR LR I = XTIV 55 A B2 TR St I 2 1 i PR PP AR SO

To that end, manufacturers shall plan, conduct and document a clinical evaluation in
accordance with this Article and Part A of Annex XIV.

2. MWTH 54 (D) 2% (o) s FTREIPTA I SEA b A, i F A2 I PR PP A/
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For all class III devices and for the class IIb devices referred to in point (b) of Article
54(1), the manufacturer may, prior to its clinical evaluation and/or investigation, consult
an expert panel as referred to in Article 106, with the aim of reviewing the manufacturer's
intended clinical development strategy and proposals for clinical investigation. The
manufacturer shall give due consideration to the views expressed by the expert panel.
Such consideration shall be documented in the clinical evaluation report referred to in
paragraph 12 of this Article.

1138 7o ] BE TE IR N SN R ] AR AT & P PSR 3 P 4 32K 1 75 L v BASHAE AT AL
Fo

The manufacturer may not invoke any rights to the views expressed by the expert panel
with regard to any future conformity assessment procedure.

3. ImIRVROY RIS LA T B RLE BT A SRR
A clinical evaluation shall follow a defined and methodologically sound procedure based
on the following:

(@)  AHETATHE), HP KBSk e Eae . Bt de SO T A A O R 7 SCER
DI S P VAT NI S G e
- WRAEM = XTIV 56 3 795, R Qs R VPO 100 H R S as F 2
I HH IS 259
- Kol 78 70 UE T S AR OGO H 22 A AR RE 225K
a) a critical evaluation of the relevant scientific literature currently available relating to

the safety, performance, design characteristics and intended purpose of the device, where
the following conditions are satisfied:

— it is demonstrated that the device subject to clinical evaluation for the intended
purpose is equivalent to the device to which the data relate, in accordance with
Section 3 of Annex XIV, and

— the data adequately demonstrate compliance with the relevant general safety and
performance requirements;

(b)  FirAr T A PR T 45 SR 0 R B VAl B 24 25 8, & TR 2R 62 25 & 80 251
FUE BT A R KYEEE 81 2N 3% XV HIHLE R EUE I AT B BTV
a critical evaluation of the results of all available clinical investigations, taking duly

into consideration whether the investigations were performed under Articles 62 to 80, any
acts adopted pursuant to Article 81, and Annex XV; and

(c) NUEHM, FEHAATHRBEREBT IR ) .
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a consideration of currently available alternative treatment options for that purpose, if any.
4. W ATENEHO I R840,  NEAT IR RBE 7T, BRAE:
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In the case of implantable devices and class III devices, clinical investigations shall be

performed, except if:

— the device has been designed by modifications of a device already marketed by the
same manufacturer,

— the modified device has been demonstrated by the manufacturer to be equivalent to the
marketed device, in accordance with Section 3 of Annex XIV and this demonstration has
been endorsed by the notified body, and

— the clinical evaluation of the marketed device is sufficient to demonstrate conformity
of the modified device with the relevant safety and performance requirements.

In this case, the notified body shall check that the PMCF plan is appropriate and includes
post market studies to demonstrate the safety and performance of the device.

In addition, clinical investigations need not be performed in the cases referred to in
paragraph 6.

5. ZEW], SHAHNE R C BT AR R R s MibE R, wTIREEE 4 BUOE, At
ITIRPRIE T (BRI BONRE I 26 Ao, 3B N 2 H 81261
-PI G R AR A H, B SO YRR M a3 A R S Al | 58

V5 R BRI,
-JEAE I PR PP SR AR L BORBAT,  HL2E R a8 3G 7 1 2 25 A LA SO B 1
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A manufacturer of a device demonstrated to be equivalent to an already marketed device
not manufactured by him, may also rely on paragraph 4 in order not to perform a clinical
investigation provided that the following conditions are fulfilled in addition to what is
required in that paragraph:

— the two manufacturers have a contract in place that explicitly allows the manufacturer of
the second device full access to the technical documentation on an ongoing basis, and

— the original clinical evaluation has been performed in compliance with the requirements
of this Regulation, and the manufacturer of the second device provides clear evidence
thereof to the notified body.

6. KR 4 BIAT IR PRI FT I ZERANE F T AR N S8R TIT SR 254 -

The requirement to perform clinical investigations pursuant to paragraph 4 shall not apply
to implantable devices and class III devices:

(@)  BEEEMRARYEES 90/385/EEC ‘S 484 HEE 93/42/EEC S Ha4 & E RN T 8L
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(a) which have been lawfully placed on the market or put into service in accordance with
Directive 90/385/EEC or Directive 93/42/EEC and for which the clinical evaluation:

— is based on sufficient clinical data, and

— is in compliance with the relevant product-specific CS for the clinical evaluation
of that kind of device, where such a CS is available; or

(b)  EWEEEL. WP FRERY. B, WE. 1385 BT R, k. )l
Bl e AR A T HEAT I PR VP A 48 N2 8 STAE 78 70 ) i PR &S | BLAF & A 2R
(77 ke E ) CS, #1% CS & I .
that are sutures, staples, dental fillings, dental braces, tooth crowns, screws, wedges,
plates, wires, pins, clips or connectors for which the clinical evaluation is based on

sufficient clinical data and is in compliance with the relevant product-specific CS,
where such a CS is available.

7. XFRE 6 BUKE ARG 2 4 Ber oL, S AE 138G 7 I PR DE 4 5 A2 L
FE) BRI PR ATE 7E Pk A 75 i R

Cases in which paragraph 4 is not applied by virtue of paragraph 6 shall be justified in the
clinical evaluation report by the manufacturer and in the clinical evaluation assessment

report by the notified body.

8. HAREAKBIZE 6 Br (b) mifi S [KIFE G a5 BT A FH BOARAH SRABL IR A A B FH - FeA

A, BRI T OR B B L P st N 0 i B AT 22 4 B2 A A R H Al i 1) I

AEHRARIE S 115 2 H0RE, AUBITEE 52 (4) 5 0 BORIAREE 6 Bt (b)
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Where justified in view of well-established technologies, similar to those used in the
exempted devices listed in point (b) of paragraph 6 of this Article, being used in other
devices, or where justified in order to protect the health and safety of patients, users or
other persons or other aspects of public health, the Commission is empowered to adopt
delegated acts in accordance with Article 115 to amend the list of exempted devices
referred to in the second subparagraph of Article 52(4) and in point (b) of paragraph 6 of
this Article, by adding other types of implantable or class III devices to that list or

removing devices therefrom.

9. XTI XVI oA B A By FE ™ i, A=A XTIV s XV 2RI
BF (016 R T 2850 B 9 B SRAIE B B Ik PE R o X 287 G (I R PP B2 2 T 5 22 4
ISR, 3% 115 IS . PMCF 3o AR i I R B o 5 G &
JREXF bR P AT I R FE,  BRAEAT 78 40 3 H ARSI LA R 9T 25 B LA e PR B0

In the case of the products without an intended medical purpose listed in Annex XVI, the

requirement to demonstrate a clinical benefit in accordance with this Chapter and Annexes
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11.

12.

XIV and XV shall be understood as a requirement to demonstrate the performance of the
device. Clinical evaluations of those products shall be based on relevant data concerning
safety, including data from post-market surveillance, PMCF, and, where applicable,
specific clinical investigation. Clinical investigations shall be performed for those
products unless reliance on existing clinical data from an analogous medical device is duly

justified.

FEARCIEE 4 BB, WARSEWIRRBRAR S8 22 5 IERRESR, MRS
3 R B B S5 2R 23525 A% A IS N\ AR (B AR FL2 0 (0 BAR 0T . B PR
PEREA GG RS W], VAR ISR BIAME DL g 7 7 B o AEIXRPIR AL T, filid
FEAF TSR BV BRI 8 /e, ] A SRS AR I Rk 08 5 v, S ds
BEVEAL & 2800 BB i PR AT DR A5 O 45 SRt 2 DR A RF 5 — B AT PR REZER

Without prejudice to paragraph 4, where the demonstration of conformity with general
safety and performance requirements based on clinical data is not deemed appropriate,
adequate justification for any such exception shall be given based on the results of the
manufacturer's risk management and on consideration of the specifics of the interaction
between the device and the human body, the clinical performance intended and the claims
of the manufacturer. In such a case, the manufacturer shall duly substantiate in the
technical documentation referred to in Annex II why it considers a demonstration of
conformity with general safety and performance requirements that is based on the results
of non-clinical testing methods alone, including performance evaluation, bench testing

and preclinical evaluation, to be adequate.

it PR DAY B HL SO IS AE 38 2 B A i o S0 R b AT BB, R ARSE BHAF XTV B #823A
55 84 2% LTl JE M B T RIS R ) PMCF TR A S b gk 49 i PR i dts

The clinical evaluation and its documentation shall be updated throughout the life cycle of
the device concerned with clinical data obtained from the implementation of the
manufacturer's PMCF plan in accordance with Part B of Annex XIV and the post-market
surveillance plan referred to in Article 84.

Xt T T 2RA AT TR &5,  PMCF PRAG TR DL CUnqT i WD 28 32 2k Tk (1
2 A R PR R I 2 1 28 /0 5 48 ST — IR

For class III devices and implantable devices, the PMCF evaluation report and, if
indicated, the summary of safety and clinical performance referred to in Article 32 shall be
updated at least annually with such data.

A I PRI« 5 AT R UE 98 B AC SR AE B =5 XTIV 56 4 715 i idk (1l PR AN 4
Hr CERISSIERSN) o IR 11 A KB EOR STAF I — 873

The clinical evaluation, its results and the clinical evidence derived from it shall be
documented in a clinical evaluation report as referred to in Section 4 of Annex XIV,
which, except for custom-made devices, shall be part of the technical documentation
referred to in Annex Il relating to the device concerned.
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Where necessary to ensure the uniform application of Annex XIV, the Commission may,
having due regard to technical and scientific progress, adopt implementing acts to the
extent necessary to resolve issues of divergent interpretation and of practical application.
Those implementing acts shall be adopted in accordance with the examination procedure
referred to in Article 114(3).

62 %
PATHE RIG R TR —RRE SR, DLIEBAEEMR I RF A 1
Article 62

General requirements regarding clinical investigations conducted to

demonstrate conformity of devices

I PRATE FE AR HE AR 26 AER 63 - 80 2k FUMLE #EAT BETE 2L, AT il Mk, P
SR it AR 26 81 26 BT S XV BURUE s AE NI PR PR (10— #8 0 EAT 17 A 1R P
L NIE R LA — A A HIN:
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(b)  ELANIGAIE ] 3 7RI E PR S e PR 2 Ak
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Clinical investigations shall be designed, authorised, conducted, recorded and reported in

accordance with the provisions of this Article and of Articles 63 to 80, the acts adopted

pursuant to Article 81, and Annex XV, where carried out as part of the clinical evaluation
for conformity assessment purposes, for one or more of the following purposes:

(a) to establish and verify that, under normal conditions of use, a device is designed,
manufactured and packaged in such a way that it is suitable for one or more of the specific
purposes listed in point (1) of Article 2, and achieves the performance intended as
specified by its manufacturer;

(b) to establish and verify the clinical benefits of a device as specified by its manufacturer;
(c) to establish and verify the clinical safety of the device and to determine any
undesirable side-effects, under normal conditions of use of the device, and assess whether
they constitute acceptable risks when weighed against the benefits to be achieved by the
device.

5 1 R TR H 05 AN S AE BR B N L 1, R I 07 B AR — AN TERR B AKYE
FACRAL ) B RN BGE NEE AN o 1% € BB A7 ST O R 70 5 38 7 A
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Where the sponsor of a clinical investigation is not established in the Union, that sponsor
shall ensure that a natural or legal person is established in the Union as its legal
representative. Such legal representative shall be responsible for ensuring compliance
with the sponsor's obligations pursuant to this Regulation, and shall be the addressee for
all communications with the sponsor provided for in this Regulation. Any communication

with that legal representative shall be deemed to be a communication with the sponsor.

Jol 53 AT BB = [ 5 b BB EAT I PR AT T AT AN S T B, HE
%ﬁ$bﬁf Gt BB ANBREEN, IR N BLAE AR UL AE (1 FR 75
J7 AT EAE YN

Member States may choose not to apply the first subparagraph to clinical investigations to
be conducted solely on their territory, or on their territory and the territory of a third
country, provided that they ensure that the sponsor establishes at least a contact person on
their territory in respect of that clinical investigation who shall be the addressee for all

communications with the sponsor provided for in this Regulation.

30 PR T BT AN St 0 ZIAE 2 5 I R AU 28 RUR . e 4. BRI AT
FRIIE BAOCSG T Br HA A G i LAl BT, JF B AR i e R EUE L AU R A
R ATEE. AR
Clinical investigations shall be designed and conducted in such a way that the rights,
safety, dignity and well-being of the subjects participating in a clinical investigation are

protected and prevail over all other interests and the clinical data generated are
scientifically valid, reliable and robust.

I RAIE TN 28 il b AAG PR o o A B e 25 B 2 A B DR 2o AR [ S0 A R
7o 75 B BEf DR A8 BE 2 03 e 04T B W AR PP 55 AR 25 B D9 VR A i PR AT 78 R 452 A
FE T E KRR A — B B A IER A LS B s A .

Clinical investigations shall be subject to scientific and ethical review. The ethical review
shall be performed by an ethics committee in accordance with national law. Member
States shall ensure that the procedures for review by ethics committees are compatible
with the procedures set out in this Regulation for the assessment of the application for

authorisation of a clinical investigation. At least one lay person shall participate in the

ethical review.
4. FEW R LUR B A S i1 0L T 7 AT IR 2R 1 BT I PR ¢«
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(m) FFER XV REXR,

A clinical investigation as referred to in paragraph 1 may be conducted only where all of

the following conditions are met:

(a) the clinical investigation is the subject of an authorisation by the Member State(s) in
which the clinical investigation is to be conducted, in accordance with this Regulation,
unless otherwise stated;

(b) an ethics committee, set up in accordance with national law, has not issued a negative
opinion in relation to the clinical investigation, which is valid for that entire Member State
under its national law;

(c) the sponsor, or its legal representative or a contact person pursuant to paragraph 2, is
established in the Union;

(d) vulnerable populations and subjects are appropriately protected in accordance with
Articles 64 to 68;

(e) the anticipated benefits to the subjects or to public health justify the foreseeable risks
and inconveniences and compliance with this condition is constantly monitored;

(f) the subject or, where the subject is not able to give informed consent, his or her legally
designated representative has given informed consent in accordance with Article 63;

(g) the subject or, where the subject is not able to give informed consent, his or her legally
designated representative, has been provided with the contact details of an entity where
further information can be received in case of need;

(h) the rights of the subject to physical and mental integrity, to privacy and to the
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protection of the data concerning him or her in accordance with Directive 95/46/EC are

safeguarded;

(i) the clinical investigation has been designed to involve as little pain, discomfort, fear
and any other foreseeable risk as possible for the subjects, and both the risk threshold and
the degree of distress are specifically defined in the clinical investigation plan and

constantly monitored;

(j) the medical care provided to the subjects is the responsibility of an appropriately
qualified medical doctor or, where appropriate, a qualified dental practitioner or any other
person entitled by national law to provide the relevant patient care under clinical

investigation conditions;

(k) no undue influence, including that of a financial nature, is exerted on the subject, or,
where applicable, on his or her legally designated representatives, to participate in the

clinical investigation;

(1) the investigational device(s) in question conform(s) to the applicable general safety and
performance requirements set out in Annex I apart from the aspects covered by the clinical
investigation and that, with regard to those aspects, every precaution has been taken to
protect the health and safety of the subjects. This includes, where appropriate, technical
and biological safety testing and pre-clinical evaluation, as well as provisions in the field
of occupational safety and accident prevention, taking into consideration the state of the
art;

(m) the requirements of Annex XV are fulfilled

R 2R, B2 ke s RS, Ak & AR T BLE ARG AT
4t HE R IR AUEM B B o0, B RS RS A5, BRI R AT
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Any subject, or, where the subject is not able to give informed consent, his or her legally
designated representative, may, without any resulting detriment and without having to
provide any justification, withdraw from the clinical investigation at any time by revoking
his or her informed consent. Without prejudice to Directive 95/46/EC, the withdrawal of
the informed consent shall not affect the activities already carried out and the use of data
obtained based on informed consent before its withdrawal.

IR FEN B3 DS — B FLAE g S84 B T BAG 0 B R R 2 R VRN 28 065 T e A R
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The investigator shall be a person exercising a profession which is recognised in the
Member State concerned as qualifying for the role of investigator on account of having the
necessary scientific knowledge and experience in patient care. Other personnel involved in
conducting a clinical investigation shall be suitably qualified, by education, training or
experience in the relevant medical field and in clinical research methodology, to perform
their tasks.

i PRATE 7245 P PR 8 A N3 FH I PR ATE 7E - -5 4008 8 ) Bt AR AL
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The facilities where the clinical investigation is to be conducted shall be suitable for the
clinical investigation and shall be similar to the facilities where the device is intended to
be used.

2B 63 4
MERR
Article 63

Informed consent
1L fBRERIHE 2 B (o) mrRBBH T IR ZIRXF RS 2 B E, &
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Informed consent shall be written, dated and signed by the person performing the interview
referred to in point (¢) of paragraph 2, and by the subject or, where the subject is not able to
give informed consent, his or her legally designated representative after having been duly
informed in accordance with paragraph 2. Where the subject is unable to write, consent may
be given and recorded through appropriate alternative means in the presence of at least one
impartial witness. In that case, the witness shall sign and date the informed consent
document. The subject or, where the subject is not able to give informed consent, his or her
legally designated representative shall be provided with a copy of the document or the
record, as appropriate, by which informed consent has been given. The informed consent
shall be documented. Adequate time shall be given for the subject or his or her legally

designated representative to consider his or her decision to participate in the clinical
investigation

2. BB EES, RS2 RFRHEERBN (FE2FH A s s A =15
iDL EPSIVE
Information given to the subject or, where the subject is not able to give informed consent,

his or her legally designated representative for the purposes of obtaining his or her
informed consent shall:

(a)  fHS2 B v e AR N B
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(a) enable the subject or his or her legally designated representative to understand:

(i) the nature, objectives, benefits, implications, risks and inconveniences of the
clinical investigations;

(ii) the subject's rights and guarantees regarding his or her protection, in particular
his or her right to refuse to participate in and the right to withdraw from the clinical
investigation at any time without any resulting detriment and without having to

provide any justification;

(iii) the conditions under which the clinical investigations is to be conducted,
including the expected duration of the subject's participation in the clinical

investigation; and
(iv) the possible treatment alternatives, including the follow-up measures if the
participation of the subject in the clinical investigation is discontinued;

(b) IRMELG 2N B ERRANGEEN S 4m. fo. EE. HX. 5,
be kept comprehensive, concise, clear, relevant, and understandable to the subject
or his or her legally designated representative;

(c)  FHIERTEEZIEHIE I H 4G 2 TS IR A /N K G TR

be provided in a prior interview with a member of the investigating team who is
appropriately qualified under national law;

(d)  BLIEAEER 69 2% FF T IR 3 PR 453 0 5 £ il 2 1 45 125

include information about the applicable damage compensation system referred to
in Article 69; and

(e)  BHEEE 70 (1) FKPd il AR F0AE W A VG Bl A B E— TR 5 i DL R AR 4 A 5%
55 6 BUA KIm R T4 R v IR RIS R .
include the Union-wide unique single identification number of the clinical

investigation referred to in Article 70(1) and information about the availability of
the clinical investigation results in accordance with paragraph 6 of this Article.

3. 5 2 B s BN AP I R SR AT 4 S O BR At 2l BUHE BN (32
B AR 4 H RS R S .
The information referred to in paragraph 2 shall be prepared in writing and be available to

the subject or, where the subject is not able to give informed consent, his or her legally
designated representative.

4. AEE 2 B (o) WHPTR BT IED, N 2R iV R B AR R S A ) 2 il B R
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In the interview referred to in point (c) of paragraph 2, special attention shall be paid to

the information needs of specific patient populations and of individual subjects, as well as
to the methods used to give the information.

5. FER 2B (o) TTRRITEGIIE, N R E R0 B SR .

In the interview referred to in point (c) of paragraph 2, it shall be verified that the subject

has understood the information.

6. Ul NRIBEIG RO SRS, I H IR IR S 4 R AT, SR A] BEAE SR B 4 ik
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The subject shall be informed that a clinical investigation report and a summary presented
in terms understandable to the intended user will be made available pursuant to Article
77(5) in the electronic system on clinical investigations referred to in Article 73
irrespective of the outcome of the clinical investigation, and shall be informed, to the
extent possible, when they have become available.
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This Regulation is without prejudice to national law requiring that, in addition to the
informed consent given by the legally designated representative, a minor who is capable
of forming an opinion and assessing the information given to him or her, shall also assent

in order to participate in a clinical investigation.

64
XTI IRAT R RR T 2R E s BRBE 7
Article 64

Clinical investigations on incapacitated subjects
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In the case of incapacitated subjects who have not given, or have not refused to give,

informed consent before the onset of their incapacity, a clinical investigation may be

conducted only where, in addition to the conditions set out in Article 62(4), all of the
following conditions are met:
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(a) the informed consent of their legally designated representative has been obtained;

(b) the incapacitated subjects have received the information referred to in Article 63(2)
in a way that is adequate in view of their capacity to understand it;

(c) the explicit wish of an incapacitated subject who is capable of forming an opinion
and assessing the information referred to in Article 63(2) to refuse participation in, or to
withdraw from, the clinical investigation at any time, is respected by the investigator;

(d) no incentives or financial inducements are given to subjects or their legally
designated representatives, except for compensation for expenses and loss of earnings
directly related to the participation in the clinical investigation;

(e) the clinical investigation is essential with respect to incapacitated subjects and data
of comparable validity cannot be obtained in clinical investigations on persons able to
give informed consent, or by other research methods;

() the clinical investigation relates directly to a medical condition from which the
subject suffers;

(g) there are scientific grounds for expecting that participation in the clinical
investigation will produce a direct benefit to the incapacitated subject outweighing the
risks and burdens involved.

ARE BRI e S 5 RS R E IR .

The subject shall as far as possible take part in the informed consent procedure.
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Article 65

Clinical investigations on minors
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A clinical investigation on minors may be conducted only where, in addition to the conditions set

out in Article 62(4), all of the following conditions are met:

(a) the informed consent of their legally designated representative has been obtained;

(b) the minors have received the information referred to in Article 63(2) in a way adapted to their
age and mental maturity and from investigators or members of the investigating team who are

trained or experienced in working with children;

(c) the explicit wish of a minor who is capable of forming an opinion and assessing the
information referred to in Article 63(2) to refuse participation in, or to withdraw from, the

clinical investigation at any time, is respected by the investigator;

(d) no incentives or financial inducements are given to the subject or his or her legally designated
representative except for compensation for expenses and loss of earnings directly related to the

participation in the clinical investigation;

(e) the clinical investigation is intended to investigate treatments for a medical condition that
only occurs in minors or the clinical investigation is essential with respect to minors to validate
data obtained in clinical investigations on persons able to give informed consent or by other

research methods;

(f) the clinical investigation either relates directly to a medical condition from which the minor
concerned suffers or is of such a nature that it can only be carried out on minors;

(g) there are scientific grounds for expecting that participation in the clinical investigation will
produce a direct benefit to the minor subject outweighing the risks and burdens involved;

(h) the minor shall take part in the informed consent procedure in a way adapted to his or her age

and mental maturity;

(i) if during a clinical investigation the minor reaches the age of legal competence to give
informed consent as defined in national law, his or her express informed consent shall be

obtained before that subject can continue to participate in the clinical investigation.

66 #
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Article 66
Clinical investigations on pregnant or breastfeeding women
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A clinical investigation on pregnant or breastfeeding women may be conducted only where, in

addition to the conditions set out in Article 62(4), all of the following conditions are met:
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(a) the clinical investigation has the potential to produce a direct benefit for the pregnant or
breastfeeding woman concerned, or her embryo, foetus or child after birth, outweighing the

risks and burdens involved;

(b) where research is undertaken on breastfeeding women, particular care is taken to avoid
any adverse impact on the health of the child;

(c) no incentives or financial inducements are given to the subject except for compensation
for expenses and loss of earnings directly related to the participation in the clinical

investigation.

67
WM E KA
Article 67
Additional national measures
Ji8 B TR T A o )P e A RO ARASE N B BT )9 ) R AR 3 B T AS BE 2 s PR ATE 72 9 N B B ey
B I BRI 50 E BA 5 It
Member States may maintain additional measures regarding persons performing mandatory

military service, persons deprived of liberty, persons who, due to a judicial decision, cannot take
part in clinical investigations, or persons in residential care institutions

768 F
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Article 68
Clinical investigations in emergency situations
L B 62 (O % (O 8, 2 64(1)%()FI(b) LK E 65 & (a)f(b), TEIE IR
H N PRAE T B R B RIVAT3RAS 2 il PR AT 50 0 015 [F) 215, I AT 45 Il R
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By way of derogation from point (f) of Article 62(4), from points (a) and (b) of Article
64(1) and from points (a) and (b) of Article 65, informed consent to participate in a
clinical investigation may be obtained, and information on the clinical investigation may
be given, after the decision to include the subject in the clinical investigation, provided
that that decision is taken at the time of the first intervention on the subject, in accordance

with the clinical investigation plan for that clinical investigation and that all of the
following conditions are fulfilled:

(@) BRI S A= iy B A 5 A 1 7™ B By IR Bl 3 i ) B S O, 32l AN g
R AL SE 1 AR AN RE SR IR B SR I PR ATE 72 145 B
due to the urgency of the situation, caused by a sudden life-threatening or other
sudden serious medical condition, the subject is unable to provide prior informed
consent and to receive prior information on the clinical investigation;

(b) AREEEAAAZS 5RO 32 E AT A B A IR R 2 AL, AT S v
REBR, SRR, B IR R R BT, BdR m SR G 2
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there are scientific grounds to expect that participation of the subject in the clinical
investigation will have the potential to produce a direct clinically relevant benefit
for the subject resulting in a measurable health-related improvement alleviating the
suffering and/or improving the health of the subject, or in the diagnosis of its

condition;

FERYY & I, ok Hg e RN SR BT A IS o5 8, IR 3RS SE s
)=

it is not possible within the therapeutic window to supply all prior information to
and obtain prior informed consent from his or her legally designated representative;

B 70 PRAE AN RIE 2188 FE RN B4 2 5 IR KT 7L

the investigator certifies that he or she is not aware of any objections to participate
in the clinical investigation previously expressed by the subject;

I PRAT 78 ELHE 5% 3 B 3210 4 B DL, BRI JE R AE 7 T UM A 15 21 52l
BHE E BN S e s R B IR Bt a5 8, o B PR FUid A wI e 5
SUFOLT SR AT e

the clinical investigation relates directly to the subject's medical condition because
of which it is not possible within the therapeutic window to obtain prior informed
consent from the subject or from his or her legally designated representative and to

supply prior information, and the clinical investigation is of such a nature that it

may be conducted exclusively in emergency situations;
506 32 B G LB AT AR A VA TT AR EG I PRI 700 52 1% 3 F R K XU AN 47 4E B
N

the clinical investigation poses a minimal risk to, and imposes a minimal burden on,
the subject in comparison with the standard treatment of the subject's condition.
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Following an intervention pursuant to paragraph 1 of this Article, informed consent in

accordance with Article 63 shall be sought to continue the participation of the subject in the

clinical investigation, and information on the clinical investigation shall be given, in accordance

with the following requirements:

(a) regarding incapacitated subjects and minors, the informed consent shall be sought by the
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investigator from his or her legally designated representative without undue delay and the
information referred to in Article 63(2) shall be given as soon as possible to the subject and to his
or her legally designated representative;

(b) regarding other subjects, the informed consent shall be sought by the investigator without
undue delay from the subject or his or her legally designated representative, whichever can be
done sooner, and the information referred to in Article 63(2) shall be given as soon as possible to
the subject or his or her legally designated representative, as applicable.

For the purposes of point (b) where informed consent has been obtained from the legally
designated representative, informed consent to continue the participation in the clinical
investigation shall be obtained from the subject as soon as he or she is capable of giving

informed consent

3. WlE ECHEEREN () ORIFEIEL,  TSE R0 HAT BUR R e AR 72 i 15
HDEAET
If the subject or, where applicable, his or her legally designated representative does not

give consent, he or she shall be informed of the right to object to the use of data obtained

from the clinical investigation.
69 #
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Article 69
Damage compensation
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Member States shall ensure that systems for compensation for any damage suffered by a
subject resulting from participation in a clinical investigation conducted on their territory

are in place in the form of insurance, a guarantee, or a similar arrangement that is

equivalent as regards its purpose and which is appropriate to the nature and the extent of

the risk.
2. TSR ERAL AN TN G2 AAE F T R e R FC 0 R 5 1 A DA3E T B ) X s 28
—BF TR R G

The sponsor and the investigator shall make use of the system referred to in paragraph 1 in
the form appropriate for the Member State in which the clinical investigation is conducted.

H 70 F
B s PRI L
Article 70

Application for clinical investigations

Lo IRPRATFTR HR 705 B R BEAT e PR T A0 R 53 B Ot AR 2k i 3, LA IR “AHEG
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The sponsor of a clinical investigation shall submit an application to the Member State(s)
in which the clinical investigation is to be conducted (referred to for the purposes of this
Article as ‘Member State concerned’) accompanied by the documentation referred to in
Chapter II of Annex XV.

The application shall be submitted by means of the electronic system referred to in Article
73, which shall generate a Union-wide unique single identification number for the clinical
investigation, which shall be used for all relevant communication in relation to that
clinical investigation. Within 10 days of it receiving the application, the Member State
concerned shall notify the sponsor as to whether the clinical investigation falls within the
scope of this Regulation and as to whether the application dossier is complete in
accordance with Chapter II of Annex XV.

2. PSR XV OE I E PR AR SO AT AR B R I — A, BT NLAE SR 73 SR
8 9 HL T R Gt o ST AR DS HHE I 6 S R SRR M R A . R NI I T AR 8T
A IRy E B T .
Within one week of any change occurring in relation to the documentation referred to in
Chapter II of Annex XV, the sponsor shall update the relevant data in the electronic system
referred to in Article 73 and make that change to the documentation clearly identifiable.

The Member State concerned shall be notified of the update by means of that electronic

system.

3. B EDR B RBE T BAE AR T AE R B N BURE M REAE 5E 3, B 2l
573 kTR I T RGO AT, IR R T RN PR, fE AR
IBH I BE HE A IR 0t AT IE R LE I PR e 2 I K 20 K
A IR JTAE SR — T B P TR AR P R R R R I B A A2 B R A R
AR I3 75N B JE T A RS A/ B SO B e, EAR DGR E AN
AL B A o A DR Bl B2 B (AT SR L SRAB A B [ IR
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Where the Member State concerned finds that the clinical investigation applied for does
not fall within the scope of this Regulation or that the application dossier is not complete,
it shall inform the sponsor thereof and shall set a time limit of maximum 10 days for the
sponsor to comment or to complete the application by means of the electronic system
referred to in Article 73. The Member State concerned may extend this period by a

maximum of 20 days where appropriate.

Where the sponsor has not provided comments nor completed the application within the
time limit referred to in the first subparagraph, the application shall be deemed to have
lapsed. Where the sponsor considers the application does fall under the scope of this
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Regulation and/or is complete but the Member State concerned does not, the application
shall be considered to have been rejected. The Member State concerned shall provide for
an appeal procedure in respect of such refusal.

The Member State concerned shall notify the sponsor within five days of receipt of the
comments or of the requested additional information, whether the clinical investigation is

considered as falling within the scope of this Regulation and the application is complete.
4. HRAGEWARS 1 AEE 3 Beh A K WIBR IR 5 K.

The Member State concerned may also extend the period referred to in paragraph 1 and 3
each by a further five days.

5. MRS, MRAEEE 1 EEE 3 BUKE KIS A AT B H NN BER AERE . A
HIM T AR RE R, AR AN 73 3955 1. 3 A1 4 BTk N 18] Be i e — R
For the purposes of this Chapter, the date on which the sponsor is notified in accordance
with paragraph 1 or 3 shall be the validation date of the application. Where the sponsor is
not notified, the validation date shall be the last day of the periods referred to in
paragraphs 1, 3 and 4 respectively.

6. FEVEAL ARG IIA],  RSOd B AT R TSR AAMIE B . 5 7 3K (0) T E R TR ML A
BoUOE R HEEE, BRI R TR,

During the period when the application is being assessed, the Member State may request

additional information from the sponsor. The expiry of the period laid down in point (b)

of paragraph 7 shall be suspended from the date of the first request until such time as the

additional information has been received.
7. HIRITAIAE T BIE O T BEAT IR RA T«
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The sponsor may start the clinical investigation in the following circumstances:

(a) in the case of investigational class I devices or in the case of non-invasive class Ila and

class IIb devices, unless otherwise stated by national law, immediately after the validation

date of the application pursuant to paragraph 5, and provided that a negative opinion

which is valid for the entire Member State, under national law, has not been issued by an
ethics committee in the Member State concerned in respect of the clinical investigation;

(b) in the case of investigational devices, other than those referred to in point (a), as soon
as the Member State concerned has notified the sponsor of its authorisation, and provided
that a negative opinion which is valid for the entire Member State, under national law, has

not been issued by an ethics committee in the Member State concerned in respect of the
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clinical investigation. The Member State shall notify the sponsor of the authorisation
within 45 days of the validation date referred to in paragraph 5. The Member State may
extend this period by a further 20 days for the purpose of consulting with experts.

8. TR A BURIEM S XV 5 1 SR ER, S MEORIED M BRAE H A B I, R
LT A 115 2 REUXBUT A .
The Commission is empowered to adopt delegated acts in accordance with Article 115
amending, in the light of technical progress and global regulatory developments, the
requirements laid down in Chapter II of Annex XV.

9. NFATRBNIR XV 2 1 B HUE ZRMG — &, 2= A 2 R BOL B SEAT 9 AR

DRI BORITSIZ B I FH PR T 78 o T8 S 47 D B AR B 55 114(3)RIE 1 o R 77 A 4RAT
In order to ensure the uniform application of the requirements laid down in Chapter II of
Annex XV, the Commission may adopt implementing acts to the extent necessary to
resolve issues of divergent interpretation and of practical application. Those implementing

acts shall be adopted in accordance with the examination procedure referred to in Article
114(3).
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Article 71
Assessment by Member States
Lo e it P 96 SE ATV B 3 OGS BRI AR R E N AN AE M 22 o R, AN 52 H A
73 A R FTE A Bl PRATE 7E 80 H AR AN BIE N B2, AN SEAT An] H Al AS 2 520
Member States shall ensure that the persons validating and assessing the application, or
deciding on it, do not have conflicts of interest, are independent of the sponsor, the

investigators involved and of natural or legal persons financing the clinical investigation,

as well as free of any other undue influence.
2. SRR IR OR VPG 2 AR B A A BB AN 56 1N L3R A SE R

Member States shall ensure that the assessment is done jointly by an appropriate number
of persons who collectively have the necessary qualifications and experience.
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Member States shall assess whether the clinical investigation is designed in such a way

that potential remaining risks to subjects or third persons, after risk minimization, are

justified, when weighed against the clinical benefits to be expected. They shall, while
taking into account applicable CS or harmonised standards, examine in particular:

(a) the demonstration of compliance of the investigational device(s) with the applicable
general safety and performance requirements, apart from the aspects covered by the
clinical investigation, and whether, with regard to those aspects, every precaution has been
taken to protect the health and safety of the subjects. This includes, where appropriate,

assurance of technical and biological safety testing and pre-clinical evaluation;

(b) whether the risk-minimisation solutions employed by the sponsor are described in
harmonised standards and, in those cases where the sponsor does not use harmonised
standards, whether the risk-minimisation solutions provide a level of protection that is
equivalent to that provided by harmonised standards;

(c) whether the measures planned for the safe installation, putting into service and

maintenance of the investigational device are adequate;

(d) the reliability and robustness of the data generated in the clinical investigation, taking
account of statistical approaches, design of the investigation and methodological aspects,
including sample size, comparator and endpoints;

(e) whether the requirements of Annex XV are met;

(f) in the case of devices for sterile use, evidence of the validation of the manufacturer's
sterilisation procedures or information on the reconditioning and sterilisation procedures
which have to be conducted by the investigation site;

(g) the demonstration of the safety, quality and usefulness of any components of animal or
human origin or of substances, which may be considered medicinal products in
accordance with Directive 2001/83/EC.
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Member States shall refuse the authorisation of the clinical investigation if:

(@

the application dossier submitted pursuant to Article 70(1) remains incomplete;
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(b)  the device or the submitted documents, especially the investigation plan and the
investigator's brochure, do not correspond to the state of scientific knowledge, and the
clinical investigation, in particular, is not suitable for providing evidence for the safety,
performance characteristics or benefit of the device on subjects or patients,

(c)  the requirements of Article 62 are not met, or

(d) any assessment under paragraph 3 is negative.

Member States shall provide for an appeal procedure in respect of a refusal pursuant to the first

subparagraph.

F 725
I PRV 5 B4 SE it
Article 72
Conduct of a clinical investigation
Lo WA FEE RO DR 1 PR AT 7E 75 & C Atk B s R B TRl

The sponsor and the investigator shall ensure that the clinical investigation is conducted in

accordance with the approved clinical investigation plan.

NUERA AR BIBUH] 22 AR A S B ORI, il o B8 fo m] Se e An e Bk, DL
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(b) IR I R S BT TR i S A

In order to verify that the rights, safety and well-being of subjects are protected, that the
reported data are reliable and robust, and that the conduct of the clinical investigation is in
compliance with the requirements of this Regulation, the sponsor shall ensure adequate
monitoring of the conduct of a clinical investigation. The extent and nature of the
monitoring shall be determined by the sponsor on the basis of an assessment that takes

into consideration all characteristics of the clinical investigation including the following:

(a) the objective and methodology of the clinical investigation; and

(b) the degree of deviation of the intervention from normal clinical practice.

307 BT e A s TR AR PRAME AR P IR R BT A S (g AL , EiX
7 IRREE S B AMER AR & . WOREFIIRAE, R I AR 4 CR 47 A N BRI AR
FVEE, R MIHLE PRS2 A N BRHE T PSR R R

All clinical investigation information shall be recorded, processed, handled, and stored by
the sponsor or investigator, as applicable, in such a way that it can be accurately reported,
interpreted and verified while the confidentiality of records and the personal data of the
subjects remain protected in accordance with the applicable law on personal data
protection.

LR HOGE G B FIH LA i,  DLERY AL HR (5 B N B R, I H a2 REH
ROEARIE I ] . B« A DR, SRR MG, JCHR B R R K
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Appropriate technical and organisational measures shall be implemented to protect
information and personal data processed against unauthorised or unlawful access,
disclosure, dissemination, alteration, or destruction or accidental loss, in particular where

the processing involves transmission over a network.

5. A IR A KT BB SN LR T R A, UK 2 I PRATT 782 75 MR AR I 2R K&
HEHERIBE TT T R BEAT
Member States shall inspect, at an appropriate level, investigation site(s) to check that

clinical investigations are conducted in accordance with the requirements of this
Regulation and with the approved investigation plan.

6. HIpTT R B RE R T,  DUE L PR TR R ST RIS [ T AT AR

The sponsor shall establish a procedure for emergency situations which enables the
immediate identification and, where necessary, an immediate recall of the devices used in
the investigation.

73 F
e RBFE FLEE T R Gt
Article 73
Electronic system on clinical investigation
L. ZREMEMREESERL. EEMgES — AT R
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The Commission shall, in collaboration with the Member States, set up, manage and

i3

C

maintain an electronic system:
(a) to create the single identification numbers for clinical investigations referred to in

Article 70(1);

(b) to be used as an entry point for the submission of all applications or notifications for
clinical investigations referred to in Articles 70, 74, 75 and 78 and for all other submission
of data, or processing of data in this context;

(c) for the exchange of information relating to clinical investigations in accordance with
this Regulation between the Member States and between them and the Commission
including the exchange of information referred to in Articles 70 and 76;

(d) for information to be provided by the sponsor in accordance with Article 77, including
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the clinical investigation report and its summary as required in paragraph 5 of that Article;

(e) for reporting on serious adverse events and device deficiencies and related updates
referred to in Article 80.

2. FEBOLAZKE 1 BUTRH T REN, &AM RELS TR M F 25
536/2014 SiE M 1 ¥ Kok BRI PR 705 I IR B M 45 4 (0 45 81 46 ML H A A 25 Wil PR 1t
6 Y IR S5 3090 A AP S

When setting up the electronic system referred in paragraph 1 of this Article, the Commission
shall ensure that it is interoperable with the EU database for clinical trials on medicinal products
for human use set up in accordance with Article 81 of Regulation (EU) No 536/2014 of the
European Parliament and of the Council ( 1 ) as concerns combined clinical investigations of

devices with a clinical trial under that Regulation.
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(c) AR EA I O FE HEAT I RBIE T IS L 5

The information referred to in point (c) of paragraph 1 shall only be accessible to the

Member States and the Commission. The information referred to in the other points of that

paragraph shall be accessible to the public, unless, for all or parts of that information,
confidentiality of the information is justified on any of the following grounds:

(a) protection of personal data in accordance with Regulation (EC) No 45/2001;

(b) protection of commercially confidential information, especially in the investigators
brochure, in particular through taking into account the status of the conformity assessment

for the device, unless there is an overriding public interest in disclosure;

(c) effective supervision of the conduct of the clinical investigation by the Member State(s)
concerned.
4. ZHENPATEAR LI
No personal data of subjects shall be publicly available.

(1) BRI S22 5i4x 2014 4F 4 H 16 HAERKIRT HT AERIEST = dnlm AR5, Jf K ER 38 2001/20/EC
SH4A I 536/2014 5L (OJ L 158,27.5.2014, p. 1)

( 1) Regulation (EU) No 536/2014 of the European Parliament and of the Council of 16 April 2014 on clinical
trials on medicinal products for human use, and repealing Directive 2001/20/EC (OJ L 158, 27.5.2014, p. 1)

5.5 1 Berb TR i i 1 AR G P F R B AT R T B T 1 AR

The user interface of the electronic system referred to in paragraph 1 shall be available in all
official languages of the Union.
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Article 74

Clinical investigations regarding devices bearing the CE marking
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Where a clinical investigation is to be conducted to further assess, within the scope of its
intended purpose, a device which already bears the CE marking in accordance with Article
20(1), (‘PMCF investigation’), and where the investigation would involve submitting
subjects to procedures additional to those performed under the normal conditions of use of
the device and those additional procedures are invasive or burdensome, the sponsor shall
notify the Member States concerned at least 30 days prior to its commencement by means
of the electronic system referred to in Article 73. The sponsor shall include the
documentation referred to in Chapter II of Annex XV as part of the notification. Points (b)
to (k) and (m) of Article 62(4), Articles 75, 76 and 77, and Article 80(5) and (6), and the
relevant provisions of Annex XV shall apply to PMCF investigations.

2. ARIEAVES A E, B X O A B CE bR & AT U H r3E LA
SR IEARBE TR, AR RN R B )\ —FHE .
Where a clinical investigation is to be conducted to assess, outside the scope of its

intended purpose, a device which already bears the CE marking in accordance with Article
20(1), Articles 62 to 81 shall apply.

TS 4
I PRAF 52 P S IR 148 5
Article 75

Substantial modifications to clinical investigations

Lo A H TP I PR 7T 52 th T RERS 32 4k 22 Aol R BB 7 A RS i KB 24,
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If a sponsor intends to introduce modifications to a clinical investigation that are likely
to have a substantial impact on the safety, health or rights of the subjects or on the

robustness or reliability of the clinical data generated by the investigation, it shall notify,
within one week, by means of the electronic system referred to in Article 73 the Member



L117/156 | EN [k B 7 Ak 5.5.2017

4.

State(s) in which the clinical investigation is being or is to be conducted of the reasons for
and the nature of those modifications. The sponsor shall include an updated version of the
relevant documentation referred to in Chapter II of Annex XV as part of the notification.
Changes to the relevant documentation shall be clearly identifiable.
J5 G TR AR 265 71 2% A8 R PP VAl s PRATE 7C (A ] SR PR AZ 2K
The Member State shall assess any substantial modification to the clinical investigation in
accordance with the procedure laid down in Article 71.
HI IR I BT IR I A 25 J5 i 38 RIS 26 1| BUTR Is e, Bk
Ca) IEFEHEAT BOR EAT I R BT 7T A B 03 [ CARFE 26 71 (4) S g Bl T A 3L 1
AL RARE M R s R, A FRBUR A & T IE R TR e
a,
(b bt A B 2% B 2o MR P S0k A AT X B 1 03 LA AP A S50 e PR AT 9 I J
MBS E L.
The sponsor may implement the modifications referred to in paragraph 1 at the earliest 38
days after the notification referred to in that paragraph, unless:

(a) the Member State in which the clinical investigation is being or is to be conducted has
notified the sponsor of its refusal based on the grounds referred to in Article 71(4) or on
considerations of public health, subject and user safety or health, of public policy, or

(b) an ethics committee in that Member State has issued a negative opinion in relation to
the substantial modification to the clinical investigation, which, in accordance with national

law, is valid for that entire Member State.
NEMARELR, ARBAEE 3 B ERHIRGIMNER 7 K.

The Member State(s) concerned may extend the period referred to in paragraph 3 by a
further seven days, for the purpose of consulting with experts.

276 %
J B B H SR B T M JE 8 e DA % i R I 22 T BRI B AT
Article 76

Corrective measures to be taken by Member States and information exchange between

Member States
5 TE AT SO PR 90 1 AR R TR B ph oA o 2 AT MUK, 300 1
A AT Y0 BB P SR EC AT A T 4
(@)  HEHIE RBE TR
(b)  EIFEE b R
(c)  ZEREAIE I RAT FUAEAT 1 -

Where a Member State in which a clinical investigation is being or is to be conducted has
grounds for considering that the requirements set out in this Regulation are not met, it may

take at least any of the following measures on its territory:

(a) revoke the authorisation for the clinical investigation;
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(b) suspend or terminate the clinical investigation;
(c) require the sponsor to modify any aspect of the clinical investigation.

2. CHORHUAERECE 1 BUTIR MRSt AT, BRARRS EALRIREUT S, HNAE M H
I ITEH R E BN E R W WO NAE-LHNE R
Before the Member State concerned takes any of the measures referred to in paragraph 1 it
shall, except where immediate action is required, ask the sponsor or the investigator or
both for their opinion. That opinion shall be delivered within seven days.

30 EMAERECT A 1 BRI, BEELIRIRFE S, BCEI R TR T A
PR H 2 A £ 1B PRATE 7E B8 0, IUAZ R 8 | N SE e 28 73 2% Il B R T R GRS Tk
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Where a Member State has taken a measure referred to in paragraph 1 of this Article or
has refused a clinical investigation, or has been notified by the sponsor of the early
termination of a clinical investigation on safety grounds, that Member State shall

communicate the corresponding decision and the grounds therefor to all Member States
and the Commission by means of the electronic system referred to in Article 73.

4. QER IR AE RO R SR RTARRT R, DU S B 73 2% ik 1 R 2R Gt R i
A R E A 52
Where an application is withdrawn by the sponsor prior to a decision by a Member State,

that information shall be made available through the electronic system referred to in
Article 73 to all Member States and the Commission.

77 &
TR AL R BRI &K 1LN BB RS R
Article 77

Information from the sponsor at the end of a clinical investigation or in the event of a
temporary halt or early termination

1. IR i 2745 B A 2R I PR AT 7T, I NAE 15 RIS 73 25k i s 1
B GEE RN I A5 1k R 2% Ak PRATT 70 RS S R R i P 7 45 B T £ A Ml PR
WHFT, JFIRGEA R o 5 HY 205 T 22 4 T R A I 4 1k i T £ B Il PRI 7
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If the sponsor has temporarily halted a clinical investigation or has terminated a clinical
investigation early, it shall inform within 15 days the Member State in which that clinical
investigation has been temporarily halted or terminated early, through the electronic
system referred to in Article 73, of the temporary halt or early termination, providing a
justification. In the event that the sponsor has temporarily halted or terminated early the

clinical investigation on safety grounds, it shall inform all Member States in which that
clinical investigation is being conducted thereof within 24 hours.

2. IRPRWFFCRIE RN 5 B Ja — 4 5 E W Ba — JOR VI TR — 30, BRARIRIRHT
TR AT IUE -

The end of a clinical investigation shall be deemed to coincide with the last visit of the last
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subject unless another point in time for such end is set out in the clinical investigation
plan.

3. HARNT RO RN IEAE T R I RATE FT A A5 i DA 1 5 SR e R AE 7E o 12388 R £ 1% 7
] I R BT FE 4 PR m 15 RS H
The sponsor shall notify each Member State in which a clinical investigation was being
conducted of the end of that clinical investigation in that Member State. That notification

shall be made within 15 days of the end of the clinical investigation in relation to that
Member State.

4. HAEZA PR EEATIZWT T, W E I N3 AT AT I R TR R 5 [ O 4T £
WG PRI FC o 1238 FISLAE I PRI FE A 45 R 15 RNFEH .
If an investigation is conducted in more than one Member State, the sponsor shall notify
all Member States in which that clinical investigation was conducted of the end of the

clinical investigation in all Member States. That notification shall be made within 15 days
of that end of the clinical investigation.

5. WK R, ElmPRIT TS e — 6 N BE S AT & L B E I =1 A W,
FH 075 L [ AT I RATE 6 10 1 03 AR A B S XV 28 1 &5 2.8 W AIEE I =58 7 5
IR AR e AR AT FE AR 7
Irrespective of the outcome of the clinical investigation, within one year of the end of the
clinical investigation or within three months of the early termination or temporary halt, the
sponsor shall submit to the Member States in which a clinical investigation was conducted

a clinical investigation report as referred to in Section 2.8 of Chapter I and Section 7 of
Chapter III of Annex XV.

e PRATT FEAR 7 JS2 8 P — 3 478 22, EL P LS - SOOI P o PR o 75 B i B2 25 7y
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The clinical investigation report shall be accompanied by a summary presented in terms

that are easily understandable to the intended user. Both the report and summary shall be
submitted by the sponsor by means of the electronic system referred to in Article 73.

A RURE A A AN BEAE BT TE S il Ja — SF AR A IR PRI T o, W AURRIRAS . 7E BE Al
UL, = XV 26 I ES 3 717 I Bl PR AT 7E v Sl N2 358 B Ao I 38 52 s PR AT FE 45
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Where, for scientific reasons, it is not possible to submit the clinical investigation report
within one year of the end of the investigation, it shall be submitted as soon as it is
available. In such case, the clinical investigation plan referred to in Section 3 of Chapter 11
of Annex XV shall specify when the results of the clinical investigation are going to be
available, together with a justification.

6. S22 DAL PRATE T 41 75 430 2 00 N AR AN R R AT 4R R
BEAk, WA I35 B I HE S IR EE . & e Al R A R T IR s B A 2 )
IHEN o XS HEN AT VR 2R, IF £ AT BRI D0 T A BE AT RO HEI, DL AE IR PRAE
FEATUR AL 2 R 45 4

The Commission shall issue guidelines regarding the content and structure of the summary
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of the clinical investigation report.

In addition, the Commission may issue guidelines for the formatting and sharing of raw
data, for cases where the sponsor decides to share raw data on a voluntary basis. Those
guidelines may take as a basis and adapt, where possible, existing guidelines for sharing of

raw data in the field of clinical investigations.
ARG 5 BUITI (45 EEANIG PRI T 15 5008 BLAE 14 G AR YE 265 29 26 Mg iE M FAE BT
A, IR 73 KPR T RAE M AR (ERE AT LB I RSN, AR
TR, PRSI AT 5 ] o
HARYE SR 29 2%, SR LB G5 MR 5 ARAE A 26 3K56 5 BOILE M N T R 505 K — S Wi
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The summary and the clinical investigation report referred to in paragraph 5 of this Article shall
become publicly accessible through the electronic system referred to in Article 73, at the latest
when the device is registered in accordance with Article 29 and before it is placed on the market.

In cases of early termination or temporary halt, the summary and the report shall become publicly

accessible immediately after submission.

If the device is not registered in accordance with Article 29 within one year of the summary and
the report having been entered into the electronic system pursuant to paragraph 5 of this Article,
they shall become publicly accessible at that point in time.

H78
Ik PRATT 5T K B PR AR
Article 78
Coordinated assessment procedure for clinical investigations
Lo PR E AT I RO SR AR5 70 2 H I, @28 73 KTk
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By means of the electronic system referred to in Article 73, the sponsor of a clinical
investigation to be conducted in more than one Member State may submit, for the purpose

of Article 70, a single application that, upon receipt, is transmitted electronically to all
Member States in which the clinical investigation is to be conducted.

2. HIJTNAERE 1 BURRK R HAE IR, BT IR IRET T & B 22—
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The sponsor shall propose in the single application referred to in paragraph 1 that one of
the Member States in which the clinical investigation is to be conducted acts as
coordinating Member State. The Member States in which the clinical investigation is to be
conducted shall, within six days of submission of the application, agree on one of them
taking the role of the coordinating Member State. If they do not agree on a coordinating
Member State, the coordinating Member State proposed by the sponsor shall assume that

role.
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Under the direction of the coordinating Member State referred to in paragraph 2, the

Member States concerned shall coordinate their assessment of the application, in
particular of the documentation referred to in Chapter II of Annex XV.

However, the completeness of the documentation referred to in Sections 1.13, 3.1.3, 4.2,
4.3 and 4.4 of Chapter II of Annex XV shall be assessed separately by each Member State
concerned in accordance with Article 70(1) to (5).
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With regard to documentation other than that referred to in the second subparagraph of

paragraph 3, the coordinating Member State shall:

(a) within six days of receipt of the single application, notify the sponsor that it is the

coordinating Member State (‘notification date’);

(b) for the purpose of the validation of the application, take into account any

considerations submitted within seven days of the notification date by any Member State

concerned;

(c) within 10 days of the notification date, assess whether the clinical investigation falls
within the scope of this Regulation and whether the application is complete, and shall
notify the sponsor accordingly. Article 70(1) and (3) to (5) shall apply to the coordinating
Member State in relation to that assessment;

(d) establish the results of its assessment in a draft assessment report to be transmitted
within 26 days of the validation date to the Member States concerned. By day 38 after the
validation date, the other Member States concerned shall transmit their comments and
proposals on the draft assessment report and the underlying application to the coordinating
Member State which shall take due account of those comments and proposals in its
finalisation of the final assessment report, to be transmitted within 45 days of the
validation date to the sponsor and the other Member States concerned.



5.5.2017 | EN WK B 7 AR L117/161

The final assessment report shall be taken into account by all Member States concerned
when deciding on the sponsor's application in accordance with Article 70(7).
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As regards the assessment of the documentation referred to in the second subparagraph of
paragraph 3, each Member State concerned may request, on a single occasion, additional
information from the sponsor. The sponsor shall submit the requested additional
information within the period set by the Member State concerned, which shall not exceed
12 days from the receipt of the request. The expiry of the last deadline pursuant to point (d)
of paragraph 4 shall be suspended from the date of the request until such time as the

additional information has been received.

6. 0T b A LI &S0, Wil fl 52 [RIE PR 55 4 BOFTR IR E 1 50 R, PAMES X
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For class IIb and class III devices, the coordinating Member State may also extend the

periods referred to in paragraph 4 by a further 50 days, for the purpose of consulting with
experts.
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The Commission may, by means of implementing acts, further specify the procedures and
timescales for coordinated assessments to be taken into account by Member States
concerned when deciding on the sponsor's application. Such implementing acts may also
set out the procedures and timescales for coordinated assessment in the case of substantial
modifications pursuant to paragraph 12 of this Article, in the case of reporting of adverse
events pursuant to Article 80(4) and in the case of clinical investigations of combination
products between medical devices and medicinal products, where the latter are under a
concurrent coordinated assessment of a clinical trial under Regulation (EU) No 536/2014.

Those implementing acts shall be adopted in accordance with the examination procedure
referred to in Article 114(3).
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Where the conclusion of the coordinating Member State concerning the area of
coordinated assessment is that the conduct of the clinical investigation is acceptable or
acceptable subject to compliance with specific conditions, that conclusion shall be deemed
to be the conclusion of all Member States concerned.

Notwithstanding the first subparagraph, a Member State concerned may only disagree
with the conclusion of the coordinating Member State concerning the area of coordinated
assessment on the following grounds:

(a) when it considers that participation in the clinical investigation would lead to a subject
receiving treatment inferior to that received in normal clinical practice in that Member
State concerned;

(b) infringement of national law; or

(c) considerations as regards subject safety and data reliability and robustness submitted
under point (d) of paragraph 4.

Where one of the Member States concerned disagrees with the conclusion on the basis of
the second subparagraph of this paragraph, it shall communicate its disagreement, together
with a detailed justification, through the electronic system referred to in Article 73, to the
Commission, to all other Member States concerned and to the sponsor.

A O O3 L O T W R PR S 5 18 I PRI T EVERE 3, MNZES R AU T A
AR E S8
Where the conclusion of the coordinating Member State concerning the area of

coordinated assessment is that the clinical investigation is not acceptable, that conclusion
shall be deemed to be the conclusion of all Member States concerned.
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A Member State concerned shall refuse to authorise a clinical investigation if it disagrees
with the conclusion of the coordinating Member State as regards any of the grounds
referred to in the second subparagraph of paragraph 8, or if it finds, on duly justified
grounds, that the aspects addressed in Sections 1.13, 3.1.3, 4.2, 4.3 and 4.4 of Chapter II
of Annex XV are not complied with, or where an ethics committee has issued a negative
opinion in relation to that clinical investigation, which is valid, in accordance with
national law, for that entire Member State. That Member State shall provide for an appeal
procedure in respect of such refusal.
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Each Member State concerned shall notify the sponsor through the electronic system
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13.

14.

referred to in Article 73 as to whether the clinical investigation is authorised, whether it is
authorised subject to conditions, or whether authorisation has been refused. Notification
shall be done by way of one single decision within five days of the transmission, pursuant
to point (d) of paragraph 4, by the coordinating Member State of the final assessment
report. Where an authorisation of a clinical investigation is subject to conditions, those
conditions may only be such that, by their nature, they cannot be fulfilled at the time of

that authorisation.
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Any substantial modifications as referred to in Article 75 shall be notified to the Member
States concerned by means of the electronic system referred to in Article 73. Any
assessment as to whether there are grounds for disagreement as referred to in the second
subparagraph of paragraph 8 of this Article shall be carried out under the direction of the
coordinating Member State, except for substantial modifications concerning Sections 1.13,
3.1.3,4.2, 4.3 and 4.4 of Chapter II of Annex XV, which shall be assessed separately by
each Member State concerned.
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The Commission shall provide administrative support to the coordinating Member State in
the accomplishment of its tasks under this Chapter.
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The procedure set out in this Article shall, until 25 May 2027, be applied only by those of
the Member States in which the clinical investigation is to be conducted which have
agreed to apply it. From 26 May 2027, all Member States shall be required to apply that
procedure.

E79 %
BB VAR RAR
Article 79

Review of coordinated assessment procedure
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By 27 May 2026, the Commission shall submit to the European Parliament and to the Council a

report on experience gained from the application of Article 78 and, if necessary, propose a review
of Article 78(14) and point (h) of Article 123(3).
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Article 80
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Recording and reporting of adverse events that occur during clinical investigations
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The sponsor shall fully record all of the following:

(a) any adverse event of a type identified in the clinical investigation plan as being critical
to the evaluation of the results of that clinical investigation;

(b) any serious adverse event;

(c) any device deficiency that might have led to a serious adverse event if appropriate
action had not been taken, intervention had not occurred, or circumstances had been less
fortunate;

(d) any new findings in relation to any event referred to in points (a) to (c).
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The sponsor shall report, without delay to all Member States in which the clinical

investigation is being conducted, all of the following by means of the electronic system
referred to in Article 73:

(a) any serious adverse event that has a causal relationship with the investigational device,
the comparator or the investigation procedure or where such causal relationship is
reasonably possible;

(b) any device deficiency that might have led to a serious adverse event if appropriate
action had not been taken, intervention had not occurred, or circumstances had been less
fortunate;

(c) any new findings in relation to any event referred to in points (a) and (b).

The period for reporting shall take account of the severity of the event. Where necessary

to ensure timely reporting, the sponsor may submit an initial report that is incomplete
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followed up by a complete report.
Upon request by any Member State in which the clinical investigation is being conducted,
the sponsor shall provide all information referred to in paragraph 1.
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The sponsor shall also report to the Member States in which the clinical investigation is
being conducted any event referred to in paragraph 2 of this Article that occurred in third
countries in which a clinical investigation is performed under the same clinical
investigation plan as the one applying to a clinical investigation covered by this
Regulation by means of the electronic system referred to in Article 73.
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In the case of a clinical investigation for which the sponsor has used the single application
referred to in Article 78, the sponsor shall report any event as referred to in paragraph 2 of
this Article by means of the electronic system referred to in Article 73. Upon receipt, this

report shall be transmitted electronically to all Member States in which the clinical

investigation is being conducted.

Under the direction of the coordinating Member State referred to in Article 78(2), the
Member States shall coordinate their assessment of serious adverse events and device
deficiencies to determine whether to modify, suspend or terminate the clinical

investigation or whether to revoke the authorisation for that clinical investigation.

This paragraph shall not affect the rights of the other Member States to perform their own
evaluation and to adopt measures in accordance with this Regulation in order to ensure the
protection of public health and patient safety. The coordinating Member State and the
Commission shall be kept informed of the outcome of any such evaluation and the

adoption of any such measures.
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In the case of PMCF investigations referred to in Article 74(1), the provisions on vigilance

laid down in Articles 87 to 90 and in the acts adopted pursuant to Article 91 shall apply
instead of this Article.

6.  REAE S BOE, HM™EARFEFS AR TR TRRKR, AFRIEH .
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Notwithstanding paragraph 5, this Article shall apply where a causal relationship between
the serious adverse event and the preceding investigational procedure has been
established.
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St 4
Article
81 Implementing acts
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The Commission may, by means of implementing acts, establish the detailed arrangements and

procedural aspects necessary for the implementation of this Chapter as regards the following:

(@

(b)
(©

(d)
(®)

®

(2

harmonised electronic forms for the application for clinical investigations and their assessment as

referred to in Articles 70 and 78, taking into account specific categories or groups of devices;
the functioning of the electronic system referred to in Article 73;

harmonised electronic forms for the notification of PMCF investigations as referred to in Article
74(1), and of substantial modifications as referred to in Article 75;

the exchange of information between Member States as referred to in Article 76;

harmonised electronic forms for the reporting of serious adverse events and device deficiencies
as referred to in Article 80;

the timelines for the reporting of serious adverse events and device deficiencies, taking into
account the severity of the event to be reported as referred to in Article 80;

uniform application of the requirements regarding the clinical evidence or data needed to
demonstrate compliance with the general safety and performance requirements set out in Annex .
The implementing acts referred to in the first paragraph shall be adopted in accordance with the
examination procedure referred to in Article 114(3).
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Article 82



5.5.2017 | EN WK B 7 AR L117/167

Requirements regarding other clinical investigations
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Clinical investigations, not performed pursuant to any of the purposes listed in Article
62(1), shall comply with the provisions of Article 62 (2) and (3), points (b), (c), (d), (),
(h), and (1) of Article 62(4) and Article 62(6).
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In order to protect the rights, safety, dignity and well-being of subjects and the scientific
and ethical integrity of clinical investigations not performed for any of the purposes listed

in Article 62(1), each Member State shall define any additional requirements for such
investigations, as appropriate for each Member State concerned.

FVIE
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CHAPTER VII
POST-MARKET SURVEILLANCE, VIGILANCE AND MARKET SURVEILLANCE
B
EWERE
SECTION 1
Post-market surveillance
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Article 83
Post-market surveillance system of the manufacturer
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For each device, manufacturers shall plan, establish, document, implement, maintain and
update a post-market surveillance system in a manner that is proportionate to the risk class

and appropriate for the type of device. That system shall be an integral part of the

manufacturer's quality management system referred to in Article 10(9).
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The post-market surveillance system shall be suited to actively and systematically

gathering, recording and analysing relevant data on the quality, performance and safety of

a device throughout its entire lifetime, and to drawing the necessary conclusions and to
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determining, implementing and monitoring any preventive and corrective actions.
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Data gathered by the manufacturer's post-market surveillance system shall in particular be
used:

(a) to update the benefit-risk determination and to improve the risk management as
referred to in Chapter I of Annex I;

(b) to update the design and manufacturing information, the instructions for use and the
labelling;

(c) to update the clinical evaluation;

(d) to update the summary of safety and clinical performance referred to in Article 32;

(e) for the identification of needs for preventive, corrective or field safety corrective action;
(f) for the identification of options to improve the usability, performance and safety of the
device;

(g) when relevant, to contribute to the post-market surveillance of other devices; and

(h) to detect and report trends in accordance with Article 88.

The technical documentation shall be updated accordingly.

A FEE R W e R b SR B IR 3 RS
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If, in the course of the post-market surveillance, a need for preventive or corrective action
or both is identified, the manufacturer shall implement the appropriate measures and
inform the competent authorities concerned and, where applicable, the notified body.

Where a serious incident is identified or a field safety corrective action is implemented, it
shall be reported in accordance with Article 87.

B84 #
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Article 84
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Post-market surveillance plan
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The post-market surveillance system referred to in Article 83 shall be based on a post-market
surveillance plan, the requirements for which are set out in Section 1 of Annex III. For devices
other than custom-made devices, the post- market surveillance plan shall be part of the technical

documentation specified in Annex II.
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Article 85
Post-market surveillance report
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Manufacturers of class I devices shall prepare a post-market surveillance report summarising the
results and conclusions of the analyses of the post-market surveillance data gathered as a result
of the post-market surveillance plan referred to in Article 84 together with a rationale and
description of any preventive and corrective actions taken. The report shall be updated when
necessary and made available to the competent authority upon request

ZE86
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Article 86

Periodic safety update report
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Manufacturers of class Ila, class IIb and class I1I devices shall prepare a periodic safety update
report (‘PSUR”) for each device and where relevant for each category or group of devices
summarising the results and conclusions of the analyses of the post-market surveillance data
gathered as a result of the post-market surveillance plan referred to in Article 84 together with a
rationale and description of any preventive and corrective actions taken. Throughout the lifetime
of the device concerned, that PSUR shall set out:

(a) the conclusions of the benefit-risk determination;
(b) the main findings of the PMCF; and
(c) the volume of sales of the device and an estimate evaluation of the size and other
characteristics of the population using the device and, where practicable, the usage
frequency of the device.
Manufacturers of class IIb and class III devices shall update the PSUR at least annually. That

PSUR shall, except in the case of custom-made devices, be part of the technical documentation
as specified in Annexes II and III.

Manufacturers of class Ila devices shall update the PSUR when necessary and at least every two
years. That PSUR shall, except in the case of custom-made devices, be part of the technical
documentation as specified in Annexes II and III.

For custom-made devices, the PSUR shall be part of the documentation referred to in Section 2
of Annex XIII.
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For class III devices or implantable devices, manufacturers shall submit PSURs by means
of the electronic system referred to in Article 92 to the notified body involved in the
conformity assessment in accordance with Article 52. The notified body shall review the
report and add its evaluation to that electronic system with details of any action taken.
Such PSURSs and the evaluation by the notified body shall be made available to competent
authorities through that electronic system

3. XFTES 2 BOYTIR S CLA 185 R 1 T N 1R 2 5 1T A RS I A L3R AZ PSUR,
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For devices other than those referred to in paragraph 2, manufacturers shall make PSURs

available to the notified body involved in the conformity assessment and, upon request, to
competent authorities.
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k51
SECTION 2
Vigilance
87
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Article 87

Reporting of serious incidents and field safety corrective actions
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Manufacturers of devices made available on the Union market, other than investigational
devices, shall report, to the relevant competent authorities, in accordance with Articles
92(5) and (7), the following:

(a) any serious incident involving devices made available on the Union market, except
expected side-effects which are clearly documented in the product information and
quantified in the technical documentation and are subject to trend reporting pursuant to
Article 88;

(b) any field safety corrective action in respect of devices made available on the Union
market, including any field safety corrective action undertaken in a third country in
relation to a device which is also legally made available on the Union market, if the reason
for the field safety corrective action is not limited to the device made available in the third
country.

The reports referred to in the first subparagraph shall be submitted through the electronic
system referred to in Article 92
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As a general rule, the period for the reporting referred to in paragraph 1 shall take account
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of the severity of the serious incident.
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Manufacturers shall report any serious incident as referred to in point (a) of paragraph 1
immediately after they have established the causal relationship between that incident and
their device or that such causal relationship is reasonably possible and not later than 15
days after they become aware of the incident.
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Notwithstanding paragraph 3, in the event of a serious public health threat the report

referred to in paragraph 1 shall be provided immediately, and not later than 2 days after

the manufacturer becomes aware of that threat.
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Notwithstanding paragraph 3, in the event of death or an unanticipated serious
deterioration in a person's state of health the report shall be provided immediately after the
manufacturer has established or as soon as it suspects a causal relationship between the
device and the serious incident but not later than 10 days after the date on which the

manufacturer becomes aware of the serious incident.
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Where necessary to ensure timely reporting, the manufacturer may submit an initial report
that is incomplete followed up by a complete report
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If, after becoming aware of a potentially reportable incident, the manufacturer is uncertain

about whether the incident is reportable, it shall nevertheless submit a report within the

timeframe required in accordance with paragraphs 2 to 5.
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Except in cases of urgency in which the manufacturer needs to undertake field safety
corrective action immediately, the manufacturer shall, without undue delay, report the
field safety corrective action referred to in point (b) of paragraph 1 in advance of the field
safety corrective action being undertaken.
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For similar serious incidents that occur with the same device or device type and for which
the root cause has been identified or a field safety corrective action implemented or where
the incidents are common and well documented, the manufacturer may provide periodic
summary reports instead of individual serious incident reports, on condition that the
coordinating competent authority referred to in Article 89(9), in consultation with the
competent authorities referred to in point (a) of Article 92(8), has agreed with the
manufacturer on the format, content and frequency of the periodic summary reporting.
Where a single competent authority is referred to in points (a) and (b) of Article 92(8), the
manufacturer may provide periodic summary reports following agreement with that

competent authority
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The Member States shall take appropriate measures such as organising targeted
information campaigns, to encourage and enable healthcare professionals, users and
patients to report to the competent authorities suspected serious incidents referred to in
point (a) of paragraph 1.

The competent authorities shall record centrally at national level reports they receive from
healthcare professionals, users and patients.
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Where a competent authority of a Member State obtains such reports on suspected serious
incidents referred to in point (a) of paragraph 1 from healthcare professionals, users or
patients, it shall take the necessary steps to ensure that the manufacturer of the device
concerned is informed of the suspected serious incident without delay.

Where the manufacturer of the device concerned considers that the incident is a serious
incident, it shall provide a report in accordance with paragraphs 1 to 5 of this Article on
that serious incident to the competent authority of the Member State in which that serious
incident occurred and shall take the appropriate follow-up action in accordance with
Article 89.

Where the manufacturer of the device concerned considers that the incident is not a
serious incident or is an expected undesirable side-effect, which will be covered by trend
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reporting in accordance with Article 88, it shall provide an explanatory statement. If the
competent authority does not agree with the conclusion of the explanatory statement, it
may require the manufacturer to provide a report in accordance with paragraphs 1 to 5 of
this Article and require it to ensure that appropriate follow-up action is taken in
accordance with Article 89.
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Article 88

Trend reporting
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Manufacturers shall report, by means of the electronic system referred to in Article 92, any
statistically significant increase in the frequency or severity of incidents that are not
serious incidents or that are expected undesirable side- effects that could have a significant
impact on the benefit-risk analysis referred to in Sections 1 and 8 of Annex I and which
have led or may lead to risks to the health or safety of patients, users or other persons that
are unacceptable when weighed against the intended benefits. The significant increase
shall be established in comparison to the foreseeable frequency or severity of such

incidents in respect of the device, or category or group of devices, in question during a
specific period as specified in the technical documentation and product information.

The manufacturer shall specify how to manage the incidents referred to in the first
subparagraph and the methodology used for determining any statistically significant
increase in the frequency or severity of such incidents, as well as the observation period,

in the post-market surveillance plan referred to in Article 84.
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The competent authorities may conduct their own assessments on the trend reports
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3.

referred to in paragraph 1 and require the manufacturer to adopt appropriate measures in
accordance with this Regulation in order to ensure the protection of public health and
patient safety. Each competent authority shall inform the Commission, the other
competent authorities and the notified body that issued the certificate, of the results of
such assessment and of the adoption of such measures.
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Analysis of serious incidents and field safety corrective actions
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Following the reporting of a serious incident pursuant to Article 87(1), the manufacturer
shall, without delay, perform the necessary investigations in relation to the serious incident
and the devices concerned. This shall include a risk assessment of the incident and field
safety corrective action taking into account criteria as referred to in paragraph 3 of this
Article as appropriate.
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The manufacturer shall co-operate with the competent authorities and where relevant with
the notified body concerned during the investigations referred to in the first subparagraph
and shall not perform any investigation which involves altering the device or a sample of
the batch concerned in a way which may affect any subsequent evaluation of the causes of
the incident, prior to informing the competent authorities of such action.
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Member States shall take the necessary steps to ensure that any information regarding a
serious incident that has occurred within their territory, or a field safety corrective action
that has been or is to be undertaken within their territory, and that is brought to their
knowledge in accordance with Article 87 is evaluated centrally at national level by their
competent authority, if possible together with the manufacturer, and, where relevant, the
notified body concerned.
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In the context of the evaluation referred to in paragraph 2, the competent authority shall
evaluate the risks arising from the reported serious incident and evaluate any related field safety
corrective actions, taking into account the protection of public health and criteria such as
causality, detectability and probability of recurrence of the problem, frequency of use of the
device, probability of occurrence of direct or indirect harm, the severity of that harm, the clinical
benefit of the device, intended and potential users, and population affected. The competent
authority shall also evaluate the adequacy of the field safety corrective action envisaged or
undertaken by the manufacturer and the need for, and kind of, any other corrective action, in

particular taking into account the principle of inherent safety contained in Annex 1.
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Upon request by the national competent authority, manufacturers shall provide all

documents necessary for the risk assessment.
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The competent authority shall monitor the manufacturer's investigation of a serious

incident. Where necessary, a competent authority may intervene in a manufacturer's

investigation or initiate an independent investigation.
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The manufacturer shall provide a final report to the competent authority setting out its
findings from the investigation by means of the electronic system referred to in Article 92.
The report shall set out conclusions and where relevant indicate corrective actions to be

taken.

6.  XTE 1Q®)FFE—TEITIREM, ™ HEF I 2N BRI Be S —Fh i
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In the case of devices referred to in the first subparagraph of Article 1(8) and where the
serious incident or field safety corrective action may be related to a substance which, if
used separately, would be considered to be a medicinal product, the evaluating competent
authority or the coordinating competent authority referred to in paragraph 9 of this Article
shall, inform the national competent authority or the EMA, depending on which issued the
scientific opinion on that substance under Article 52(9), of that serious incident or field

safety corrective action.

FEAERRIESE 1(6)5% (@) Wmaas oL, BLAATRE 5 M T4 = 88 i A\ ik 4l
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In the case of devices covered by this Regulation in accordance with point (g) of Article
1(6) and where the serious incident or field safety corrective action may be related to the
derivatives of tissues or cells of human origin utilised for the manufacture of the device,
and in the case of devices falling under this Regulation pursuant to Article 1(10), the
competent authority or the coordinating competent authority referred to in paragraph 9 of
this Article shall inform the competent authority for human tissues and cells that was
consulted by the notified body in accordance with Article 52(10).

7. ERRIEASKEE 3 BOdAT A, VRS B EHUMRGE S 92 KRR T RS, SLR]
R A T LA, )3 e BN R B B AR A 14T B, DUR R R P
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After carrying out the evaluation in accordance with paragraph 3 of this Article, the
evaluating competent authority shall, through the electronic system referred to in Article
92, inform, without delay, the other competent authorities of the corrective action taken or
envisaged by the manufacturer or required of it to minimise the risk of recurrence of the
serious incident, including information on the underlying events and the outcome of its

assessment.
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The manufacturer shall ensure that information about the field safety corrective action
taken is brought without delay to the attention of users of the device in question by means
of a field safety notice. The field safety notice shall be edited in an official Union
language or languages determined by the Member State in which the field safety
corrective action is taken. Except in cases of urgency, the content of the draft field safety
notice shall be submitted to the evaluating competent authority or, in the cases referred to
in paragraph 9, to the coordinating competent authority to allow it to make comments.
Unless duly justified by the situation of the individual Member State, the content of the
field safety notice shall be consistent in all Member States.

Bl 2 423 75 N R VR A IR Bl S48, JE 2 B35 A ¢ UDI A 2 A3 1Y) L=
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The field safety notice shall allow the correct identification of the device or devices
involved, in particular by including the relevant UDIs, and the correct identification, in
particular, by including the SRN, if already issued, of the manufacturer that has
undertaken the field safety corrective action. The field safety notice shall explain, in a
clear manner, without understating the level of risk, the reasons for the field safety
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corrective action with reference to the device malfunction and associated risks for patients,

users or other persons, and shall clearly indicate all the actions to be taken by users.
R REAESS 92 A T R A B % 48 1, IR ADTFIL.

The manufacturer shall enter the field safety notice in the electronic system referred to in

Article 92 through which that notice shall be accessible to the public.
FEPRI R Z 500, ELLN SO R 3 BT R TR -

The competent authorities shall actively participate in a procedure in order to coordinate
their assessments referred to in paragraph 3 in the following cases:

(@)  EAFAEREE ™ S AU RGO R A R — RS S R e 2
A8 b [ R A

where there is concern regarding a particular serious incident or cluster of serious
incidents relating to the same device or type of device of the same manufacturer in

more than one Member State;
(b) A& R 2 AN R E B 1 I % 4 A IE it R AE A )

where the appropriateness of a field safety corrective action that is proposed by a
manufacturer in more than one Member State is in question.
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That coordinated procedure shall cover the following:

— designation of a coordinating competent authority on a case by case basis, when
required;

— defining the coordinated assessment process, including the tasks and responsibilities of
the coordinating competent authority and the involvement of other competent authorities.

BRAEEEH S A TG 75 0B 8 32 LA LT T A ) 3 e 3 Atk 0 e 52 R
B

Unless otherwise agreed between the competent authorities, the coordinating competent
authority shall be the competent authority of the Member State in which the manufacturer
has its registered place of business

PR FE N N8 2 92 KT FTIR R T R G, EANHIERT . HAl AL IR
o2, AR NG ER .
The coordinating competent authority shall, through the electronic system referred to in

Article 92, inform the manufacturer, the other competent authorities and the Commission
that it has assumed the role of coordinating authority.

P B LA 98 5 A 0 oAl 2 ML O R DR3P A SE TR RN e 4, AR
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The designation of a coordinating competent authority shall not affect the rights of the
other competent authorities to perform their own assessment and to adopt measures in
accordance with this Regulation in order to ensure the protection of public health and
patient safety. The coordinating competent authority and the Commission shall be kept

informed of the outcome of any such assessment and the adoption of any such measures.
11, 2= o AE Uil 28 HUR AR 9 S 5 58 AT 55 I AT B RS

The Commission shall provide administrative support to the coordinating competent
authority in the accomplishment of its tasks under this Chapter.

90 #
B REAE
Article 90
Analysis of vigilance data
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The Commission shall, in collaboration with the Member States, put in place systems and
processes to actively monitor the data available in the electronic system referred to in Article 92,

in order to identify trends, patterns or signals in the data that may reveal new risks or safety

concerns.
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Where a previously unknown risk is identified or the frequency of an anticipated risk
significantly and adversely changes the benefit-risk determination, the competent authority or,
where appropriate, the coordinating competent authority shall inform the manufacturer, or where

applicable the authorised representative, which shall then take the necessary corrective actions.
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Article 91

Implementing acts
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The Commission may, by means of implementing acts, and after consultation of the MDCG,
adopt the detailed arrangements and procedural aspects necessary for the implementation of
Articles 85 to 90 and 92 as regards the following:

(a) the typology of serious incidents and field safety corrective actions in relation to specific

devices, or categories or groups of devices;

(b) the reporting of serious incidents and field safety corrective actions and field safety notices,
and the provision of periodic summary reports, post-market surveillance reports, PSURs and
trend reports by manufacturers as referred to in Articles 85, 86, 87, 88 and 89 respectively;

(c) standard structured forms for electronic and non-electronic reporting, including a minimum
data set for reporting of suspected serious incidents by healthcare professionals, users and

patients;

(d) timelines for the reporting of field safety corrective actions, and for the provision by
manufacturers of periodic summary reports and trend reports, taking into account the severity of

the incident to be reported as referred to in Article 87;

(e) harmonised forms for the exchange of information between competent authorities as referred
to in Article 89;

(f) procedures for the designation of a coordinating competent authority; the coordinated
evaluation process, including tasks and responsibilities of the coordinating competent authority

and involvement of other competent authorities in this process.

The implementing acts referred to in the first paragraph shall be adopted in accordance with the
examination procedure referred to in Article 114(3).

92 F
FXRERM EWERERETRE
Article 92
Electronic system on vigilance and on post-market surveillance
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The Commission shall, in collaboration with the Member States, set up and manage an
electronic system to collate and process the following information:

(a) the reports by manufacturers on serious incidents and field safety corrective actions
referred to in Article 87(1) and Article 89(5);

(b) the periodic summary reports by manufacturers referred to in Article 87(9);
(c) the reports by manufacturers on trends referred to in Article 88;

(d) the PSURSs referred to in Article 86;

(e) the field safety notices by manufacturers referred to in Article 89(8);

(f) the information to be exchanged between the competent authorities of the Member
States and between them and the Commission in accordance with Article 89(7) and (9).

That electronic system shall include relevant links to the UDI database.
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The information referred to in paragraph 1 of this Article shall be made available through
the electronic system to the competent authorities of the Member States and to the
Commission. The notified bodies shall also have access to that information to the extent
that it relates to devices for which they issued a certificate in accordance with Article 53.

3. ERHEMNHARET BAELWNEMANNE 1 Bh ik i 7 R G RAE 2 15
BURR -

The Commission shall ensure that healthcare professionals and the public have
appropriate levels of access to the electronic system referred to in paragraph 1.
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On the basis of arrangements between the Commission and competent authorities of third
countries or international organisations, the Commission may grant those competent
authorities or international organisations access to the electronic system referred to in
paragraph 1 at the appropriate level. Those arrangements shall be based on reciprocity and
make provision for confidentiality and data protection equivalent to those applicable in the

Union.

5. 87z (a) mPTHTIR A EHARR T BAE R E A 1 BUR AR T
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The reports on serious incidents referred to in point (a) of Article 87(1) shall be
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automatically transmitted, upon receipt, via the electronic system referred to in paragraph
1 of this Article, to the competent authority of the Member State in which the incident

occurred

6. 288 (1) ZKFTPTR I HR S MAEN B S I AL 1 Beh prid i il 7 R 4t E %
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The trend reports referred to in Article 88(1) shall be automatically transmitted upon
receipt via the electronic system referred to in paragraph 1 of this Article to the competent
authorities of the Member State in which the incidents occurred.
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The reports on field safety corrective actions referred to in point (b) of Article 87(1) shall
be automatically transmitted upon receipt via the electronic system referred to in

paragraph 1 of this Article to the competent authorities of the following Member States:

(a) the Member States in which the field safety corrective action is being or is to be
undertaken;

(b) the Member State in which the manufacturer has its registered place of business.
8. EB 8T(O)APT IR E WE A5 5 NAE W B JE I A 1 BUR iR KT RS A 3
(2 NI PN RER /IR AF
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The periodic summary reports referred to in Article 87(9) shall be automatically
transmitted upon receipt via the electronic system referred to in paragraph 1 of this Article
to the competent authority of:

(a) the Member State or Member States participating in the coordination procedure in
accordance with Article 89(9) and which have agreed on the periodic summary report;

(b) the Member State in which the manufacturer has its registered place of business.

9.  ARKHE 5 EH 8 BFTRIE B NAW R EEE AL | BRI T RS H %
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The information referred to in paragraphs 5 to 8 of this Article shall be automatically
transmitted, upon receipt, through the electronic system referred to in paragraph 1 of this
Article, to the notified body that issued the certificate for the device in question in
accordance with Article 56.

R
T g
SECTION 3

Market surveillance
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Article 93
Market surveillance activities
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The competent authorities shall perform appropriate checks on the conformity
characteristics and performance of devices including, where appropriate, a review of
documentation and physical or laboratory checks on the basis of adequate samples. The
competent authorities shall, in particular, take account of established principles regarding

risk assessment and risk management, vigilance data and complaints.
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The competent authorities shall draw up annual surveillance activity plans and allocate a
sufficient number of material and competent human resources in order to carry out those

activities taking into account the European market surveillance programme developed by

the MDCG pursuant to Article 105 and local circumstances.
3.0 NPUTER 1 BOBUEM XS5, EENI:
(@)  FIRERIEDRZ IS E F R AU R EE NS ST & RS ATE B IFEA TS
I B A 0T SR At A ) 0 IR i B G B A AR A
(b) SRR E R LA LA R A/ B LR R E 37 BT, 0 e M A s
TN BHATHEAAAERE AL .

In order to fulfil the obligations laid down in paragraph 1, the competent authorities:

(a) may require economic operators to, inter alia, make available the documentation and
information necessary for the purpose of carrying out the authorities' activities and, where
justified, to provide the necessary samples of devices or access to devices free of charge;

and

(b) shall carry out both announced and, if necessary, unannounced inspections of the
premises of economic operators, as well as suppliers and/or subcontractors, and, where

necessary, at the facilities of professional users.

4. EENUR R G ) TS B A R AE B A, RIS 100 SRATIA R T RS
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The competent authorities shall prepare an annual summary of the results of their

surveillance activities and make it accessible to other competent authorities by means of

the electronic system referred to in Article 100.

5. BEENN TR ASERER, AT, B AR R E DL AR T AR B AN AT
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The competent authorities may confiscate, destroy or otherwise render inoperable devices
that present an unacceptable risk or falsified devices where they deem it necessary to do
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so in the interests of the protection of public health.
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Following each inspection carried out for the purposes referred to in paragraph 1, the
competent authority shall draw up a report on the findings of the inspection that concern
compliance with the legal and technical requirements applicable under this Regulation.
The report shall set out any corrective actions needed.
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The competent authority which carried out the inspection shall communicate the content
of the report referred to in paragraph 6 of this Article to the economic operator that has
been the subject of the inspection. Before adopting the final report, the competent

authority shall give that economic operator the opportunity to submit comments. That final
inspection report shall be entered in the electronic system provided for in Article 100.
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The Member States shall review and assess the functioning of their market surveillance
activities. Such reviews and assessments shall be carried out at least every four years and
the results thereof shall be communicated to the other Member States and the Commission.

Each Member State shall make a summary of the results accessible to the public by means
of the electronic system referred to in Article 100.
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The competent authorities of the Member States shall coordinate their market surveillance
activities, cooperate with each other and share with each other and with the Commission

the results thereof, to provide for a harmonised and high level of market surveillance in all
Member States
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Where appropriate, the competent authorities of the Member States shall agree on
work-sharing, joint market surveillance activities and specialisation.

A I A DR B 24 SR 7 BT T A A R A L SR, X e R B T S S R
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Where more than one authority in a Member State is responsible for market surveillance

and external border controls, those authorities shall cooperate with each other, by sharing

information relevant to their role and functions.
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Where appropriate, the competent authorities of the Member States shall cooperate with
the competent authorities of third countries with a view to exchanging information and

technical support and promoting activities relating to market surveillance.

94 #
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Article 94

Evaluation of devices suspected of presenting an unacceptable risk or other
non-compliance
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Where the competent authorities of a Member State, based on data obtained by vigilance or

market surveillance activities or on other information, have reason to believe that a device:

(a) may present an unacceptable risk to the health or safety of patients, users or other
persons, or to other aspects of the protection of public health; or

(b) otherwise does not comply with the requirements laid down in this Regulation,

they shall carry out an evaluation of the device concerned covering all requirements laid
down in this Regulation relating to the risk presented by the device, or to any other
non-compliance of the device.

The relevant economic operators shall cooperate with the competent authorities.
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Where, having performed an evaluation pursuant to Article 94, the competent authorities
find that the device presents an unacceptable risk to the health or safety of patients, users
or other persons, or to other aspects of the protection of public health, they shall without

delay require the manufacturer of the devices concerned, its authorised representative and
all other relevant economic operators to take all appropriate and duly justified corrective
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action to bring the device into compliance with the requirements of this Regulation
relating to the risk presented by the device and, in a manner that is proportionate to the
nature of the risk, to restrict the making available of the device on the market, to subject
the making available of the device to specific requirements, to withdraw the device from
the market, or to recall it, within a reasonable period that is clearly defined and
communicated to the relevant economic operator.
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The competent authorities shall, without delay, notify the Commission, the other Member
States and, where a certificate has been issued in accordance with Article 56 for the device
concerned, the notified body that issued that certificate, of the results of the evaluation and
of the actions which they have required the economic operators to take, by means of the
electronic system referred to in Article 100.
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The economic operators as referred to in paragraph 1 shall, without delay, ensure that all
appropriate corrective action is taken throughout the Union in respect of all the devices
concerned that they have made available on the market.
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Where the economic operator as referred to in paragraph 1 does not take adequate
corrective action within the period referred to in paragraph 1, the competent authorities

shall take all appropriate measures to prohibit or restrict the making available of the
device on their national market, to withdraw the device from that market or to recall it.
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The competent authorities shall notify the Commission, the other Member States and the
notified body referred to in paragraph 2 of this Article, without delay, of those measures,
by means of the electronic system referred to in Article 100.
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The notification referred to in paragraph 4 shall include all available details, in particular
the data necessary for the identification and tracing of the non-compliant device, the origin
of the device, the nature of and the reasons for the non-compliance alleged and the risk

involved, the nature and duration of the national measures taken and the arguments put
forward by the relevant economic operator.
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Member States other than the Member State initiating the procedure shall, without delay,
inform the Commission and the other Member States, by means of the electronic system
referred to in Article 100, of any additional relevant information at their disposal relating
to the non-compliance of the device concerned and of any measures adopted by them in
relation to the device concerned.

In the event of disagreement with the notified national measure, they shall, without delay,
inform the Commission and the other Member States of their objections, by means of the
electronic system referred to in Article 100.
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Where, within two months of receipt of the notification referred to in paragraph 4, no

objection has been raised by either a Member State or the Commission in respect of any
measures taken by a Member State, those measures shall be deemed to be justified.

In that case, all Member States shall ensure that corresponding appropriate restrictive or
prohibitive measures, including withdrawing, recalling or limiting the availability of the
device on their national market, are taken without delay in respect of the device
concerned.

96 4%
TEBR 35 B P4k B X5 i R
Article 96

Procedure for evaluating national measures at Union level
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Where, within two months of receipt of the notification referred to in Article 95(4),
objections are raised by a Member State against a measure taken by another Member State,
or where the Commission considers the measure to be contrary to Union law, the
Commission shall, after consulting the competent authorities concerned and, where
necessary, the economic operators concerned, evaluate that national measure. On the basis
of the results of that evaluation, the Commission may decide, by means of implementing
acts, whether or not the national measure is justified. Those implementing acts shall be
adopted in accordance with the examination procedure referred to in Article 114(3).
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Where the Commission considers the national measure to be justified as referred to in
paragraph 1 of this Article, the second subparagraph of Article 95(7) shall apply. If the
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Commission considers the national measure to be unjustified, the Member State concerned
shall withdraw the measure.
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Where the Commission does not adopt a decision pursuant to paragraph 1 of this Article

within eight months of receipt of the notification referred to in Article 95(4), the national
measure shall be considered to be justified.
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Where a Member State or the Commission considers that the risk to health and safety
emanating from a device cannot be mitigated satisfactorily by means of measures taken by
the Member State or Member States concerned, the Commission, at the request of a
Member State or on its own initiative, may take, by means of implementing acts, the
necessary and duly justified measures to ensure the protection of health and safety,
including measures restricting or prohibiting the placing on the market and putting into
service of the device concerned. Those implementing acts shall be adopted in accordance
with the examination procedure referred to in Article 114(3).
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Article 97

Other non-compliance
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Where, having performed an evaluation pursuant to Article 94, the competent authorities
of a Member State find that a device does not comply with the requirements laid down in
this Regulation but does not present an unacceptable risk to the health or safety of patients,
users or other persons, or to other aspects of the protection of public health, they shall
require the relevant economic operator to bring the non-compliance concerned to an end

within a reasonable period that is clearly defined and communicated to the economic
operator and that is proportionate to the noncompliance.

2. WHAGTFBERAREARLE | BB IIIR WEIGZAFT G, A O B 03 B B &
I R D)3E A, PR AR 1R 1% i e T 3 B3, Bl ORI T 3 b 41 1] 5
S o 2 bt FE BOE A 100 2% T 1Y) L A 48 7 BV RN R B o AT A ple DA LI
fE it o

Where the economic operator does not bring the non-compliance to an end within the
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period referred to in paragraph 1 of this Article, the Member State concerned shall,
without delay, take all appropriate measures to restrict or prohibit the product being made
available on the market or to ensure that it is recalled or withdrawn from the market. That
Member State shall inform the Commission and the other Member States, without delay,
of those measures, by means of the electronic system referred to in Article 100.

3.0 ONFATRISTE A SFE, 22 it 2wl i S 40 R E H 32 A8 B SR BBCA) i 24 45 e A
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In order to ensure the uniform application of this Article, the Commission may, by means
of implementing acts, specify appropriate measures to be taken by competent authorities
to address given types of non-compliance. Those implementing acts shall be adopted in
accordance with the examination procedure referred to in Article 114(3).
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Article 98

Preventive health protection measures
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Where a Member State, after having performed an evaluation which indicates a potential
risk related to a device or a specific category or group of devices, considers that, in order
to protect the health and safety of patients, users or other persons or other aspects of
public health, the making available on the market or putting into service of a device or a
specific category or group of devices should be prohibited, restricted or made subject to
particular requirements or that such device or category or group of devices should be
withdrawn from the market or recalled, it may take any necessary and justified measures.
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The Member State referred to in paragraph 1 shall immediately notify the Commission

and all other Member States, giving the reasons for its decision, by means of the electronic
system referred to in Article 100.
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The Commission, in consultation with the MDCG and, where necessary, the economic
operators concerned, shall assess the national measures taken. The Commission may
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decide, by means of implementing acts, whether the national measures are justified or not.
In the absence of a Commission decision within six months of their notification, the
national measures shall be considered to be justified. Those implementing acts shall be
adopted in accordance with the examination procedure referred to in Article 114(3).
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Where the assessment referred to in paragraph 3 of this Article demonstrates that the
making available on the market or putting into service of a device, specific category or
group of devices should be prohibited, restricted or made subject to particular
requirements or that such device or category or group of devices should be withdrawn
from the market or recalled in all Member States in order to protect the health and safety
of patients, users or other persons or other aspects of public health, the Commission may
adopt implementing acts to take the necessary and duly justified measures. Those

implementing acts shall be adopted in accordance with the examination procedure referred
to in Article 114(3).
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Article 99
Good administrative practice
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Any measure adopted by the competent authorities of the Member States pursuant to
Articles 95 to 98 shall state the exact grounds on which it is based. Where such a measure
is addressed to a specific economic operator, the competent authority shall notify without
delay the economic operator concerned of that measure, and shall at the same time inform
that economic operator of the remedies available under the law or the administrative

practice of the Member State concerned and of the time limits to which such remedies are
subject. Where the measure is of general applicability, it shall be appropriately published.
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Except in cases where immediate action is necessary for reasons of unacceptable risk to
human health or safety, the economic operator concerned shall be given the opportunity to

make submissions to the competent authority within an appropriate period of time that is
clearly defined before any measure is adopted.
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Where action has been taken without the economic operator having had the opportunity to
make submissions as referred to in the first subparagraph, it shall be given the opportunity
to make submissions as soon as possible and the action taken shall be reviewed promptly
thereafter.
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Any measure adopted shall be immediately withdrawn or amended upon the economic

operator's demonstrating that it has taken effective corrective action and that the device is
in compliance with the requirements of this Regulation.
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Where a measure adopted pursuant to Articles 95 to 98 concerns a device for which a
notified body has been involved in the conformity assessment, the competent authorities

shall by means of the electronic system referred to in Article 100 inform the relevant
notified body and the authority responsible for the notified body of the measure taken.
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Article 100
Electronic system on market surveillance
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The Commission, in collaboration with the Member States, shall set up and manage an electronic
system to collate and process the following information:
a) summaries of the results of the surveillance activities referred to in Article 93(4);
(b) the final inspection report referred to in Article 93(7);

(c) information in relation to devices presenting an unacceptable risk to health and safety
as referred to in Article 95(2), (4) and (6);

(d) information in relation to non-compliance of products as referred to in Article 97(2);

(e) information in relation to the preventive health protection measures referred to in
Article 98(2);

(f) summaries of the results of the reviews and assessments of the market surveillance
activities of the Member States referred to in 93(8).
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The information referred to in paragraph 1 of this Article shall be immediately transmitted
through the electronic system to all competent authorities concerned and, where applicable,
to the notified body that issued a certificate in accordance with Article 56 for the device
concerned and be accessible to the Member States and to the Commission.

30 ST AN R 2 I T i 5 A TR, R 2 [ A B i B
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Information exchanged between Member States shall not be made public where to do so
might impair market surveillance activities and co-operation between Member States.
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CHAPTER VIII
COOPERATION BETWEEN MEMBER STATES, MEDICAL DEVICE COORDINATION
GROUP, EXPERT LABORATORIES, EXPERT PANELS AND DEVICE REGISTERS

101 #
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Article 101
Competent authorities
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The Member States shall designate the competent authority or authorities responsible for the
implementation of this Regulation. They shall entrust their authorities with the powers, resources,
equipment and knowledge necessary for the proper performance of their tasks pursuant to this
Regulation. The Member States shall communicate the names and contact details of the
competent authorities to the Commission which shall publish a list of competent authorities.

#1102 4%
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Article 102

Cooperation
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The competent authorities of the Member States shall cooperate with each other and with
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the Commission. The Commission shall provide for the organisation of exchanges of
information necessary to enable this Regulation to be applied uniformly.
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Member States shall, with the support of the Commission, participate, where appropriate,

in initiatives developed at international level with the aim of ensuring cooperation
between regulatory authorities in the field of medical devices.
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Article 103
Medical Device Coordination Group
L FRESIBRT S /NH (MDCG) .
A Medical Device Coordination Group (‘MDCG’) is hereby established.
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Each Member State shall appoint to the MDCG, for a three-year term which may be
renewed, one member and one alternate each with expertise in the field of medical devices,
and one member and one alternate with expertise in the field of in vitro diagnostic medical
devices. A Member State may choose to appoint only one member and one alternate, each
with expertise in both fields.

The members of the MDCG shall be chosen for their competence and experience in the
field of medical devices and in vitro diagnostic medical devices. They shall represent the
competent authorities of the Member States. The names and affiliation of members shall
be made public by the Commission.

The alternates shall represent and vote for the members in their absence
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The MDCG shall meet at regular intervals and, where the situation requires, upon request
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by the Commission or a Member State. The meetings shall be attended either by the
members appointed for their role and expertise in the field of medical devices, or by the
members appointed for their expertise in the field of in vitro diagnostic medical devices,
or by the members appointed for their expertise in both fields, or their alternates, as
appropriate.
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The MDCG shall use its best endeavours to reach consensus. If such consensus cannot be
reached, the MDCG shall decide by a majority of its members. Members with diverging
positions may request that their positions and the grounds on which they are based be
recorded in the MDCG's position.
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The MDCG shall be chaired by a representative of the Commission. The chair shall not
take part in votes of the MDCG.
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The MDCG may invite, on a case-by-case basis, experts and other third parties to attend
meetings or provide written contributions.
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The MDCG may establish standing or temporary sub-groups. Where appropriate,
organisations representing the interests of the medical device industry, healthcare
professionals, laboratories, patients and consumers at Union level shall be invited to such

sub-groups in the capacity of observers.
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The MDCG shall establish its rules of procedure which shall, in particular, lay down
procedures for the following:

— the adoption of opinions or recommendations or other positions, including in

cases of urgency;
— the delegation of tasks to reporting and co-reporting members;
— the implementation of Article 107 regarding conflict of interests;
— the functioning of sub-groups.
9. MDCG MHATA 2017/746 SIEHE 105 2 MIEH 99 2 HUE RS
The MDCG shall have the tasks laid down in Article 105 of this Regulation and Article
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99 of Regulation (EU) 2017/746.
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Article
104 Support by the Commission
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The Commission shall support the functioning of the cooperation between national competent
authorities. It shall, in particular, provide for the organisation of exchanges of experience
between the competent authorities and provide technical, scientific and logistic support to the

MDCG and its sub-groups. It shall organise the meetings of the MDCG and its sub-groups,
participate in those meetings and ensure the appropriate follow-up.
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Article 105
Tasks of the MDCG
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Under this Regulation, the MDCG shall have the following tasks:

(a) to contribute to the assessment of applicant conformity assessment bodies and notified
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bodies pursuant to the provisions set out in Chapter I'V;

(b) to advise the Commission, at its request, in matters concerning the coordination group
of notified bodies as established pursuant to Article 49;

(c) to contribute to the development of guidance aimed at ensuring effective and
harmonised implementation of this Regulation, in particular regarding the designation and
monitoring of notified bodies, application of the general safety and performance
requirements and conduct of clinical evaluations and investigations by manufacturers,

assessment by notified bodies and vigilance activities;

(d) to contribute to the continuous monitoring of technical progress and assessment of
whether the general safety and performance requirements laid down in this Regulation and
Regulation (EU) 2017/746 are adequate to ensure safety and performance of devices, and
thereby contribute to identifying whether there is a need to amend Annex I to this
Regulation;

(e) to contribute to the development of device standards, of CS and of scientific guidelines,
including product specific guidelines, on clinical investigation of certain devices in
particular implantable devices and class III devices;

(f) to assist the competent authorities of the Member States in their coordination activities
in particular in the fields of classification and the determination of the regulatory status of
devices, clinical investigations, vigilance and market surveillance including the
development and maintenance of a framework for a European market surveillance
programme with the objective of achieving efficiency and harmonisation of market

surveillance in the Union, in accordance with Article 93;

(g) to provide advice, either on its own initiative or at request of the Commission, in the
assessment of any issue related to the implementation of this Regulation;

(h) to contribute to harmonised administrative practice with regard to devices in the
Member States.
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Article 106
Provision of scientific, technical and clinical opinions and advice
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The Commission shall, by means of implementing acts and in consultation with the
MDCG, make provision for expert panels to be designated for the assessment of the
clinical evaluation in relevant medical fields as referred to in paragraph 9 of this Article
and to provide views in accordance with Article 48(6) of Regulation (EU) 2017/746 on the
performance evaluation of certain in vitro diagnostic medical devices and, where

necessary, for categories or groups of devices, or for specific hazards relating to categories
or groups of devices, observing the principles of highest scientific competence,
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impartiality, independence and transparency. The same principles shall apply where the
Commission decides to appoint expert laboratories in accordance with paragraph 7 of this
Article.
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Expert panels and expert laboratories may be designated in areas where the Commission,
in consultation with the MDCG, has identified a need for the provision of consistent
scientific, technical and/or clinical advice or laboratory expertise in relation to the

implementation of this Regulation. Expert panels and expert laboratories may be
appointed on a standing or temporary basis.
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Expert panels shall consist of advisors appointed by the Commission on the basis of up-to-date

clinical, scientific or technical expertise in the field and with a geographical distribution that

reflects the diversity of scientific and clinical approaches in the Union. The Commission shall

determine the number of members of each panel in accordance with the requisite needs.

The members of expert panels shall perform their tasks with impartiality and objectivity. They

shall neither seek nor take instructions from notified bodies or manufacturers. Each member shall

draw up a declaration of interests, which shall be made publicly available.

The Commission shall establish systems and procedures to actively manage and prevent potential

conflicts of interest.
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Expert panels shall take into account relevant information provided by stakeholders

including patients' organisations and healthcare professionals when preparing their
scientific opinions.
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The Commission, following consultation with the MDCG, may appoint advisors to expert

DIl

panels following publication in the Official Journal of the European Union and on the
Commission website following a call for expressions of interest. Depending on the type of
task and the need for specific expertise, advisors may be appointed to the expert panels for

a maximum period of three years and their appointment may be renewed.
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The Commission, following consultation with the MDCG, may include advisors on a
central list of available experts who, whilst not being formally appointed to a panel, are
available to provide advice and to support the work of the expert panel as needed. That
list shall be published on the Commission website.
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The Commission may, by means of implementing acts and following consultation with the
MDCQG, designate expert laboratories, on the basis of their expertise in:

— physico-chemical characterisation, or

— microbiological, biocompatibility, mechanical, electrical, electronic or non-clinical

biological and toxicological testing of specific devices, categories or groups of devices.

The Commission shall only designate expert laboratories for which a Member State or the
Joint Research Centre has submitted an application for designation.
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Expert laboratories shall satisfy the following criteria:

(a) have adequate and appropriately qualified staff with adequate knowledge and
experience in the field of the devices for which they are designated;

(b) possess the necessary equipment to carry out the tasks assigned to them;
(c) have the necessary knowledge of international standards and best practices;
(d) have an appropriate administrative organisation and structure;

(e) ensure that their staff observe the confidentiality of information and data obtained in
carrying out their tasks.
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Expert panels appointed for clinical evaluation in relevant medical fields shall fulfil the tasks
provided for in Article 54(1) and Article 61(2) and Section 5.1 of Annex IX or Section 6 of
Annex X, as applicable.
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Expert panels and expert laboratories may have the following tasks, depending on the

requisite needs:

(2)
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to provide scientific, technical and clinical assistance to the Commission and the MDCG

in relation to the implementation of this Regulation;

(b)

©
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to contribute to the development and maintenance of appropriate guidance and CS
for:

— clinical investigations,

— clinical evaluation and PMCEF,

— performance studies,

— performance evaluation and post-market performance follow-up,
— physico-chemical characterisation, and

— microbiological, biocompatibility, mechanical, electrical, electronic or

non-clinical toxicological testing

for specific devices, or a category or group of devices, or for specific hazards
related to a category or group of devices
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to develop and review clinical evaluation guidance and performance evaluation
guidance for performance of conformity assessment in line with the state of the art
with regard to clinical evaluation, performance evaluation, physico-chemical

characterisation, and microbiological, biocompatibility, mechanical, electrical,

electronic or nonclinical toxicological testing;
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to contribute to the development of standards at international level, ensuring that
such standards reflect the state of the art;
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11.

12.

13.

to provide opinions in response to consultations by manufacturers in accordance
with Article 61(2), notified bodies and Member States in accordance with
paragraphs 11 to 13 of this Article.
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to contribute to identification of concerns and emerging issues on the safety and
performance of medical devices;

(g) IRIERTHREEMARIMS TR IT 23 E RE PEAL 1 2017/746 S VA HLES 48 (4) k42t
AT

to provide views in accordance with Article 48(4) of Regulation (EU) 2017/746 on

the performance evaluation of certain in vitro diagnostic medical devices.

T A2 LA HE PG BB 2 35 BLRA A0 ) 365 7o R A9 AR 0% e SO/ N LR & R S i = 4R I 1Y
UL, JEHAE R T EAT & VE VA5 I8 2 B S A Rn v, 5 2 5 T Im PR PP A T 75 1) i
PREGE LS T W B 2R AR DL R A 2 AR . HUBG B P AR I
PREEH 225

The Commission, shall facilitate the access of Member States and notified bodies and
manufacturers to advice provided by expert panels and expert laboratories concerning,
inter alia, the criteria for an appropriate data set for assessment of the conformity of a
device, in particular with regard to the clinical data required for clinical evaluation, with
regard to physico-chemical characterisation, and with regard to microbiological,

biocompatibility, mechanical, electrical, electronic and non-clinical toxicological testing.

RIS O BOR I HAL AL, 50N R 53 SR Hefie K55 KAk Bt iR . 58
B IR, M 5NN i H K 22 Bop sk, JF B R LN P ik 73 03 37 [
ST

AR B AAIRIEA K 9 A1 11 Bk i iR 22 AR i fR5 8 215 109 2511
RETER . NAES MDCG & ZJ5 AAEE 10 Br (o) s TR iIE AR AN 767 -

When adopting its scientific opinion in accordance with paragraph 9, the members of the
expert panels shall use their best endeavours to reach consensus. If consensus cannot be
reached, the expert panels shall decide by a majority of their members, and the scientific
opinion shall mention the divergent positions and the grounds on which they are based.

The Commission shall publish the scientific opinion and advice delivered in accordance
with paragraphs 9 and 11 of this Article, ensuring consideration of aspects of
confidentiality as set out in Article 109. The clinical evaluation guidance referred to in
point (¢) of paragraph 10 shall be published following consultation with the MDCG.

23 5 4 N L SR 38 T R 2 75 LA 1) 5 SR/ RN R SR S 3 AR A A I S AT 2R
TEH FE R T SEIAE I . AR 2 4R ORA . SCRR GBI AT AR Wi 2 PA S a0 2552 30
BHUNHABWS SR EART, N 53 238 i i 20 ) KR 9 P RUBE A 45 44 DA K
AW RS (R RSN 2854 o IF ERIARHE 56 114 (3) 25 il (1 o 20 A% 3 a i S it 4 )
The Commission may require manufacturers and notified bodies to pay fees for the advice

provided by expert panels and expert laboratories. The structure and the level of fees as
well as the scale and structure of recoverable costs shall be adopted by the Commission by
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14.

15.

means of implementing acts, taking into account the objectives of the adequate
implementation of this Regulation, protection of health and safety, support of innovation
and cost-effectiveness and the necessity to achieve active participation in the expert panels.
Those implementing acts shall be adopted in accordance with the examination procedure
referred to in Article 114(3).

P HRAC K B8 13 BRI AR A58 LA 45 23 DR 2 1 9 FH 2 DA BH 1) 7 sk e, 9F L2 T
PEALIR S5 A, FEEMR BT IX 55 5.1 35 (o) A (T35 2003/361/EC 5 & WL AT
SESCHIFAL ., N B B AL R R RS D RS A I PR VP & AR (B L R, RLUR
DR

The fees payable to the Commission in accordance with the procedure under paragraph 13
of this Article shall be set in a transparent manner and on the basis of the costs for the
services provided. The fees payable shall be reduced in the case of a clinical evaluation
consultation procedure initiated in accordance with point (c) of Section 5.1 of Annex IX
involving a manufacturer who is a micro, small or medium-sized enterprise within the
meaning of Recommendation 2003/361/EC.

WAL 115 5%, BRSPABCKHRBUINES, BITAKE 10 Bh k& x4
L 58 5200 % AT 55 .
The Commission is empowered to adopt delegated acts in accordance with Article 115 to

amend the tasks of expert panels and expert laboratories referred to in paragraph 10 of this
Article.

#1107 F
Fl 28 1R
Article 107
Conflict of interests

MDCG [R5t a3 /N B 52/ IN S R SR 526 5 1 A R AN A9 E B2 T 2 A T Ik L
A AT BE S M A IE R A 9% B Ad R i o G AR T HE T M 25 0 HL AT R O X
Irdt. FLNE AT HA] REAE BT S MAT ML B AT AR AT B R R 2, JF HLAE AR
AR AR, TEF A . MAEZR AW EAFR AR KEMENEH TS
5 MDCG 73 /INH R 2 A 9% HAA ALK
Members of the MDCG, its sub-groups, and members of expert panels and expert
laboratories shall not have financial or other interests in the medical device industry which
could affect their impartiality. They shall undertake to act in the public interest and in an
independent manner. They shall declare any direct or indirect interests they may have in
the medical device industry and update that declaration whenever a relevant change occurs.
The declaration of interests shall be made publicly available on the Commission website.
This Article shall not apply to the representatives of stakeholder organisations
participating in the sub-groups of the MDCG.
H1 MDCG PLiZ 5 ) 5 g 1) SR H At 575 =05 2 5 A e AT EAE (7] R 5 300 o (R A fr]
Hl# o

Experts and other third parties invited by the MDCG on a case-by-case basis shall declare
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any interests they may have in the issue in question.

108 5%

A ORLE AL A B PR
Article 108
Device registers and databanks

SRS RIS 5 [ 7 A B — 1038 22 i e R il A ST R S SR B SRR B L R AN P, e i
FE U A6 7T B ARG IAE S o LIRS C RN EI e 2 AT Bl T 8 K ) e e PR DL R Pk g, B

B ATRE N AR AT I8 P BT AT SRR A A A AL DA
The Commission and the Member States shall take all appropriate measures to encourage the
establishment of registers and databanks for specific types of devices setting common principles
to collect comparable information. Such registers and databanks shall contribute to the

independent evaluation of the long-term safety and performance of devices, or the traceability of
implantable devices, or all of such characteristics.

BIXE

L. BRRY . BERIERALT
CHAPTER IX
CONFIDENTIALITY, DATA PROTECTION, FUNDING AND PENALTIES

109
L
Article 109
Confidentiality
L BRAEARER S ERE, B A5 E I AR e, ml, BraE
ARVEH I P53 N AE JEAT AT 55 B 30 S A5 BB SR A AR B R, DURSBA R 2
(@) A 110 280E N N
(b)  HARANBGENPE AR B, SRR RS A LR 5 4%
RS

(¢)  AEMIIARIAT, FalRUAE., HESHEZNE.

Unless otherwise provided for in this Regulation and without prejudice to existing national
provisions and practices in the Member States on confidentiality, all parties involved in
the application of this Regulation shall respect the confidentiality of information and data
obtained in carrying out their tasks in order to protect the following:

(a) personal data, in accordance with Article 110;

(b) commercially confidential information and trade secrets of a natural or legal person,
including intellectual property rights; unless disclosure is in the public interest;

(c) the effective implementation of this Regulation, in particular for the purpose of
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inspections, investigations or audits.

2. AW 1 BOHUEMREILT, REENGSEERE, AEHEE L8P 2 E.
TENM G G2 BT RERE KRG B .
Without prejudice to paragraph 1, information exchanged on a confidential basis between

competent authorities and between competent authorities and the Commission shall not be
disclosed without the prior agreement of the originating authority.

3.0 B2 BRI B R B HUR RS S AU AN B A5 B A% 4k T 1)
BURIRN LS5, AW AR A SR AUE BT RN S 3055

3. Paragraphs 1 and 2 shall not affect the rights and obligations of the Commission,
Member States and notified bodies with regard to exchange of information and the
dissemination of warnings, nor the obligations of the persons concerned to provide

information under criminal law.
4. T A AR B [ AT 5 28T XU BY 22 3 AR 2 B I 38 = 5 IR B LA AZ L B

The Commission and Member States may exchange confidential information with
regulatory authorities of third countries with which they have concluded bilateral or

multilateral confidentiality arrangements.

F 110 #
HHE Ry
Article 110
Data protection
Lo R ERGE 2 95/46/EC SR, MRAEAL MM E 78 5 51 FH N AR BEAS N EE

Member States shall apply Directive 95/46/EC to the processing of personal data carried
out in the Member States pursuant to this Regulation.

2. %5 BC 45/2001 5yEMUN IE F T 23 03 2 4% WAV IR AT I AN N804 b 2t

Regulation (EC) No 45/2001 shall apply to the processing of personal data carried out by
the Commission pursuant to this Regulation.

ENNE S
64
Article 111
Levying of fees
L HRAATFEY, BEET A BRI, AR A 47565 B 5% 1 5 A 2 0B L E 5 3h

FIAEYACER) 2%

This Regulation shall be without prejudice to the possibility for Member States to levy
fees for the activities set out in this Regulation, provided that the level of the fees is set in

a transparent manner and on the basis of cost-recovery principles.

2. JHOE E BLAE SR AN B R AR B KT AT A = A A B RN L s AR s . B
LRGP RLAZ SR A TT
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Member States shall inform the Commission and the other Member States at least three
months before the structure and level of fees is to be adopted. The structure and level of fees
shall be made publicly available on request.

F 112 #
18 A S YA BIEES K B &
Article 112
Funding of activities related to designation and monitoring of notified bodies

SERE VA IE 0 S B N 2R 03 2 A o 2 DA I3 e S it 4 DU R T [ AT e A ) B
9 0 G5 e DA K A 06 EE R SR ) o A2 SR 114(3) 2% rhidk e B o A IR SH it iod 3 6 S it
e
The costs associated with joint assessment activities shall be covered by the Commission. The
Commission shall, by means of implementing acts, lay down the scale and structure of

recoverable costs and other necessary implementing rules. Those implementing acts shall be
adopted in accordance with the examination procedure referred to in Article 114(3).

I3
Pibil
Article 113
Penalties
18 7 B L 1) 1 3 T3 S AR VE I E TR LI AR TR, T SR — D) B, IR IX
SO E PR St o RO R T N A R @ AN B AR . R 5 R AE 2020 4 2 ) 25 H
AR G2 2R I 8 N 22 D 2 R e AR T, ELS NP I RN, DA AR g e Ae] 5 SRAEAT .

The Member States shall lay down the rules on penalties applicable for infringement of the
provisions of this Regulation and shall take all measures necessary to ensure that they are
implemented. The penalties provided for shall be effective, proportionate, and dissuasive. The
Member States shall notify the Commission of those rules and of those measures by 25 February
2020 and shall notify it, without delay, of any subsequent amendment affecting them.

BXE

REKK
CHAPTER X FINAL PROVISIONS

H 114 #
BREBF
Article 114

Committee procedure

1 TRENHEST SRR ST . ZR A2 N 182/2011 S rfaZ
DA

The Commission shall be assisted by a Committee on Medical Devices. That Committee shall be
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a committee within the meaning of Regulation (EU) No 182/2011.

2.

FZB NG HSHZ R, N EH RS 182/2011 SyEEE 4 2% .

Where reference is made to this paragraph, Article 4 of Regulation (EU) No 182/2011
shall apply.

BN SIS H BRI ROE A RKEE S 182/2011 SIAMIEE 5 % .
HRAAREZEN, WZE A BN 55, HNE R 182/2011 5
TR SR =T B

Where reference is made to this paragraph, Article 5 of Regulation (EU) No 182/2011
shall apply.

Where the committee delivers no opinion, the Commission shall not adopt the draft
implementing act and the third subparagraph of Article 5(4) of Regulation (EU) No
182/2011 shall apply.

SR, A FEE R 2R 182/2011 Sy eE 8 25 K58 4 5 5 46 (W& HY)

Where reference is made to this paragraph, Article 8 of Regulation (EU) No 182/2011, in
conjunction with Article 4 or 5 thereof, as appropriate, shall apply.

H 115 #
B
Article 115

Exercise of the delegation
IRYEAZCFIE, TR AL

The power to adopt delegated acts is conferred on the Commission subject to the
conditions laid down in this Article.

B 1(5)~ 3+ 10(4)~ 18(3)~ 19(4)~ 27(10)+ 44(11)~ 52(5)~ 56(6)~ 61(8)~ 70(8)F1 106(15)
TR RIZAAT AL B 2017 4 5 7 25 Hilg# 7Z& 02, HA RN 5 4.
TR NAE 5 FAAROPEHATE D 9 DA IRBUTEE — k& . BRI
J7SE KA [ R HIRR - B AR RPN I 2> B B o o 78 5 I PR 45 AT =S H SO 2R A8 it
The power to adopt delegated acts referred to in Articles 1(5), 3, 10(4), 18(3), 19(4),
27(10), 44(11), 52(5), 56(6), 61(8), 70(8) and 106(15) shall be conferred on the
Commission for a period of five years from 25 May 2017. The Commission shall draw up
a report in respect of the delegation of power not later than nine months before the end of
the five-year period. The delegation of power shall be tacitly extended for periods of an
identical duration, unless the European Parliament or the Council opposes such extension
not later than three months before the end of each period

B 1(5)~ 3+ 10(4)~ 18(3)~ 19(4)~ 27(10)~ 44(11)~ 52(5)~ 56(6)~ 61(8)- 70(8)F1 106(15)
25T IR BAUR] H W A 2 B B e I B o SRS D BORE 2 1B R R SE B AL
JIH T o FLARRCH WAL 2 BR B 7 O T R R RS B LR O E [ — A i 4k
HI. et A R S 880 AT AT R o

The delegation of power referred to in Articles 1(5), 3, 10(4), 18(3), 19(4), 27(10), 44(11),
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52(5), 56(6), 61(8), 70(8) and 106(15) may be revoked at any time by the European
Parliament or by the Council. A decision to revoke shall put an end to the delegation of the
power specified in that decision. It shall take effect the day following the publication of
the decision in the Official Journal of the European Union or at a later date specified
therein. It shall not affect the validity of any delegated acts already in force.

4. CREBIRBUTNZHT, 224 RRHE SEESEN T 2016 4F 4 H 13 HARER (LK
[ C) BT E B SN, ¥ 10 25 Bl 5 R4 5 1 5 5K
Before adopting a delegated act, the Commission shall consult experts designated by each

Member State in accordance with the principles laid down in the Interinstitutional
Agreement of 13 April 2016 on Better Law-Making

5. ERMEAUERZ)E, &AXNFEINIERMKHLMEE .

As soon as it adopts a delegated act, the Commission shall notify it simultaneously to the
European Parliament and to the Council.

6. IR 1(5)~ 3+ 10(4). 18(3)~ 19(4). 27(10). 44(11). 52(5)~ 56(6) 61(8)~ 70(8)
A 106(15) 2% 8 3 (AL R R A 7E R & B S AR B E = E s e = A W
RZETR IR, B A T FR Y336 1 WO 130 2 AR = 2 #0082 01 2 3o H AN RO
I 7 AT AR BRI B P 2 AT E B I IR I =N .

A delegated act adopted pursuant to Articles 1(5), 3, 10(4), 18(3), 19(4), 27(10), 44(11),
52(5), 56(6), 61(8), 70(8) and 106(15) shall enter into force only if no objection has been
expressed either by the European Parliament or by the Council within a period of three
months of notification of that act to the European Parliament and the Council or if, before
the expiry of that period, the European Parliament and the Council have both informed the
Commission that they will not object. That period shall be extended by three months at the

initiative of the European Parliament or of the Council.

E 116 #
A A B BTN
Article

116 Separate delegated acts for different delegated powers

72 3 BRI AR T FAF TR R R AR R 3R ABUAT A -

The Commission shall adopt a separate delegated act in respect of each power delegated to it
pursuant to this Regulation.

F 17
% 2001/83/EC 5HL4BITR
Article 117
Amendment to Directive 2001/83/EC

TE2 2001/83/EC S48 MM T v, 25 3.2 550 12 A # AL N2
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“O(12) FARIEERINL A FEFE 2 2017/746 SRR 1 (8) 44 —FEEEE 1(9)4H —

B PR ICARSE RS, W B VAT R RN AR (R RD SRR A S I PR A
FR) &35 TR DA S 3 7 ) EC A5 1 75 B B0 i HUAS) R AT A SRAIE P 0 2 ) v AP 5
)22 A PE AR RE — MCEER,  DUE SO VR HI3% R CE R VR B 21 BT & L

LR EACIEAEE — T B IR R & A 45 3, JF BA 0 T 88 G 2 Al D
RS PEVEAG, R 2017/745 SUEMTE LGNS, TE B N ZKR HFHE A
R AR 1) A 85 0 2 TR 3k FEVE AR 58 ) 2 i LR A AT R R 53 1 A SR B 22 A e AN
RE—MREOR IR G, s EmA S REE L.

In Annex I to Directive 2001/83/EC, point 12 of Section 3.2. is replaced by the following:

‘(12) Where, in accordance with the second subparagraph of Article 1(8) or the second
subparagraph of Article 1(9) of Regulation (EU) 2017/745 of the European Parliament and
of the Council (*), a product is governed by this Directive, the marketing authorisation
dossier shall include, where available, the results of the assessment of the conformity of
the device part with the relevant general safety and performance requirements set out in
Annex I to that Regulation contained in the manufacturer's EU declaration of conformity
or the relevant certificate issued by a notified body allowing the manufacturer to affix a

CE marking to the medical device.

If the dossier does not include the results of the conformity assessment referred to in the
first subparagraph and where for the conformity assessment of the device, if used
separately, the involvement of a notified body is required in accordance with Regulation
(EU) 2017/745, the authority shall require the applicant to provide an opinion on the
conformity of the device part with the relevant general safety and performance
requirements set out in Annex I to that Regulation issued by a notified body designated in
accordance with that Regulation for the type of device in question.

*RRH B MR Z 51 =1 2017 4F 4 7 5 BRI KT BT 25 58 2017/746 S7AML, 21T 15 2001/83/EC
B4 5 178/2002 SIEMAIE 1223/2009 SEML, JFEFR 13425 90/385/EEC 514 MI%HE 93/42/EEC
5454 (0JL117,5.5.2017,p. 1), ”

(*) Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on medical devices,
amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and Regulation (EC) No 1223/2009 and
repealing Council Directives 90/385/EEC and 93/42/EEC (OJ L 117, 5.5.2017, p. 1).”.

F 118 #
BRZE R 5E 178/2002 SEMBIT R
Article 118
Amendment to Regulation (EC) No 178/2002

TEZ 178/2002 SiEMLERE 2 2558 =T BU, WL R & B

“« (1)

MR £ A 2255 2017/745 S E I EES7 28 (%)

In the third paragraph of Article 2 of Regulation (EC) No 178/2002, the following point is added:

‘(i) medical devices within the meaning of Regulation (EU) 2017/745 of the European

Parliament and of the Council (¥).
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(%)2017 4 4 A 5 HERPI AR Z 03 22 5 T BT RIS 2017/745 S350, 18T 156 2001/83/EC 54
25 178/2002 SiEMANEE 1223/2009 SiE#, IR B 7 HLEH 258 90/385/EEC ‘5 M2 93/42/EEC 5154 (0J L
117,5.5.2017,p. 1)o ”

(*) Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on medical devices,

amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and Regulation (EC) No 1223/2009 and
repealing Council Directives 90/385/EEC and 93/42/EEC (OJ L 117, 5.5.2017, p. 1)..

119 K
FRINZR £ 58 1223/2009 SEHEIT R
Article 119

Amendment to Regulation (EC) No 1223/2009

FE5 1223/2009 5 (EC) ¥EMLSS 2 26, @A T % B

“4.  ZOI AL IR B G E B0IE R B FATE, SR 0 B A E e 7 i B i 4L
AL T L2577 b 7o SCYE T o I N AR 5 32(2) 2% FITad 1 M 8 A R FH X e 45 it

In Article 2 of Regulation (EC) No 1223/2009, the following paragraph is added:

‘4, The Commission may, at the request of a Member State or on its own initiative, adopt the

necessary measures to determine whether or not a specific product or group of products
falls within the definition ‘cosmetic product’ . Those measures shall be adopted in

accordance with the regulatory procedure referred to in Article 32(2).” .

120 #
Article 120
Transitional provisions
L. H20204 5 H 26 Hilg, AEHLMRYEE 90/385/EEC Ml 93/42/EEC 5154 K A AT
fr] 388 K R K

From 26 May 2020, any publication of a notification in respect of a notified body in
accordance with Directives 90/385/EEC and 93/42/EEC shall become void.

2. {E2017 4E 5 H 25 HATIRHEEE 90/385/EEC 1 93/42/EEC 5484t A 5 WU R AT HIIE
FRRFFATRL BEIEBFRIIRET A, Bk 1RGSR 90/385/EEC 5154 M 5% 4 57
55 93/42/BEC SR M=% IV AUA AJIEFS (HLNIT 2022 £ 5 247 HAZHRAO
H 2017 4 5 /3 25 HEMRHE S 90/385/EEC #1 93/42/EEC 5484 B A & UM R AT HE
BNRFFAR BRI PR PIRAR, WHAUR H A BN AR T
BT 2024 5 5 7 27 HR .
Certificates issued by notified bodies in accordance with Directives 90/385/EEC and
93/42/EEC prior to 25 May 2017 shall remain valid until the end of the period indicated
on the certificate, except for certificates issued in accordance with Annex 4 to Directive

90/385/EEC or Annex IV to Directive 93/42/EEC which shall become void at the latest on
27 May 2022.
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Certificates issued by notified bodies in accordance with Directives 90/385/EEC and
93/42/EEC from 25 May 2017 shall remain valid until the end of the period indicated on
the certificate, which shall not exceed five years from its issuance. They shall however
become void at the latest on 27 May 2024.

3. NFRGRAFINE 5 4Me, JB T4 93/42 / BEC MLEM 1 28880, HAFAMES 2

£ 2020 £F 5 1 26 H 2Rl 5E 1, I HAREAE B XHZ S AT AT & PR 7
FHERENMN S, s HA WYL 90/385/EEC 5484 858 93/42/EEC 54k 41
R UL B A2 55 2 BUIE A RIS 1853 AT B 080T 3 BN F EL 21 2024 46 5
26 H, AR H 2020 £ 5 7 26 HEIRESWIE TR P E—2%, Hiit
AT H FJCE R HAZEMCT Eh e e . fmipliE. B, afftsgnmm
st BB T F RN 3 P T X B4R 4 P A LR
FEAFEIAZE IV BRI SRS 1 BB LT, MUK S — 7 BOIR e 15 B 2 5 AL b 4k 45
PITN 5 HAUE SO ¢ 10 T A 1 ER AT M I
By way of derogation from Article 5 of this Regulation, a device which is a class I device
pursuant to Directive 93/42/EEC for which the declaration of conformity was drawn up
prior to 26 May 2020 and for which the conformity assessment procedure pursuant to this
Regulation requires the involvement of a notified body, or which has a certificate that was
issued in accordance with Directive 90/385/EEC or Directive 93/42/EEC and that is valid
by virtue of paragraph 2 of this Article, may be placed on the market or put into service
until 26 May 2024, provided that from 26 May 2020 it continuesto comply with either of
those Directives, and provided there are no significant changes in the design and intended
purpose. However, the requirements of this Regulation relating to post-market surveillance,
market surveillance, vigilance, registration of economic operators and of devices shall
apply in place of the corresponding requirements in those Directives.
Without prejudice to Chapter IV and paragraph 1 of this Article, the notified body that
issued the certificate referred to in the first subparagraph shall continue to be responsible
for the appropriate surveillance in respect of all of the applicable requirements relating to
the devices it has certified.

4. HHEES 90/385/EEC SR 4 M5 93/42/EEC SHRATE 2022 45 5 7 26 H i A= B8 1

B, DR AR 3 B 2020 46 5 ) 26 FAR UM 0 SR, T kaE
Yy BIRBEERNAEH], EE 2025 455 H 26 H.
Devices lawfully placed on the market pursuant to Directives 90/385/EEC and 93/42/EEC
prior to 26 May 2020, and devices placed on the market from 26 May 2020 pursuant to
paragraph 3 of this Article, may continue to be made available on the market or put into
service until 26 May 2025.

5. JEILEEYER 90/385/EEC Al 93/42/EEC SR M5 3\, AL SR L 2020 4

5 H 26 HAEGEI8H 7
By way of derogation from Directives 90/385/EEC and 93/42/EEC, devices which comply
with this Regulation may be placed on the market prior to 26 May 2020.
6. HILHF 45 90/385/EEC Al 93/42/EEC ‘51541975 3\, AI{E 2020 4 5 H 26 H iR € Jf
HRAF A IZIE AT S A B . RIS AR IR 2 IR @ R A S ALK, FT4E 2020
5 26 HAT, SRAIIE RFAVE VPG AR 1 FEAR TR e 2 R E
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10.

11.

By way of derogation from Directives 90/385/EEC and 93/42/EEC, conformity assessment
bodies which comply with this Regulation may be designated and notified prior to 26 May
2020. Notified bodies which are designated and notified in accordance with this Regulation
may carry out the conformity assessment procedures laid down in this Regulation and issue
certificates in accordance with this Regulation prior to 26 May 2020.

XTI T 5 54 FME RN S, %5 5 BINIEM, AT CRIRWG R
MDCG. &Z5/hH.

7. As regards devices subject to the consultation procedure laid down in Article 54,
paragraph 5 of this Article shall apply provided that the necessary appointments to the
MDCG and expert panels have been made.

73 ARAE 55 90/385/EEC S 154 (115 10a 2K BLEE 93/42/EEC SHH4 M 14(HAT (2) 5%
DAK 53 IR 55 90/385/EEC 548455 10b (1) 45 (a) sMIE 93/42/EEC 5484
% l4a (1) K5 (@) A (b) i, BLK, 200HRHE 90/385/EEC 5145 11 (5) KBk
FHRAE 93/42/BEC SHR4 % 16 (5) 4, LML 2010/227/EU 5 R IME, EL#
55 90/385/EEC SHRA M4 10a A58 10b (1) %45 (a) S 11 % (5) fbLK
5 93/42/EEC SHRAHIEE 14()A1 (2) F15 14a (1) KI5 (a) M (b) miFIZE 16
2 (5) /i, £E55 123 (3) 2% (d) siIrid HHIAN 18 A S5 AR A (LU & 9D
FFEAEIIEE 29 (4) 56 (5) ZKMHIERT . SRR BE DRI A S HLA R
NAF A R OE B R

By way of derogation from Article 10a, point (a) of Article 10b(1) and Article 11(5) of
Directive 90/385/EEC and Article 14(1) and (2), points (a) and (b) of Article 14a(1) and
Article 16(5) of Directive 93/42/EEC, manufacturers, authorised representatives, importers
and notified bodies which, during the period starting on the later of the dates referred to in
point (d) of Article 123(3) and ending 18 months later, comply with Articles 29(4), 31(1)
and 56(5) of this Regulation shall be considered to comply with the laws and regulations
adopted by Member States in accordance with, respectively, Article 10a of Directive
90/385/EEC or Article 14(1) and (2) of Directive 93/42/EEC, with, respectively, point (a) of
Article 10b(1) of Directive 90/385/EEC or points (a) and (b) of Article 14a(1) of Directive
93/42/EEC and with, respectively, Article 11(5) of Directive 90/385/EEC or Article 16(5) of
Directive 93/42/EEC, as specified in Decision 2010/227/EU.

3 % [ E A HLA AR 55 90/385/EEC 5154 56 9(9) 4K B 93/42/EEC SR 4L 5 11(13)7 1)
PERUAE ST B YIBR P9 32 48 824 2

Authorisations granted by the competent authorities of the Member States in accordance
with Article 9(9) of Directive 90/385/EEC or Article 11(13) of Directive 93/42/EEC shall
keep the validity indicated in the authorisation.

AR 16)% (@) 1, fEAMEMUEE Y EL7E 2020 46 5 26 F i M R 04 24
T 2 VBT 0 35 N P 0 580 T 4k 8 3535 7 393 B 7 56 R PR A
Devices falling within the scope of this Regulation in accordance with point (g) of Article
1(6) which have been legally placed on the market or put into service in accordance with
the rules in force in the Member States prior to 26 May 2020 may continue to be placed on
the market and put into service in the Member States concerned.

ML 90/385/EEC 51545 10 24558 93/42/EEC S4R4 55 15 %7E 2020 45 5 H 26
H AT ST a7 1 I PR 7T T 4 SR EAT . 1HH 2020 4 5 F 26 Hig, RARHE AL B
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AT PR AN (R AR A R 4

Clinical investigations which have started to be conducted in accordance with Article 10 of
Directive 90/385/EEC or Article 15 of Directive 93/42/EEC prior to 26 May 2020 may
continue to be conducted. As of 26 May 2020, however, the reporting of serious adverse
events and device deficiencies shall be carried out in accordance with this Regulation.

12, fEZRRASHRIEEE 27(2) %47 € K AT 944HT, GS1. HIBCC Ml ICCBBA R AR E I
RAT A
Until the Commission has designated, pursuant to Article 27(2), issuing entities, GS1,
HIBCC and ICCBBA shall be considered to be designated issuing entities.

F 121 F
PRAH
Article 121
Evaluation
FE2027 £ 5 1 27 HZ AT, &AM AEIAIN A, I st seBlE L H b 8k e i e vF
iy, A0HE S AVE R 7 B B PRl . RIESE 27 5%, ATFIZE R (@R A L
FLRE A B I UDL X A7 fifs (R 28 AT 18 3
By 27 May 2027, the Commission shall assess the application of this Regulation and produce an
evaluation report on the progress towards achievement of the objectives contained herein
including an assessment of the resources required to implement this Regulation. Special attention

shall be given to the traceability of medical devices through the storage, pursuant to Article 27,
of the UDI by economic operators, health institutions and health professionals.

122 #
R B
Article 122
Repeal
FEAFEIAIEINE 120 (3) M1 (4D ZHE LA S AEASTE M 13 53 R A0 A 3 7 ) 2 7 L 55 7 T
DA R i) 3 7o A2 4 SO AR DT T CSS IIAE G R, B 2020 4E 5 T 26 HilR, RBRELE S
90/385/EEC #1 93/42/EEC 5454, BIAM&HL N
Without prejudice to Articles 120(3) and (4) of this Regulation, and without prejudice to the
obligations of the Member States and manufacturers as regards vigilance and to the obligations
of manufacturers as regards the making available of documentation, under Directives
90/385/EEC and 93/42/EEC, those Directives are repealed with effect from 26 May 2020, with
the exception of:
- FEARVERLER 123(3)5 (d) /IR I P AS H 2 )5 CLABIE (9 HED , IR R 2R 90/385/EEC
IR 8 % B 10 2%, H 10b (1) ZKAIH (b) Al (o) xiv #5 10b (2) ZAN
55 10b (3D 2k, DLSAH LB 3x o B 5 58 AONT I PRATE 7247 5 19 3L 55
— Articles 8 and 10, points (b) and (c) of Article 10b(1), Article 10b(2) and Article 10b(3)

of Directive 90/385/EEC, and the obligations relating to vigilance and clinical
investigations provided for in the corresponding Annexes, which are repealed with effect
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from the later of the dates referred to in point (d) of Article 123(3) of this Regulation;

- HAERLS 1233)% (d) miZEPTR A HII A H e 18 MR, JRERSS
90/385/EEC ‘T 1545 10a 26 AI%E 10b(1)7% (a) WUALER 11 % (5) i, MUKtk

MNAETE IS E N 2R 0 55 RO L B 5 o 08 7 FRIE e

— Article 10a, point (a) of Article 10b(1) and Article 11(5) of Directive 90/385/EEC, and
the obligations relating toregistration of devices and economic operators, and to certificate
notifications, provided for in the corresponding Annexes, which are repealed with effect
from 18 months after the later of the dates referred to in point (d) of Article 123(3) of this
Regulation;

- FATERLER 123(3)% () s TR P H I Z 5 COURBE I A , JRBR S 93/42/EEC
FHAE 10 % H Ma(DZBOMA) AL B 14aQ2)% H 14a3)%LUE 15 % H
55 97(2) 2R M 97(3)(ba)sk, LA AH BB 5 H L E 5 8 ORI PRATF FE A7 5 1) 3L 55
— Article 10, points (c¢) and (d) of Article 14a(1), Article 14a(2), Article 14a(3) and
Article 15 of Directive 93/42/EEC, and the obligations relating to vigilance and clinical
investigations provided for in the corresponding Annexes, which are repealed with effect
from the later of the dates referred to in point (d) of Article 123(3) of this Regulation; and

- SRS 123(3)/* (d) FARPTIR A B P B H A 18 S AEE, KRS
93/42/EEC 51845 14()AIQ)FE A 14a(1)5c F @) M(Db) S LA E 16 (5) %, P
5 SN A TF 188 RN 5% 8 US55 B N2 B sr A R E R IE 15 38 R0
Article 14(1) and (2), points (a) and (b) of Article 14a(1) and Article 16(5) of Directive
93/42/EEC, and the obligations relating to registration of devices and economic operators,
and to certificate notifications, provided for in the corresponding Annexes, which are

repealed with effect from 18 months after the later of the dates referred to in point (d) of
Article 123(3) of this Regulation.

RTAEIE 120 (3) 1 (4) KR, F—BdRrEASMgLEH, HE 2025
5 H 26 HiEH TIXELBRTENE .

As regards the devices referred to in Article 120 (3) and (4) of this Regulation, the Directives
referred to in the first paragraph shall continue to apply until 27 May 2025 to the extent
necessary for the application of those paragraphs.

REFE-BHE, 5 207/2012 SIEMMEE 722/2012 SEMUIAER, JR9k80E M, Bk
I E B2 T MR AR A T 10 S e 240 0 P o
Notwithstanding the first paragraph, Regulations (EU) No 207/2012 and (EU) No 722/2012 shall

remain in force and continue to apply unless and until repealed by implementing acts adopted by
the Commission pursuant to this Regulation.

LA I R (4R 2 BRAR R AVE R 5L, JE R IRAGE R 3¢ XVIT i€ HnS E &g 2t
7B
References to the repealed Directives shall be understood as references to this Regulation and

shall be read in accordance with the correlation table laid down in Annex XVII to this
Regulation.

23 4%
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SR E
Article 123

Entry into force and date of application

Lo ATHINAE CWCERE T AR AR 20 KA.

This Regulation shall enter into force on the twentieth day following that of its publication
in the Official Journal of the European Union.

2. H2020 %5 H 26 HilEH
It shall apply from 26 May 2020.

LR 2 BUWGE

By way of derogation from paragraph 2:

(a)

(b)

(©

(d)

535 25 50 4 H 2017 4F 11 A 26 HRIEH] - HA, 7 2020 4= 5 H 26 HAT,
MRAEER 35 22 50 2 FE P A2 1~ 5 LR L35 RAGE FH T AR 55 38 ZR4RACH
HRINLR s AER

a) Articles 35 to 50 shall apply from 26 November 2017. However, from that date
until 26 May 2020, the obligations on notified bodies pursuant to Articles 35 to 50

shall apply only to those bodies which submit an application for designation in
accordance with Article 38;

55101 ZR155 103 25 2017 4F 11 7 26 HAZEH] .

(b) Articles 101 and 103 shall apply from 26 November 2017;
5102 2 H 2018 5 5 A 26 HiiE M

(c) Article 102 shall apply from 26 May 2018;

FEARTEMZR A2 R 55 34 25K USSR 0L, AR RS 34 (1) (b
THRIIS Jo A BT A1 790, Eudamed 7E 2020 4 5 J 26 H, 5 Eudamed 5%
LSS AERNVIE T35 34 (3) skPridi@RIE AT HEANDSHJERH . &
AT ik R RLE

without prejudice to the obligations on the Commission pursuant to Article 34,
where, due to circumstances that could not reasonably have been foreseen when
drafting the plan referred to in Article 34(1), Eudamed is not fully functional on 26
May 2020, the obligations and requirements that relate to Eudamed shall apply from
the date corresponding to six months after the date of publication of the notice
referred to in Article 34(3). The provisions referred to in the preceding sentence are:
= /5‘:% 29 %7
= /5‘:% 31 % ’
= /5‘:% 32 %7
- 3345,
- B A0Q)FKE B

- 5 42(10)%,
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5 43(2)%,

5 A44(12)% B T B

55 46(7) 2% () AI(d) 11

% 53(2)%

5 54(3)%,

570 & 77 %,

I8 K 1 B 13K,

579 % 82 %,

% 86(2)%

5 87 1 88 %%,

5 89(5)M(7)7k LA K5 89(8) 5K = 1B,

%90 %,

% 93(4). (7)FI(8)%%,

5 95(2)M(4) %,

91 JE B

%99 (4)%,

% 12003) 5 — T BB A,

— Article 29,

— Article 31,

— Article 32,

— Article 33(4),

— the second sentence of Article 40(2),

— Atrticle 42(10),

— Article 43(2),

— the second subparagraph of Article 44(12),

— points (d) and (e) of Article 46(7),

— Article 53(2),

— Article 54(3),

— Article 55(1),

— Articles 70 to 77,

— paragraphs 1 to 13 of Article 78,
— Articles 79 to 82,

— Article 86(2),

— Articles 87 and 88,

5.5.2017
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(e)

®

e

(h)

(M)
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— Article 89(5) and (7), and the third subparagraph of Article 89(8),
— Article 90,

— Article 93(4), (7) and (8),

— Article 95(2) and (4),

— the last sentence of Article 97(2),

— Article 99(4),

— the second sentence of the first subparagraph of Article 120(3).

fE Budamed 4> THZFE 2 A, 25 90/385/EEC 5454 % 93/42/EEC 548 4 (¥ H .
FE A Ak T AT A U8 — BOR T8 BB P UE Y X 55, B8,
Tl R T AR A I PRI T o SR 225542 8 7 (00 v DA B UE 538 A1 45 R
Until Eudamed is fully functional, the corresponding provisions of Directives
90/385/EEC and 93/42/EEC shall continue to apply for the purpose of meeting the
obligations laid down in the provisions listed in the first paragraph of this point
regarding exchange of information including, and in particular, information regarding
vigilance reporting, clinical investigations, registration of devices and economic
operators, and certificate notifications.

55 20(4) RS 56(5)% KN H S () mifrid HIE 18 A Jai&

Article 29(4) and Article 56(5) shall apply from 18 months after the later of the dates

referred to in point (d);

X T ARG ORI SRA8 0, 28 27(4) 26N H 2021 £ 5 H 26 HilgiEH . X1 Ila

A IIb EERM 55 27(4) 2N H 2023 4 5 H 26 HEEH . 0T 1 K8, 5 27(4)

FNH 2025 45 26 HiZEH

for implantable devices and for class III devices Article 27(4) shall apply from 26 May

2021. For class Ila and class IIb devices Article 27(4) shall apply from 26 May 2023.
For class I devices Article 27(4) shall apply from 26 May 2025;

X AE AR B AT UDL ZA I T SR A2, 58 27(4) 26 BT 1% s JIE A R
Tl o BV () U 22 R 1 48 5 38 5

for reusable devices that shall bear the UDI carrier on the device itself, Article 27(4)
shall apply from two years after the date referred to in point (f) of this paragraph for the
respective class of devices in that point;

78 SAHERFEMNE 2027 45 7 26 HEEH, BARIE 78 (14)

The procedure set out in Article 78 shall apply from 26 May 2027, without prejudice to
Article 78(14);

55 120(12)%6 M H 2019 4£ 5 H 26 Hi@E A .
(1) Article 120(12) shall apply from 26 May 2019.

KRB PR BALR S, FFEEEH T A R .
This Regulation shall be binding in its entirety and directly applicable in all Member States.
T 201745 HER ..o
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Done at Strasbourg, 5 April 2017.
WK IR =
For the European Parliament
K
The President
A. TAJANI

1. BORG

5.5.2017

BHL

For the Council
K

The President
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ANNEXES
I i ] 2 A S Tk R E R
General safety and performance requirements
1 HoRSCA

Technical documentation

111 bR R E R S

Technical documentation on post-market surveillance

v EU £ 45 1 75 W]
EU declaration of conformity

\% CE £ & PR
CE marking of conformity

VI WAL 29(4)M 31 K HLAZMNEM ML T IS ERIE B, WA 28 A1 29 K h sy
UDI #fs /% (1% 0 Fdl st 3R 5 UDI-DI, Al UDI R4t

Articles 29(4) and 31; core data elements to be provided to the UDI database together
with the UDI-DI in accordance with Articles 28 and 29;and the UDI system

VII N5 HUR 75 9 A2 1B SR

Requirements to be met by notified bodies

VI 5325t

Classification rules

IX BT R AR R AT S RS AR ST VA
Conformity assessment based on a quality management system and assessment of the

technical documentation

X TR T S PE VR

Conformity assessment based on type examination

XU ST A PRI 2

Conformity assessment based on product conformity verification

XII 2 B 25 % BAIE 15
Certificates issued by a notified body

X1 EHIEIFRE T

Procedure for custom-made devices

XIV IR VFO AT L T e i R R R

Clinical evaluation and post-market clinical follow-up

XV I PRAE FC

Clinical investigations
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List of groups of products without an intended medical purpose referred to in Article 1(2)
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Correlation table
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B 1
ANNEX [

BHZEE5MHEER
GENERAL SAFETY AND PERFORMANCE REQUIREMENTS

BIE
CHAPTER 1

HHER
GENERAL REQUIREMENTS

Lo S WRONEI AL s e UYIPE RS, EL 38 B B v A i i 7 Ak HL A D A T 26 A T aE
T & SN 2 AR, HARGX B B m AR AR 52 4 8 i % (B
NG, WERD R M RGE RS, EiR KRR @ A 2 W F, &%
A B P 2 52 U b5 L0 BB B2 e AR LG, AR R B T A, RN B RSB S
HATEARIKT
Devices shall achieve the performance intended by their manufacturer and shall be
designed and manufactured in such a way that, during normal conditions of use, they are
suitable for their intended purpose. They shall be safe and effective and shall not
compromise the clinical condition or the safety of patients, or the safety and health of
users or, where applicable, other persons, provided that any risks which may be associated
with their use constitute acceptable risks when weighed against the benefits to the patient
and are compatible with a high level of protection of health and safety, taking into account
the generally acknowledged state of the art.

2. SR s b R AT BE R XURS: SR A5 AT 1 B AR R B [ B AS 2 0F 52 2 XURS: B 7= A AN
HIFZ o
The requirement in this Annex to reduce risks as far as possible means the reduction of

risks as far as possible without adversely affecting the benefit-risk ratio.

3. HNERSIENL, SO, CSRNGES XS B AR R .
Manufacturers shall establish, implement, document and maintain a risk management

system.

DR A RS B O B o A R A i S I B B O AR, /€ WIBET R .
TEHEAT AR B BRI, i) 36 P 1«

Risk management shall be understood as a continuous iterative process throughout the
entire lifecycle of a device, requiring regular systematic updating. In carrying out risk

management manufacturers shall:

(@)  EEILERSEHI I RS BRI I A
establish and document a risk management plan for each device;
(b)  PURIAI M S5 BEAS AR 5C B O RIRT AT L A S s
identify and analyse the known and foreseeable hazards associated with each

device;
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(¢)  AGTANVEAN L5 THIAE FH A 5% (0 UG DA R T BT A BT P4 6 P 5 458 B R 2 1R R
I ;
estimate and evaluate the risks associated with, and occurring during, the intended

use and during reasonably foreseeable misuse;

(d)  ARHEEE 4 75 H9 B R VH B medz 1 (o) s T adk fR 3 8 XU 5
eliminate or control the risks referred to in point (c) in accordance with the
requirements of Section 4;

(e) VA B BefE B IsEm, AR R A LT R B AR R I fa R S R AR,
i B R S PRI« KU 225 LR T 352 4
evaluate the impact of information from the production phase and, in particular,
from the post-market surveillance system, on hazards and the frequency of
occurrence thereof, on estimates of their associated risks, as well as on the overall

risk, benefit-risk ratio and risk acceptability; and

(O R ) AITRAE BT, B ARYE R 4 1 B RAS s I i
based on the evaluation of the impact of the information referred to in point (e), if

necessary amend control measures in line with the requirements of Section 4

1) 325 7S Al 85 o ) A2 TR ) 3 o SR BB PR DX 328 8 Bt 8L 5 22 A SR, 0% RE 3 24 i
HIBEARIK o JBRAR RS, )3 e MO RS HEAT 5 2R, o 2% S 6 A 5% 1D 3 A XUz
SR A XRS5 1 2 P2 2V LA o AR R B B0 B TR T SIS G R AR R b
st VR

Risk control measures adopted by manufacturers for the design and manufacture of the
devices shall conform to safety principles, taking account of the generally acknowledged
state of the art. To reduce risks, Manufacturers shall manage risks so that the residual risk
associated with each hazard as well as the overall residual risk is judged acceptable. In
selecting the most appropriate solutions, manufacturers shall, in the following order of
priority:

(a) I 2 A A BETE AT i AT AE T BR R XU

eliminate or reduce risks as far as possible through safe design and manufacture;

(b) WEMH, KEUELEP R, S R R R S () ;o H
where appropriate, take adequate protection measures, including alarms if

necessary, in relation to risks that cannot be eliminated; and

(c) R AE R CER/F /AR , JEAEE 100N Ml 2 4 45 .
provide information for safety (warnings/precautions/contra-indications) and,

where appropriate, training to users.

i3 T K BT A ) A S 75 SRS P

Manufacturers shall inform users of any residual risks.

FE B sl B TR AN AR DR KBS, ) 3 7 -

In eliminating or reducing risks related to use error, the manufacturer shall:

(@) SR AT HE R AR R AN AR TR SR e R LSO P A B P o R KBS (A
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HRaemkit) , H

reduce as far as possible the risks related to the ergonomic features of the device
and the environment in which the device is intended to be used (design for patient
safety), and

(b)  EPWEREIR. K%, BEH. BRI, DR BUE A BT R B
At Chni& D BvE SR B AER L ol B s A A F 2 i it .
give consideration to the technical knowledge, experience, education, training and
use environment, where applicable, and the medical and physical conditions of
intended users (design for lay, professional, disabled or other users).

6. WS B IR A A A AR R X A U IR AT M A IR IR (R R
PRI FH 391 PR P9 23 B 5 1 A BE AN 0 S8 . A A N B (& D g
JiE B 22 4 3 AN R R o
The characteristics and performance of a device shall not be adversely affected to such a
degree that the health or safety of the patient or the user and, where applicable, of other
persons are compromised during the lifetime of the device, as indicated by the
manufacturer, when the device is subjected to the stresses which can occur during normal
conditions of use and has been properly maintained in accordance with the manufacturer's

instructions.

7. ARBREIRCTE a2 A DR A AR R ] 3 R AR A A U AN SR AT A e A £ A
6] Chvi FEAR L RIBEAN ), AN 2 a8 BCAE U P S0 8] P P AN A B3 B AN 52
M o
Devices shall be designed, manufactured and packaged in such a way that their
characteristics and performance during their intended use are not adversely affected during
transport and storage, for example, through fluctuations of temperature and humidity,

taking account of the instructions and information provided by the manufacturer.

8. SIEWMEISAE T S I BE 0 BB R/ B AR 2 A, BT 2 AT
AL B RIS B AT AR AN B SR M1 N7 i /N A 42 1 E P43 52 Y L Y
All known and foreseeable risks, and any undesirable side-effects, shall be minimised and
be acceptable when weighed against the evaluated benefits to the patient and/or user

arising from the achieved performance of the device during normal conditions of use.

9. XFTAEMZ XVI TSI, #GE R AR SE I T RST B A8, BIE T RLE S
1 HAEE 8 TS B8 T 22 A R, BIETUI 26 A Tt 1 T0U0) H Ay A ) @ At s 2%
BRAN H AT AT X2 B3 B AN B A 5 7 i Ao P A 5 (R die KT # 32 XURs:, I AF & i KT
DRI N 5 10 22 4 A R T ) o
For the devices referred to in Annex XVI, the general safety requirements set out in
Sections 1 and 8 shall be understood to mean that the device, when used under the
conditions and for the purposes intended, does not present a risk at all or presents a risk
that is no more than the maximum acceptable risk related to the product's use which is
consistent with a high level of protection for the safety and health of persons.
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10.1.

10.2.
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|
CHAPTER II

B RIFIE AR B R

REQUIREMENTS REGARDING DESIGN AND MANUFACTURE

et B 2R

Chemical, physical and biological properties

I BT A I 2 B ORAT & 5 1 B R MR E AT RE R . BRR A R

Devices shall be designed and manufactured in such a way as to ensure that the

characteristics and performance requirements referred to in Chapter I are fulfilled.

Particular attention shall be paid to:

(@)

(b)

(©

(d)

(©

8]

()

(h)

IR BT a3, Rl R A S R Clnsd D
the choice of materials and substances used, particularly as regards toxicity and,

where relevant, flammability;

IR RN 5T S5 E Y 2R, A S A B RO A 2 RS RSSO H 1Y
WG, BRI RERN A TR AN

the compatibility between the materials and substances used and biological tissues,
cells and body fluids, taking account of the intended purpose of the device and,

where relevant, absorption, distribution, metabolism and excretion;

H 22 A FTREL N T AP 2L RS0 85 B ) A ] 98 41 22 ] ) R 2 12
the compatibility between the different parts of a device which consists of more
than one implantable part;

REREXT AR BE 5
the impact of processes on material properties;
WEH], AR BB AT 7T 4 2R S W A R

where appropriate, the results of biophysical or modelling research the validity of
which has been demonstrated beforehand;

ERIARLONUERE, QiG] SOBRIE NGRS . IEREVE . FUWTARE L TR B 1k AN
MRS 577 96 P4 55 [ 7L

the mechanical properties of the materials used, reflecting, where appropriate,
matters such as strength, ductility, fracture resistance, wear resistance and fatigue

resistance;

KIEERE: H

surface properties; and

BADNAZ 85 BB A A AT R A2 A S A/ B ) B K

the confirmation that the device meets any defined chemical and/or physical

specifications.

ST G A 2R R AT B R AT e AT B ke B I R K, R
JE B ISP AR UL R 2 5 st fbAr AN B2 BT A7 R 28 R 1 IX



5.5.2017 | EN WK B 7 AR L117/223

10.3.

10.4.

10.4.1

15 YRR B ) (R 2 2R DL B 2 B I ) 5 500%

Devices shall be designed, manufactured and packaged in such a way as to minimise the
risk posed by contaminants and residues to patients, taking account of the intended
purpose of the device, and to the persons involved in the transport, storage and use of the
devices. Particular attention shall be paid to tissues exposed to those contaminants and
residues and to the duration and frequency of exposure.

S M BT AN 3 N REAE W] 2 i SAPRAI ) B (BRI e, HAET
RIS, REERRA I 2 S ARl A SR PRTUN N TR B R 2, IR
X 6 I 2457 it P 2% R PR D) FG e v o) 3 N2 A8 L e 8 5 R 5% 1 B 2477 i R
B 247 it A0 s A ) A BE AR AR AT 4% A 3 R R U g 15 BAORFr

Devices shall be designed and manufactured in such a way that they can be used safely
with the materials and substances, including gases, with which they enter into contact
during their intended use; if the devices are intended to administer medicinal products
they shall be designed and manufactured in such a way as to be compatible with the
medicinal products concerned in accordance with the provisions and restrictions
governing those medicinal products and that the performance of both the medicinal
products and of the devices is maintained in accordance with their respective indications

and intended use.

Pl

Substances

A ) BE T A i

Design and manufacture of devices

AP e T AN 3 SR TT RE AR ) R ERURE CRLIE IS R A A B
) 3 B R, T 2R o BORURE FT RE H AR A

Devices shall be designed and manufactured in such a way as to reduce as far as
possible the risks posed by substances or particles, including wear debris, degradation
products and processing residues, that may be released from the device.

o B HL T A A P R
Devices, or those parts thereof or those materials used therein that:

- HARNYE, 5 ANEE A,

- are invasive and come into direct contact with the human body,

- NN (CEE) Wiky). s (B , 5
- (re)administer medicines, body liquids or other substances, including gases,
to/from the body, or

- ERENEAE R A NE (EED k2. s (B8
- transport or store such medicines, body fluids or substances, including gases, to
be (re)administered to the body,

FEARYEERE 10.4.2 AT R EERS, NAVEEIRE ST 0.1%EEE (ww) BELTY)
Jii:

shall only contain the following substances in a concentration that is above 0,1 %
weight by weight (w/w) where justified pursuant to Section 10.4.2:
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(@

(b)
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1A 80 1B KA EUE . BURASAEESMECCMR) MG, AR5 RS2 A e
HLH 1272/2008 BEFU VMR VI 3 #S RN, 5K

substances which are carcinogenic, mutagenic or toxic to reproduction (‘CMR”),
of category 1A or 1B, in accordance with Part 3 of Annex VI to Regulation (EC)
No 1272/2008 of the European Parliament and of the Council M or

A BFEAUEYEE B AT A0 N S e B ™ B RS e ) B A N 20 T R )
S5, AR EOMI 2 B 223 1907/2006 SiEMPH 59 Z e LR R,
B # Zs LSIRAR R I S L S 22 58 528/2012 BEMOE 5 (3) BB
WA HRAGESRE, RIEAEIRE b5 A B 5 1 e R
substances having endocrine-disrupting properties for which there is scientific
evidence of probable serious effects to human health and which are identified
either in accordance with the procedure set out in Article 59 of Regulation (EC)
No 1907/2006 of the European Parliament and of the Council® or, once a
delegated act has been adopted by the Commission pursuant to the first
subparagraph of Article 5(3) of Regulation (EU) No 528/2012 of the European
Parliament and the Council(3), in accordance with the criteria that are relevant to
human health amongst the criteria established therein.

K TAEAE CMR RSP A FHRM OB, 1S MK S 7577 € ) et

Justification regarding the presence of CMR and/or endocrine-disrupting substances.
The justification for the presence of such substances shall be based upon:

(a)

(b)

(©

XA B B 3 R iR T 5 T R LT A A T

an analysis and estimation of potential patient or user exposure to the substance;

XFATRER B AT MR BT EAT B9 0 H . (RERTHIR) ELFE A AL
W, FATPRR TS . MR R R SRR B WEEE, DA X H
A it AT FH 1R 23 A

an analysis of possible alternative substances, materials or designs, including,
where available, information about independent research, peer-reviewed studies,
scientific opinions from relevant scientific committees and an analysis of the
availability of such alternatives;

WAE ] BE A/ B A (i) BT (il 47) AE T
Yefpr= i DIRE S PEREAN 52 - DR LU R R 5 B4 2 8 T 6 g Al 1) T P
@SR ILEIRST, BRI T, SO AR A 5 52 B
SR o A/ EAA R ) B R AR IR T

O BRI 2 AL 2T 2008 4E 12 A 16 HBR KX TWR ARSI A RASE 15 1272/2008 5 ik
L, BT FIE R ES 67/548/EEC 5454 R 1999/45/EC 5484, JHEIT T 5 1907/2006 55K (OJ L 353,
31.12.2008,p. 1) »

Regulation (EC) No 1272/2008 of the European Parliament and of the Council of 16 December 2008 on

classification, labelling and packaging of substances and mixtures, amending and repealing Directives
67/548/EEC and 1999/45/EC, and amending Regulation (EC) No 1907/2006 ( OJ L 353, 31.12.2008, p. 1).

@ BRI LRI 2T 2006 £ 12 H 18 HE R KK TALEmEM . vEA . BRG] (REACH) (1%
1907/2006 5iEH (OJ L 396,30.12.2006, p. 1)

Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006 concerning
the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH) (OJ L 396, 30.12.2006, p.

1).

O RIS TF 2012 4E 5 H 22 HER MK TEN I LIRS S AEP 7= K 2 528/2012 5154
(OJL 167, 27.06.2012,p. 1) -
Regulation (EU) No 528/2012 of the European Parliament and the Council of 22 May 2012 concerning the
making available on the market of and use of biocidal products (OJ L 167, 27.6.2012, p. 1).
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argumentation as to why possible substance and/or material substitutes, if
available, or design changes, if feasible, are inappropriate in relation to
maintaining the functionality, performance and the benefit-risk ratios of the
product; including taking into account if the intended use of such devices
includes treatment of children or treatment of pregnant or breastfeeding women
or treatment of other patient groups considered particularly vulnerable to such
substances and/or materials; and

(d) W@ AATA R, B 10.4.3 AT 10.4.4. 75 B BOHT R IR 72 5
A
~IEM .
where applicable and available, the latest relevant scientific committee
guidelines in accordance with Sections 10.4.3. and 10.4.4.

B IR L fa e
Guidelines on phthalates

NIKFZIT 2 10.4 TTHH B, ZRSMRRIFT 2018 4 5 7 26 HATHRAUH R
BEZ R USEer, HixfarBAE 2020 45 5 H 26 HATEMm b . & R4
PR D A5 0 R R Hh A AE 1 52 2 WU BEAT PR, AR oR — IR H s
TE 1041 WE G () M (b) PR bR — 4. a8 KR PFAG N %
JEER . AT B AR B B AR B A/ B2 ia o7 A R B T H B AN AR .
B BT R AR 2R R S A, N 2D TEER — IR

For the purposes of Section 10.4., the Commission shall, as soon as possible and by 26
May 2018, provide the relevant scientific committee with a mandate to prepare
guidelines that shall be ready before 26 May 2020. The mandate for the committee
shall encompass at least a benefit-risk assessment of the presence of phthalates which
belong to either of the groups of substances referred to in points (a) and (b) of Section
10.4.1. The benefit-risk assessment shall take into account the intended purpose and
context of the use of the device, as well as any available alternative substances and
alternative materials, designs or medical treatments. When deemed appropriate on the
basis of the latest scientific evidence, but at least every five years, the guidelines shall
be updated.

FoAt CMR ATPY 7330 T- IR )57 (¥ 46 7

Guidelines on other CMR and endocrine-disrupting substances

B, 2R NP R 22 B AR 10.4.3 P rid 5K, N5 10.4.1
TR () A (b) PR AR e R R CIERD .

Subsequently, the Commission shall mandate the relevant scientific committee to
prepare guidelines as referred to in Section 10.4.3. also for other substances referred to
in points (a) and (b) of Section 10.4.1., where appropriate.

Frid

Labelling

AR 10.4.1 STPTIR I EOR, 35 b B HY R 88 bl FLER R BORDRE, 52 10.4.1
TR PTRRRE R T 0.1%EE ELRIYb, TSR S B A/ B T A |
B, R RS 2 EITIRY) U Fhninis 28 . 45 eSS SR i TUYI ik
BFELERYT, SRS FLIO LR, SO B 32 2 IS i AN/ sOR R
SR ) A, S8 TR AR FR) VR T U5 T 3 16 R TR A 1) ) XU« T it i S5, (A
EHD . BN
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Where devices, parts thereof or materials used therein as referred to in Section 10.4.1.
contain substances referred to in points (a) or (b) of Section 10.4.1. in a concentration
above 0,1 % weight by weight (w/w), the presence of those substances shall be labelled
on the device itself and/or on the packaging for each unit or, where appropriate, on the
sales packaging, with the list of such substances. If the intended use of such devices
includes treatment of children or treatment of pregnant or breastfeeding women or
treatment of other patient groups considered particularly vulnerable to such substances
and/or materials, information on residual risks for those patient groups and, if
applicable, on appropriate precautionary measures shall be given in the instructions for

use.

) BE T R 3 NS T R AR AL R 0 i R A E N A T 3 RS XU, O HLN 5 R
B B8PS U A B O

Devices shall be designed and manufactured in such a way as to reduce as far as
possible the risks posed by the unintentional ingress of substances into the device
taking into account the device and the nature of the environment in which it is intended

to be used.

M) BE T AT 3 N AT B B AR5 2 P ) A6 3 A 5 4 oA RDARE RS AR R AR
ARG, R AR L DAL 1 ok 1) ) A2 S I Y BB, 75 U3 8 BUASE AR T8 1) 55T
PEICE) BB B E AR o IR AIVE B GURMEL

Devices shall be designed and manufactured in such a way as to reduce as far as
possible the risks linked to the size and the properties of particles which are or can be
released into the patient's or user's body, unless they come into contact with intact skin

only. Special attention shall be given to nanomaterials.

11. B RAEYIT G
Infection and microbial contamination

111, ZBAN & I FE B s Th B ] Be T PRl PR B e A 3 . (T GE R HAb A
RS o 1BE TN s

Devices and their manufacturing processes shall be designed in such a way as to

eliminate or to reduce as far as possible the risk of infection to patients, users and, where

applicable, other persons. The design shall:

(a) ST RESD ITH Bk T A T A0 ) F R AR s ) XU, 5 B SR A A
reduce as far as possible and appropriate the risks from unintended cuts and pricks,
such as needle stick injuries,

(b) #AEf 5 %4,
allow easy and safe handling,

(c) AT REIR/DLEAE AR ok B SR/ B A ) 2 R A T AR e, A
reduce as far as possible any microbial leakage from the device and/or microbial

exposure during use, and

(d) BribdsmEL T S 2l (IR BGRR ) 2 RIMEYI TS 5L

prevent microbial contamination of the device or its content such as specimens or
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11.2

11.3.

11.4

11.5.

11.6.

11.7.

11.8.

12.

fluids.

WSEEINS,  NOKE BRI B TR AT A . R A/ K
Where necessary devices shall be designed to facilitate their safe cleaning, disinfection,

and/or re-sterilisation.

FRAC 9 B A R R E DA RE B S IR A et A AN L B DR AE PO R T A, K
FE i1l 32 7 R IS S A A A7 2R A A DR R R

Devices labelled as having a specific microbial state shall be designed, manufactured and
packaged to ensure that they remain in that state when placed on the market and remain
so under the transport and storage conditions specified by the manufacturer.

PATCRPIR S SR AL 1 2 SR A 2 (R P AT it I AT E e, DLl DR AE 5O T
N ORFFE TR, LA RAE G B AU RIS R A A7 26, BRAR B R H RS
AR, A E AR T A AITIT T AT, SN IR ORES o N R
B2 1) 5 BE S T i A T 2 T M R AL

Devices delivered in a sterile state shall be designed, manufactured and packaged in
accordance with appropriate procedures, to ensure that they are sterile when placed on
the market and that, unless the packaging which is intended to maintain their sterile
condition is damaged, they remain sterile, under the transport and storage conditions
specified by the manufacturer, until that packaging is opened at the point of use. It shall
be ensured that the integrity of that packaging is clearly evident to the final user.

B0 A TG BT PR 5 B S8 T 3 2 ) 8 T B UE B R AT AR B L G . LR K R
Devices labelled as sterile shall be processed, manufactured, packaged and, sterilised by
means of appropriate, validated methods.

TSI KT (1 28 B A S 2 L 48 ) 2% R A e A AT M) A 2
Devices intended to be sterilised shall be manufactured and packaged in appropriate and
controlled conditions and facilities.

A e DCE A T BT KB, WU AR T BT 2 B B0 2 38 8 8L PR 57 it ) S BRI v B, DA

SRR TEY G G s BEAE,  NEIE 5 RE G R 4R 2 R R G KR T
Packaging systems for non-sterile devices shall maintain the integrity and cleanliness of
the product and, where the devices are to be sterilised prior to use, minimise the risk of
microbial contamination; the packaging system shall be suitable taking account of the
method of sterilisation indicated by the manufacturer.

B 1A AR IR T B A8 080 B A, @ AMObR A A AT X T 3 b G T A AR T R A B A
EEREPETE
The labelling of the device shall distinguish between identical or similar devices placed

on the market in both a sterile and a non-sterile condition additional to the symbol used
to indicate that devices are sterile.

B BR 257 B AR IR, R e N AR AT B R 8 2 BACE N A A ) i ) o AL A R
FI ) 25 B

Devices incorporating a substance considered to be a medicinal product and devices that
are composed of substances or of combinations of substances that are absorbed by or
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12.1.

12.2.

13.

13.1.

locally dispersed in the human body.

XTHE 1@)FFE—/NB IR, A MW, WM., 2tk H]
PERE AL N5 5 55 2001/83/EC S48 1 25 (2) kIRIBE 277 i, T 7 45 HE A VA R
TS EEAS AR RS, S5 2001/83/EC 554 % 1 A e 77 V2847
FKELIIE o

In the case of devices referred to in the first subparagraph of Article 1(8), the quality,
safety and usefulness of the substance which, if used separately, would be considered to be
a medicinal product within the meaning of point (2) of Article 1 of Directive 2001/83/EC,
shall be verified by analogy with the methods specified in Annex I to Directive
2001/83/EC, as required by the applicable conformity assessment procedure under this
Regulation.

TN BINAR,  BLR ey A AR IR B3 5 348 0 HOEE N AR A 80 420 Jo 42 Jo 2 4 A S 1 2
ik, ROEA, FEZIRTAVERIE 5 2001/83/EC S84 M T -PHLE (AR ST R A
#H GEFIRD XA SC B R A T4 AR S T 77 & P AR AR, X
oo iy BRI, HEME. RIS A2 dEiE, SIHAMESML B2 SO
JRAVH LR, A RN (] BEVEREAT PR -

Devices that are composed of substances or of combinations of substances that are
intended to be introduced into the human body, and that are absorbed by or locally
dispersed in the human body shall comply, where applicable and in a manner limited to
the aspects not covered by this Regulation, with the relevant requirements laid down in
Annex [ to Directive 2001/83/EC for the evaluation of absorption, distribution,
metabolism, excretion, local tolerance, toxicity, interaction with other devices, medicinal
products or other substances and potential for adverse reactions, as required by the
applicable conformity assessment procedure under this Regulation.

AL YIRIFARL 2R

Devices incorporating materials of biological origin

XA T H AR Y2 A i ) ARk B AL B Dy AR 1 N5 2E 2R A o T 2 0 o Y
Wi, ARAESE 16)7% () s, A LA FHLE:

For devices manufactured utilising derivatives of tissues or cells of human origin which
are non-viable or are rendered non-viable covered by this Regulation in accordance with

point (g) of Article 1(6), the following shall apply:
(@) AT ANURLHZUVRA R ARG . SRIG AN AR YE 55 2004/23/EC 5484 58 k.

donation, procurement and testing of the tissues and cells shall be done in
accordance with Directive 2004/23/EC;

(b) MR ZH LA i B AT A BEAT N T L CRAF AT A] FeAh AL B, AT 9 R 2
i 2 oAb N 2 GEFTID SRt 22 ORI . 52, RO & 24 3R BT,
DA% 368 e 7 1) 3 e v S it 2 i DA 00 T ok ORI D7 vk Ak B 0 7 AT A% R 1
AR ORI )
processing, preservation and any other handling of those tissues and cells or their
derivatives shall be carried out so as to provide safety for patients, users and, where
applicable, other persons. In particular, safety with regard to viruses and other
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transmissible agents shall be addressed by appropriate methods of sourcing and by
implementation of validated methods of elimination or inactivation in the course of

the manufacturing process;

TX LG B ¥ 3B R R N5 5 2004/23/EC 5454 FIEE 2002/98/EC 545 4 BT AL
SE AT 36 PR A DR AP SR BN RS .
the traceability system for those devices shall be complementary and compatible

with the traceability and data protection requirements laid down in Directive
2004/23/EC and in Directive 2002/98/EC.

T ARG P B B AR Z VR A B A B, BORATAE IS BRI, B IE
FIELR HLE -

For devices manufactured utilising tissues or cells of animal origin, or their derivatives,

which are non-viable or rendered non-viable the following shall apply:

@

(b)

(©

FERATHITE DL T, BB, SR HLA MM s AT Y Nk B 2%
AR, & & T H AT 304 . oh )i 7 OR B sh st RIS R
where feasible taking into account the animal species, tissues and cells of animal
origin, or their derivatives, shall originate from animals that have been subjected to
veterinary controls that are adapted to the intended use of the tissues. Information
on the geographical origin of the animals shall be retained by manufacturers;

RIS SR H R A A s AT AEY), BEATSRE N, fRAF . BRI AL
LNy B A AR A G (& D bz e OrfE . 4 nl 2 ok T
AN A AL RE R 7 ek, BOE R E I R, S A A A T BR B0 7
KAFIERME R, BRARIESE TR R & BTS2 1 B AR, 45375 25 R i
PR32 3 o

sourcing, processing, preservation, testing and handling of tissues, cells and
substances of animal origin, or their derivatives, shall be carried out so as to
provide safety for patients, users and, where applicable, other persons. In particular
safety with regard to viruses and other transmissible agents shall be addressed by
implementation of validated methods of elimination or viral inactivation in the
course of the manufacturing process, except when the use of such methods would
lead to unacceptable degradation compromising the clinical benefit of the device;

fi I Zh DA 1 2H 23 A i B AT AE M A R S, 03 722/2012 SERT
W, N FHZIE R E AR ) 2K

in the case of devices manufactured utilising tissues or cells of animal origin, or
their derivatives, as referred to in Regulation (EU) No 722/2012 the particular
requirements laid down in that Regulation shall apply.

XEFERSS 13.1 A1 13.2 75 Bl (K75 O S8 A A 5 Ak 2R M o B F 2, BRI
SR REATIN T PRAE BRI ATALER, DAREON B . I A A B 2k R Y ik
BRI A& M) Rt tRiE. Rpld, NIBME S 0RO, Kad
A8 AR 7 e R v S e B WA AR T R B 7 VR AL B 5 1 A AR B PR 12 A AR S 1 1)

118

For devices manufactured utilising non-viable biological substances other than those
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14.

14.1.

14.2.

referred to in Sections 13.1 and 13.2, the processing, preservation, testing and handling of
those substances shall be carried out so as to provide safety for patients, users and, where
applicable, other persons, including in the waste disposal chain. In particular, safety with
regard to viruses and other transmissible agents shall be addressed by appropriate methods
of sourcing and by implementation of validated methods of elimination or inactivation in
the course of the manufacturing process.

FAAIE R I SR A AR ELAE

Construction of devices and interaction with their environment

Fi s IUE 5 oAb S B — B RS, DARIEBAN RS (BIEEERSD
BA M, RN AR5 E ST € e . IS G 2 1A AT {8 B B ) 2 AE A
RN/ AT T U B AR B o T R S A5 3 0 ZBUAL PR K RERE AR I, BNk . <
PREiE . R AEOHURB AT, NS ER PTA TRE R XU, (IRIERE) FMb.

If the device is intended for use in combination with other devices or equipment the whole
combination, including the connection system shall be safe and shall not impair the
specified performance of the devices. Any restrictions on use applying to such
combinations shall be indicated on the label and/or in the instructions for use. Connections
which the user has to handle, such as fluid, gas transfer, electrical or mechanical coupling,
shall be designed and constructed in such a way as to minimise all possible risks, such as
misconnection.

J 2R 3 2 7 B ARG a0 DR AT e et S i/ LR A2
Devices shall be designed and manufactured in such a way as to remove or reduce as far
as possible:

(a) SEWERIEA R E RS, BEEEYE It RSy B TR s
fiE Cami&E D

the risk of injury, in connection with their physical features, including the
volume/pressure ratio, dimensional and where appropriate ergonomic features;

(b) ST AL AN i ST 2 AT A S B RS, B Bt o A S EL A A R
RONL. RS S BRI AR AR . IS0 BB REE . AN
AR B TE 2S5 TR
risks connected with reasonably foreseeable external influences or environmental
conditions, such as magnetic fields, external electrical and electromagnetic effects,
electrostatic discharge, radiation associated with diagnostic or therapeutic
procedures, pressure, humidity, temperature, variations in pressure and acceleration
or radio signal interferences;

(c) UMM R WBUATIVI, CLHE FAE IR A 20 B B b i) SRR, 5%
s B ASE FH R 9% 8 JRUG:
the risks associated with the use of the device when it comes into contact with
materials, liquids, and substances, including gases, to which it is exposed during
normal conditions of use;

(d)  BAEHEE N EAE IR 1T A58 2 18] ] REAFLE (1 57 AR ELAE I B K (10 X

W)

the risks associated with the possible negative interaction between software and the
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14.3.

14.4.

14.5.

14.6.

14.7.

15.

IT environment within which it operates and interacts;

(e) WA A XS 5

the risks of accidental ingress of substances into the device;

(h  FEWRA PG WIRE R AR, 5 A S O B R KR
the risks of reciprocal interference with other devices normally used in the
investigations or for the treatment given; and

(g)  HIFAPRIEA I B dz L RE G vHE B2 I JCVE 4R 3 SR e Clns AN A8 )
AT B AR
risks arising where maintenance or calibration are not possible (as with implants),
from ageing of materials used or loss of accuracy of any measuring or control
mechanism.

8B ABL U ) 3 R £ L T A P S T R B — R A T R R R il K R R A IR
W o 4 B R SRR L TN T e B4 B 5 T B 5 MR 5 1R ) o BRT SR 5
g5l T 2

Devices shall be designed and manufactured in such a way as to minimise the risks of fire
or explosion during normal use and in single fault condition. Particular attention shall be
paid to devices the intended use of which includes exposure to or use in association with
flammable or explosive substances or substances which could cause combustion.

A PR VLT AR R DR T 22 4 HoA ROt AT A EE . RSHERI4E .
Devices shall be designed and manufactured in such a way that adjustment, calibration,
and maintenance can be done safely and effectively.

P BT AT 3 LA R 2 e AR B i P R R A I, LI PR S A T T
FEHZ 4

Devices that are intended to be operated together with other devices or products shall be
designed and manufactured in such a way that the interoperability and compatibility are
reliable and safe.

A AR AR M B s A ) @ R T AT A AR N AR TR IR B, HE R
IS TOY 3 A 3 DL B A5 U A Y i £ 3R B 2% AF

Any measurement, monitoring or display scale shall be designed and manufactured in line
with ergonomic principles, taking account of the intended purpose, users and the
environmental conditions in which the devices are intended to be used.

o DR Y T N ) 3 7 A5 A, R B At N 22 4 e B R/ B 2 4 A P 8 A S AH 5%
M. ik, i B E D E IR S AR A T Ja T 2 A A PRI AR PR AR . U
AL Fr LAE AL FH 58 B rh ol

Devices shall be designed and manufactured in such a way as to facilitate their safe
disposal and the safe disposal of related waste substances by the user, patient or other
person. To that end, manufacturers shall identify and test procedures and measures as a
result of which their devices can be safely disposed after use. Such procedures shall be
described in the instructions for use.

EAH 2 Wrekill &2 Th #8525

Devices with a diagnostic or measuring function
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15.1.

15.2.

16.

16.1.

16.2.

CTH AT 3% 12 Wy & BROR 5 A WU D RE ) SR BRSBTS S R A EOR TV, N
FPA B SR gt 2w iR I, RS RIS E . ) 3 T L BH YA R IR L
Diagnostic devices and devices with a measuring function, shall be designed and
manufactured in such a way as to provide sufficient accuracy, precision and stability for
their intended purpose, based on appropriate scientific and technical methods. The limits
of accuracy shall be indicated by the manufacturer.

HA W& 2y 8 R & BCEE AT I B R A5 RN DLVE € AL R R, NAT A ELHE A
80/181/EEC 5 #i5 4 K T+ 53 [ 36F -0 555 B A7 9 A BL V2 LA S SR B 58 71/354/BEC 5 45
AORIIE .

The measurements made by devices with a measuring function shall be expressed in legal
units conforming to the provisions of Council Directive 80/181/EEC .

R

Protection against radiation

it EER

General

(@) A PREBETE L 3 M0, 2 A SHE B T 3 1) ] I AT e b L A
ANFAbN 53 5 55 T4 R SOA 25 IR ik 23697 A2 Wik H T HLE 13&
BRI
Devices shall be designed, manufactured and packaged in such a way that exposure
of patients, users and other persons to radiation is reduced as far as possible, and in
a manner that is compatible with the intended purpose, whilst not restricting the
application of appropriate specified levels for therapeutic and diagnostic purposes.

(b) KA B A S R S ) A A R A U B LR R T R S R A R
AN 5 (R0 87 97 75 i« 3 i P 11 5 42 DA R JRRT g L3 >4 92 2 356 1) [l A XU
VR S . BhAh, IENHRE A RO . PEAE IR . SR USchRdE DL R 490 1
FPHIE B -

The operating instructions for devices emitting hazardous or potentially hazardous
radiation shall contain detailed information as to the nature of the emitted radiation,
the means of protecting the patient and the user, and on ways of avoiding misuse
and of reducing the risks inherent to installation as far as possible and appropriate.
Information regarding the acceptance and performance testing, the acceptance

criteria, and the maintenance procedure shall also be specified.

T A o

Intended radiation

() A AR SEEURE e R 97 H 0 AS i)k b s S BT A fE KPR F S R
AR B RRS, HAZER SRV 9T 5 T a5 Ab B ik 1 By Sk R KRS, A A

1979 4 12 A 20 H 3T 5A E 5 45 B AL A L9 255 80/181/EEC 454, IFIKIRH 71/354/EEC
S84 . (OJL 39, 15.2.1980, p. 40)
Council Directive 80/181/EEC of 20 December 1979 on the approximation of the laws of the Member States
relating to units of measurement and on the repeal of Directive 71/354/EEC (OJ L 39, 15.2.1980, p. 40).
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16.3.

16.4.

R 28 1) S P R S o G2 RS B FR) B v ) 3 A DR AR G T AR SR AT e A 22
i BB Y PR PR B

Where devices are designed to emit hazardous, or potentially hazardous, levels of
ionizing and/or nonionizing radiation necessary for a specific medical purpose the
benefit of which is considered to outweigh the risks inherent to the emission, it
shall be possible for the user to control the emissions. Such devices shall be
designed and manufactured to ensure reproducibility of relevant variable

parameters within an acceptable tolerance.

(b) R TR A T B A R 1) B A/ B AR B B AR R I, R T R 3 it
SRS I AT AR i B R/ B R A
Where devices are intended to emit hazardous, or potentially hazardous, ionizing
and/or non-ionizing radiation, they shall be fitted, where possible, with visual

displays and/or audible warnings of such emissions.

A BT AN 3G SR T RS> BB, A AT AR N SO AR TIOR8 AR A
BUHIUR R B e . EVTBENTE MR 0L, NIEFEREUS /D /3, 6 A AR AT
RE 52 R 2 PR 5 2 B (R T 4

Devices shall be designed and manufactured in such a way that exposure of patients, users
and other persons to the emission of unintended, stray or scattered radiation is reduced as
far as possible. Where possible and appropriate, methods shall be selected which reduce
the exposure to radiation of patients, users and other persons who may be affected.

HL B AR A

Ionising radiation

(@) BRI BRI A B BT AT 3 N5 RS EI 5 2013/59/Euratom 5452 1)
TR, HrPRUE 17 IR R B B T R R A I A S R (R A 2 b
Devices intended to emit ionizing radiation shall be designed and manufactured
taking into account the requirements of the Directive 2013/59/Euratom laying down
basic safety standards for protection against the dangers arising from exposure to

ionising radiation.

(b) BRI RS S AR BT AR S AR OR (AT RS 25 R B W AE VR ¥ 1A
A S AT CAn ] 8D BT A SR A A PO i B LT IRA B &
Devices intended to emit ionising radiation shall be designed and manufactured in
such a way as to ensure that, where possible, taking into account the intended use,
the quantity, geometry and quality of the radiation emitted can be varied and
controlled, and, if possible, monitored during treatment.

(c)  FI T2 TR 5 (R S S v T 2 S ) 8 WY R T R A 3 12 RE SR A AR L T T ¥
I7 H B G ey o, [ IS8 AN 9 B R TR A L e 2 A IR
Z.
Devices emitting ionising radiation intended for diagnostic radiology shall be
designed and manufactured in such a way as to achieve an image and/or output
quality that are appropriate to the intended medical purpose whilst minimising

radiation exposure of the patient and user.
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17.

17.1.

17.2.

17.3.

17.4

18.

18.1.

(d) o FTIRYTIBUR 2 1 R SRS F 0 S ) A (R 5L T R 1 3 L DR AR (I A7) 5
WRLFIRE & DL RS I i & CAnid& D Be 45 31 AT &5 10 I A s 1)
Devices that emit ionising radiation and are intended for therapeutic radiology shall
be designed and manufactured in such a way as to enable reliable monitoring and
control of the delivered dose, the beam type, energy and, where appropriate, the
quality of radiation.

AHERTRE—OEAREL T RANSNSE B SR SME KA

Electronic programmable systems — devices that incorporate electronic

programmable systems and software that are devices in themselves

BEARER T RS (BB KSMEEE B 5O esr:, KBt N oA
AT FEEE AR RERT A U & . R — BT, RORBUE S T B
DA AT 56 ¥ i B A A1 b ol ) IR B A e 43 35

Devices that incorporate electronic programmable systems, including software, or
software that are devices in themselves, shall be designed to ensure repeatability,
reliability and performance in line with their intended use. In the event of a single fault
condition, appropriate means shall be adopted to eliminate or reduce as far as possible
consequent risks or impairment of performance.

BEXT RS B RO SR B B S E,  NARYE B BRI R AN E A, R
FEIF R A AR KR, GRS R e BRI .

For devices that incorporate software or for software that are devices in themselves, the
software shall be developed and manufactured in accordance with the state of the art
taking into account the principles of development life cycle, risk management, including

information security, verification and validation.

AR A T 5Bt E T S 4G, KB RHAE N & 57 & 1R
AR (i, BEAOOR/NAIRTELRED PR S HA@AR AN R 3R OABEARfE, ot
M B KD

Software referred to in this Section that is intended to be used in combination with mobile
computing platforms shall be designed and manufactured taking into account the specific
features of the mobile platform (e.g. size and contrast ratio of the screen) and the external
factors related to their use (varying environment as regards level of light or noise).

1) X2 P LRI A DR REA o IT SRR R 1T 2 A it R S AR KR, A4 By 1k AR AL UG
W]« LTS AT A s AT

Manufacturers shall set out minimum requirements concerning hardware, IT networks
characteristics and IT security measures, including protection against unauthorised access,

necessary to run the software as intended.

BRI S LT8R 28

Active devices and devices connected to them

W FAEEN A TRAS 0, 7F I — S S SR, SR EGE 24 (1 445 it S 0T e 9 B Bk
P/ I = AR R XU

For non-implantable active devices, in the event of a single fault condition, appropriate
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18.2.

18.3.

18.4.

18.5.

18.6.

18.7.

18.8.

19.

means shall be adopted to eliminate or reduce as far as possible consequent risks.

B B LA R T AR R, SR SRR C & T A E RS TR, UK
I 2 R T B s YR R AT I AL Tl R b B LA LY A AR A e FE R
Sl 28 BN .

Devices where the safety of the patient depends on an internal power supply shall be
equipped with a means of determining the state of the power supply and an appropriate
warning or indication for when the capacity of the power supply becomes critical. If
necessary, such warning or indication shall be given prior to the power supply becoming

critical.

B R T AN, SR AU — N RE RS, TR AR R
Devices where the safety of the patient depends on an external power supply shall include

an alarm system to signal any power failure.

e AU T I EE N AN ERE AN RR S, S AT & E R E RS,
TR G S EUE AU T U FOIR )™ R B B RS R 2

Devices intended to monitor one or more clinical parameters of a patient shall be equipped
with appropriate alarm systems to alert the user of situations which could lead to death or
severe deterioration of the patient's state of health.

s B BT A ) 3 I8 AT B PR A B T U B KU, DA A R LR % 88 i A
PR oA 25 I B 25 PO 3R

Devices shall be designed and manufactured in such a way as to reduce as far as possible
the risks of creating electromagnetic interference which could impair the operation of the

device in question or other devices or equipment in the intended environment.

AP BT AN 3 AR A TS AR AT LR T AT BT RE AR DA 25 A T Y
Bk,

Devices shall be designed and manufactured in such a way as to provide a level of
intrinsic immunity to electromagnetic interference such that is adequate to enable them to

operate as intended.

P B0 T AT 38 N2 IR R RE G A T R A S5 AU )R R B R R 0 R
A8 P 2 AT 4] FOA N3 S A v SR, (H T2 2 A IR A2 I A1 32 P O 4R s 22 e
Y IRI% .

Devices shall be designed and manufactured in such a way as to avoid, as far as possible,
the risk of accidental electric shocks to the patient, user or any other person, both during
normal use of the device and in the event of a single fault condition in the device,

provided the device is installed and maintained as indicated by the manufacturer.

s DR B T AN 1) 3 NS AT E B LR S AR e AT ], AR AR IROEIVE IEH B 1T .
Devices shall be designed and manufactured in such a way as to protect, as far as possible,

against unauthorised access that could hamper the device from functioning as intended.

ATV AT RN SR R IR 25K

Particular requirements for active implantable devices
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19.2.
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J82 R FH 3 2 0 BT AN G A AT RN S, A DR S T B e G B «

Active implantable devices shall be designed and manufactured in such a way as to

remove or minimize as far as possible:

(@)

(b)

©

FRI 5 € 226 SCHR, 500 FH BEVURE 5 B9 XU, 2 sk FHT FL g I, @ 460 5%
TRt F AN I AR

risks connected with the use of energy sources with particular reference, where
electricity is used, to insulation, leakage currents and overheating of the

devices,

SBRTTA M RS, R o) 5 A5 P o B 8 e B A R 2 AR 88 ™ A D X
risks connected with medical treatment, in particular those resulting from the

use of defibrillators or highfrequency surgical equipment, and

FEAN ] RESEAT 4E4 AR HE IS 1] e tH 00 XU, (04
risks which may arise where maintenance and calibration are impossible,
including:
- it RN OR,
excessive increase of leakage currents,

- FrERMERZA,

ageing of the materials used,

- wTERIE A,

excess heat generated by the device,

- W B A WL ) A A PR A

decreased accuracy of any measuring or control mechanism.

AT 5T RN A5 PP TR 1 3 1 it P

Active implantable devices shall be designed and manufactured in such a way as to

ensure

W&, e U A ot ) e

if applicable, the compatibility of the devices with the substances they are
intended to administer, and

REVR AT SEE .

the reliability of the source of energy.

193, FEATHRASS (i) S MR, DUE e Ve R IS S e 4
S HR 73 AR 5 R A XIS 2 s SR DA i o 2 (1 4 i

Active implantable devices and, if appropriate, their component parts shall be identifiable

19.4.

to allow any necessary measure to be taken following the discovery of a potential risk in

connection with the devices or their component parts.

AT YE AT RN L B R AR AR B B B L R AR CRp I O T a1 28
MBLEFE) 5 H B, N EREEROZAN, A EETHARTA.
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20.

20.1.

20.2.

20.3.

20.4.

20.5.

20.6.

Active implantable devices shall bear a code by which they and their manufacturer can be
unequivocally identified (particularly with regard to the type of device and its year of
manufacture); it shall be possible to read this code, if necessary, without the need for a

surgical operation.

BN o SR ) Bl 7

Protection against mechanical and thermal risks

o DR FR T N 1) 3 2 A R 7 L 5 AN 2 1 52 B MR A 5% AL RS, , 31«
BRI R M BEE B R A .

Devices shall be designed and manufactured in such a way as to protect patients and users
against mechanical risks connected with, for example, resistance to movement, instability

and moving parts.

P T T AT ] 38 A AL SR RE B B AR PRI B AR 21 51 RS 0 RSz, 2% &R S it 1
ARMTTEIREIIRS) OCHIRSIELLD , BRAFRSD 2 ds € TERe i — 8 7.

Devices shall be designed and manufactured in such a way as to reduce to the lowest
possible level the risks arising from vibration generated by the devices, taking account of
technical progress and of the means available for limiting vibrations, particularly at source,

unless the vibrations are part of the specified performance.

S BT AN, SRR RE AR B AR PR MR R TS R A RS, I &R L SE i HR
AT UM IRAL ), BRARI AP R SO PR RE i — 70

Devices shall be designed and manufactured in such a way as to reduce to the lowest
possible level the risks arising from the noise emitted, taking account of technical progress
and of the means available to reduce noise, particularly at source, unless the noise emitted

is part of the specified performance.

A fo P 2 m A N 6 20T A S 2 3 R ) AR | VRS BB B U0 2 S AT 4%
WM 28 22 i 2 11 RO 2 28 T VAL T AT R 32 I A DR B A7 T R 1 XU [ 22 e IR PR
Terminals and connectors to the electricity, gas or hydraulic and pneumatic energy
supplies which the user or other person has to handle, shall be designed and constructed in

such a way as to minimise all possible risks.

21 27 2% Bl S S S A I T A LR SR R A T BE O XU IR Sk, SRR
TR 3 I 56 4 TE G 12 RS, 7 TGRSR B, U S 3 e A AN/ e A e B 45 U2 U B
Errors likely to be made when fitting or refitting certain parts which could be a source of
risk shall be made impossible by the design and construction of such parts or, failing this,
by information given on the parts themselves and/or their housings.

M ERNE AR 7 A DU S KRS, A [ JE N AR 2 Bl A AN/ s Ah Te v B
The same information shall be given on moving parts and/or their housings where the

direction of movement needs to be known in order to avoid a risk.

FEIEH AR AT, &0 T Al B A B3 0L A S mlios 3145 g iR 1 3 el X
350 B ) L AT i B A N AN ik B3l A G il
Accessible parts of devices (excluding the parts or areas intended to supply heat or reach

given temperatures) and their surroundings shall not attain potentially dangerous
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21.

21.1.

21.2.

21.3.

22.

22.1.

22.2.

temperatures under normal conditions of use.

T ES AL N e B R R B b 3 R i R R
Protection against the risks posed to the patient or user by devices supplying energy

or substances

e U T v B b an e R e ot BRI 2 07 BT MG e i, IR BE
e UERA ML B AN AE R IA B, AT A2 DAORIE B8 A F 2 1) 2 4

Devices for supplying the patient with energy or substances shall be designed and
constructed in such a way that the amount to be delivered can be set and maintained

accurately enough to ensure the safety of the patient and of the user.

M FC 2 7 LR/ AR s Ik T RE 7 A S R ) BE R V) R B T T AR T A . A%
s TR U 25 T B, 1 DR AT BE By L S B 7K T (0 BE U B ot AN B U K/ B o ok
P I -

Devices shall be fitted with the means of preventing and/or indicating any inadequacies in
the amount of energy delivered or substances delivered which could pose a danger.
Devices shall incorporate suitable means to prevent, as far as possible, the accidental
release of dangerous levels of energy or substances from an energy and/or substance

source.

25 1] 455 AN 735 4 T 6 S Wt M W E S b o A s ik A48 FH 2 B e ad il — AN wp
MAG R B BOREE S, DORIERE & M (& D 5 TR s R .

The function of the controls and indicators shall be clearly specified on the devices. Where
a device bears instructions required for its operation or indicates operating or adjustment
parameters by means of a visual system, such information shall be understandable to the

user and, as appropriate, the patient.

B A 3 P T A TR Tl A 5 58 A B T SRR R S

Protection against the risks posed by medical devices intended by the manufacturer
for use by lay persons

H AR kN 5 A5 1R 25 WD e AT A o 2 Ak HE - PO g, BRI TR
M N G B BEAN 7R A AR AR T b 5 ISR R 5T o 15 BT 22 7 3 SO R
3 SR A R AN UL A B 5 1 Ll N Gy B AT LA

Devices for use by lay persons shall be designed and manufactured in such a way that they
perform appropriately for their intended purpose taking into account the skills and the
means available to lay persons and the influence resulting from variation that can be
reasonably anticipated in the lay person's technique and environment. The information and
instructions provided by the manufacturer shall be easy for the lay person to understand
and apply.

H AR L A B3 8 FH AR 45 B FR) T T R 1 38 B «

Devices for use by lay persons shall be designed and manufactured in such a way as to:

- B OR H Bn s 38 FE3E BN A/ f5 BARAGJE (g e 2 [T A I Be byl
24 HAERA 8 il AN

ensure that the device can be used safely and accurately by the intended user at all
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stages of the procedure, if necessary after appropriate training and/or information,

JEAT BE Pl I B H T = AU AR B s r RS, 9 BB R A s A
reduce, as far as possible and appropriate, the risk from unintended cuts and pricks
such as needle stick injuries, and

AT BE IR/ PRI I 38 A2 AL PR AS B LA B (A& 24D 75 45 JRAR 12 v B B R XU
reduce as far as possible the risk of error by the intended user in the handling of the
device and, if applicable, in the interpretation of the results.

223, HARR A AN RAEFH R (U@ ) SAHEE LA G R

Devices for use by lay persons shall, where appropriate, include a procedure by which the

lay person:

FEAE FHIS, ATSGE S ic 2 G i = B LAk, JFH
can verify that, at the time of use, the device will perform as intended by the
manufacturer, and

WG R, FAAWORREIR B RN EE R, WA &

if applicable, is warned if the device has failed to provide a valid result.

=
CHAPTER III

A RBWPEIE B ER

REQUIREMENTS REGARDING THE INFORMATION SUPPLIED WITH THE DEVICE
23. WREFNEREAD

Label and instructions for use

23.1. ISR TROKE B —RER

General requirements regarding the information supplied by the manufacturer

B A WS AT R0 25 S LG R T R (S S, PR R e SRR B AL IA g i
I BN o BESRAE B T RE N BLAE AR AR B . 02 BB M i, A iE
AT WA, DR AE s SR IF OREF R BB S S, [R5 EE B LR A 3K

Each device shall be accompanied by the information needed to identify the device and its

manufacturer, and by any safety and performance information relevant to the user, or any

other person, as appropriate. Such information may appear on the device itself, on the

packaging or in the instructions for use, and shall, if the manufacturer has a website, be

made available and kept up to date on the website, taking into account the following:

(@)

FREEAE BRI BT k820, N G iR B NOE & TR € a5, HL T
HH GRS TURAE & R R IR 256 BEEEE . JLHZ, U
B AT F 2 5 5 BRAR AR 58S, JF HAEE 4, fhss EIACRI &SR .

The medium, format, content, legibility, and location of the label and instructions
for use shall be appropriate to the particular device, its intended purpose and the
technical knowledge, experience, education or training of the intended user(s). In
particular, instructions for use shall be written in terms readily understood by the
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(b)

©

(d)

(e

®

(@

(h)
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intended user and, where appropriate, supplemented with drawings and diagrams.

PR25 LT A A5 BN AE SR IA 5 B4R AL AT EOAE 2, MRS sl A {5
BT R AE S BT ) B ER/E A SR R b

The information required on the label shall be provided on the device itself. If this
is not practicable or appropriate, some or all of the information may appear on the
packaging for each unit, and/or on the packaging of multiple devices.

UESIVAY NS ST RS0 vk S T B U I I R E S U SO R I B T R A
( “RFID” ) B TRGRAR 7T .

Labels shall be provided in a human-readable format and may be supplemented by
machine-readable information, such as radio-frequency identification (‘RFID’) or
bar codes.

RIS N 5 AR Mt BISMEIE: XTI 26A0 Tl 888t A ELNE
PGB P R T T R R T 22 A oA HT e, W) JE 7 E2RAE T e B 5, BRAEATY
HoAth st 75 73 FE -

Instructions for use shall be provided together with devices. By way of exception,
instructions for use shall not be required for class I and class Ila devices if such
devices can be used safely without any such instructions and unless otherwise
provided for elsewhere in this Section.

24 [ B R/ S AR A 2 A SRR, S R, AT R A
BT BEAN RIAS, (E SEE FEATR B 0 T AT 3 SR A dh 4R (R BE R AR .

Where multiple devices are supplied to a single user and/or location, a single copy
of the instructions for use may be provided if so agreed by the purchaser who in
any case may request further copies to be provided free of charge.

FRIE S 207/2012 5K BORR 45 A2 U 2oL F) A A ) 468 SE it R0 DU o 0 ) 2%
fF, ATl A R A AR RT AR 20 (Bilan, A RO .
Instructions for use may be provided to the user in non-paper format (e.g. electronic)
to the extent, and only under the conditions, set out in Regulation (EU) No
207/2012 or in any subsequent implementing rules adopted pursuant to this
Regulation.

i AL T 45 A5 P 3 R/ EL At N P e S DX 7 B0 47 A°F D 1 385 7o BT S 145 R R 1
PR ZERE . TR $ it

Residual risks which are required to be communicated to the user and/or other
person shall be included as limitations, contra-indications, precautions or warnings
in the information supplied by the manufacturer.

i, ) R AR A RS BN [ B A N RF 5 i 2 Al AT AR 755 R
B N AF S PR AEEL CSo & AR PP AFRAEER CS, 5 A0 E 0 N 35 W 72 [7])
ar e BE S

Where appropriate, the information supplied by the manufacturer shall take the
form of internationally recognised symbols. Any symbol or identification colour
used shall conform to the harmonised standards or CS. In areas for which no
harmonised standards or CS exist, the symbols and colours shall be described in the
documentation supplied with the device.



5.5.2017

| EN WK B 7 AR L117/241

23.2. W& LEMEER
Information on the label

PREE 2B B T T 4 S T -
The label shall bear all of the following particulars:

(@)

(b)

©

(d)

(©

()

()

(h)

@)

AR ) 44 PR B A B

the name or trade name of the device;

A8 FH 2 VR0 25 BT A0 75 B VR AR A5 U2, B0 A DSR2 AN B S 1 5 BT
W
the details strictly necessary for a user to identify the device, the contents of the
packaging and, where it is not obvious for the user, the intended purpose of the
device;

1 P R A4 R~ Y M e 5 B M T s o S A 8 L e P St

the name, registered trade name or registered trade mark of the manufacturer and
the address of its registered place of business;

FZRUARTR I ek 2 FIHZ B B3 7 b b by ik 7 ) 3 7 £ BR B DA A G
iR=a4: =D N

if the manufacturer has its registered place of business outside the Union, the name
of the authorised representative and address of the registered place of business of
the authorised representative;

W&, ASE S ECRHRERER,
where applicable, an indication that the device contains or incorporates:
- 251, AHE N MLE ISR AT A=) B
a medicinal substance, including a human blood or plasma derivative, or
- NV A 23 s 4 i s AT A ) Bl
tissues or cells, or their derivatives, of human origin, or
- NI A A R A M B AT AR, N B 722/2012 SIERLTIR

tissues or cells of animal origin, or their derivatives, as referred to in
Regulation (EU) No 722/2012;

Wd 2, RSB BT A A 10.4.5 FTRUE
where applicable, information labelled in accordance with Section 10.4.5.;

&Y, MRS BT S AT A “LOT NUMBER” 8¢ “SERIAL NUMBER”
PR

the lot number or the serial number of the device preceded by the words LOT
NUMBER or SERTAL NUMBER or an equivalent symbol, as appropriate;

MRAEEE 27(4) 2 M VI EE C #73 f# UDI;

the UDI carrier referred to in Article 27(4) and Part C of Annex VI;

B i 7 T 2 2o P EORE N 8 PO IS V) PR ] 2520 3R O 5 2 A SR K A4 AN
an unambiguous indication of t the time limit for using or implanting the device
safely, expressed at least in terms of year and month, where this is relevant;
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HRARYIA e R H I, e B G B 0. 2 EYITE T8, s H
ARt S BR85S 1 — .

where there is no indication of the date until when it may be used safely, the date of
manufacture. This date of manufacture may be included as part of the lot number or
serial number, provided the date is clearly identifiable;

i 1 3 P DA A A R A £ M/ AL B 2% A

an indication of any special storage and/or handling condition that applies;

H ATC B 7 AR BEAR R, 38 N AR 7R TG RS UK B 07 i
if the device is supplied sterile, an indication of its sterile state and the sterilisation
method,;

i N7 B 5| R 8 A A AR AT Al N 3R 7 BRI e i 7 45 Mt
ZAE B RN, ARG T, » BRERITU AL, EIE(E BN
HY DA A5 58 B o

warnings or precautions to be taken that need to be brought to the immediate
attention of the user of the device, and to any other person. This information may
be kept to a minimum in which case more detailed information shall appear in the
instructions for use, taking into account the intended users;

A O T PR JUAR AR B o )34 7o 18— A PR i s B A 1 R B
N ORTF—

if the device is intended for single use, an indication of that fact. A manufacturer's
indication of single use shall be consistent across the Union;

A o CEAT AL PR — IR PERE A A5 0, SR BHZ LR 5 8. SHIT I
FRALBEAGIA I A S 5% T PR AL BRAE P4 B F) A ArT PR A5

if the device is a single-use device that has been reprocessed, an indication of that
fact, the number of reprocessing cycles already performed, and any limitation as
regards the number of reprocessing cycles;

A O E I, AR AL e HI B

if the device is custom-made, the words ‘custom-made device’;

—UHRERE R, HT R8OV ERST 8. & ARSI IUE ] T IR R BETT, M
PR “URARBFFE L

an indication that the device is a medical device. If the device is intended for
clinical investigation only, the words ‘exclusively for clinical investigation’;

A S T8t B AR AL I SN AR I AE BR L5 FF AN AR IR S B T
WA AR L BRI 5T s o 2H U2 (3t 85 B 100 R A 5 Rl A 7 B S T
TR T B 32 2 Ry 1 8 845 B

in the case of devices that are composed of substances or of combinations of
substances that are intended to be introduced into the human body via a body
orifice or applied to the skin and that are absorbed by or locally dispersed in the
human body, the overall qualitative composition of the device and quantitative
information on the main constituent or constituents responsible for achieving the
principal intended action;

XA RSG5, 0 T AR TS SR A S Bt S

for active implantable devices, the serial number, and for other implantable devices,
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the serial number or the lot number.

233, RTRIFSWERFMFEREE (“LTRERE” ) .
Information on the packaging which maintains the sterile condition of a device (‘sterile
packaging’)

T A B I BL R 4

The following particulars shall appear on the sterile packaging:

(@  TRUIEHE BRI,

an indication permitting the sterile packaging to be recognised as such,

(b) AT RREIRE,
a declaration that the device is in a sterile condition,
()  KWHI%,
the method of sterilisation,
(d) 13 i 44 FR A
the name and address of the manufacturer,
(e)  #kudH,
a description of the device,
H ARSI TUE T IRRIE 7L, NARB “IsRBt L A,

if the device is intended for clinical investigations, the words ‘exclusively for
clinical investigations’,

(g)  HlmTERLRW, NARY “EHS"
if the device is custom-made, the words ‘custom-made device’,

(hy  HlEH I ELS,
the month and year of manufacture,

() A e Ak i R R B B R s R R, R R 8 S R SRR AN
JERVE:
an unambiguous indication of the time limit for using or implanting the device
safely expressed at least in terms of year and month, and

G EEMEHUIA R, G0 T AR IR B T AN NG AT T T Ak
M.

an instruction to check the instructions for use for what to do if the sterile
packaging is damaged or unintentionally opened before use.

234, fEHBEHAHIER
Information in the instructions for use

A5 FH 350 Y 2B 5 AR A B R AN E -

The instructions for use shall contain all of the following particulars:

(@ FH2327H (. (. (&), (D & . (M) mpr
R VR E 5
the particulars referred to in points (a), (c), (e), (f), (k), (1), (n) and (r) of Section
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23.2;

an P ) T 3 B & SRE . ZERORE . R H AR BRI BT 2 (A& D
T B A R 5
the device's intended purpose with a clear specification of indications,
contra-indications, the patient target group or groups, and of the intended users, as
appropriate;

ad A, SR R 52 2 LS 5
where applicable, a specification of the clinical benefits to be expected.

g, SR B IR EE 32 SR 4 NI PR % BE B 45 B4
where applicable, links to the summary of safety and clinical performance referred
to in Article 32;

T P REARFAL 5

the performance characteristics of the device;

&, SRAHME S TS R R N RIS IESSOR T5 A i, P B AR B A B
GRS

where applicable, information allowing the healthcare professional to verify if the
device is suitable and select the corresponding software and accessories;

FEAr R R 22 RAE AT AS R EIE R, GfEfR 4 i 1 5¢ T 1K 05 T 15
any residual risks, contra-indications and any undesirable side-effects, including

information to be conveyed to the patient in this regard;

A8 FH 2 T 2 M P A5 R SR, 90 an, o e AOR A T E Dhg, PR Bt T E
SR HERA
specifications the user requires to use the device appropriately, e.g. if the device has

a measuring function, the degree of accuracy claimed for it;

FEMER AL ] AU EAE ST (il dn, KR SRR RHESE) SR 23 I AE
] T AL BE AL R TGS, AL AR R G 2 4 i 7 (A R KT AN SR L5 75K
s KT AT 7 i

details of any preparatory treatment or handling of the device before it is ready for
use or during its use, such as sterilisation, final assembly, calibration, etc., including
the levels of disinfection required to ensure patient safety and all available methods
for achieving those levels of disinfection;

R IR BTt 140 A ] 2 SR R TR 1 s Ao P o AR At N PR 5 B
any requirements for special facilities, or special training, or particular

qualifications of the device user and/or other persons;

BrUE SIS 75 IR 2 HAE A S i iE R 2T E R GRS -
the information needed to verify whether the device is properly installed and is
ready to perform safely and as intended by the manufacturer, together with, where

relevant:
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- T R ST B AR AT A 986 4 it B B OSSO R (O RS R
details of the nature, and frequency, of preventive and regular maintenance,

and of any preparatory cleaning or disinfection,

- AT FE A (0 bR IR AT BE 53k 5

identification of any consumable components and how to replace them,

- AT 6 B RS HESS IS, FL ) LA ORAS B e JEL Y1 7 iy 39T 1) L 3 22 4t
TAF

information on any necessary calibration to ensure that the device operates

properly and safely during its intended lifetime, and

- HERZH 2R, B sS4 I 0 N P8 20 XU 1 7 7
methods for eliminating the risks encountered by persons involved in

installing, calibrating or servicing devices;

ARG RIBS R TC N, I TC B AR A AT AR A B AT I I L T, B
SERLU .

if the device is supplied sterile, instructions in the event of the sterile packaging
being damaged or unintentionally opened before use;

HRASS R AR TC R, JF B/ A AT AT K, MR AE = 1 KT
.
if the device is supplied non-sterile with the intention that it is sterilised before use,

the appropriate instructions for sterilisation;

Ao M, SRV E R A P IS S A B R AR S, B
AT TR BARUL K (&) S B E A3 T A8 O 3 i R A 0
L RK G k. BGROEE B LARZ ST i NG B, i, #Rk5 4
LB fo v E R AR B KRR

if the device is reusable, information on the appropriate processes for allowing
reuse, including cleaning, disinfection, packaging and, where appropriate, the
validated method of re-sterilisation appropriate to the Member State or Member
States in which the device has been placed on the market. Information shall be
provided to identify when the device should no longer be reused, e.g. signs of

material degradation or the maximum number of allowable reuses;

WERRRE R, R RA ARG R Ao T B R B R 1T Sl 2 e 5ERE
ER, Tyl EE A %A

an indication, if appropriate, that a device can be reused only if it is reconditioned
under the responsibility of the manufacturer to comply with the general safety and

performance requirements;

A a e IR, B S EE R , liE  CRnRrEA
BRI Z A RAT B AT BE AL J UL o LA J2 I e - ) 3 T XU 7 B SR R S
G f”viémtﬁﬁﬂ ZUERFAE AR R R A 23.1 () R FR AR AL
Y, %5 B AL ZOR RS T
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if the device bears an indication that it is for single use, information on known
characteristics and technical factors known to the manufacturer that could pose a
risk if the device were to be re-used. This information shall be based on a specific
section of the manufacturer's risk management documentation, where such
characteristics and technical factors shall be addressed in detail. If in accordance
with point (d) of Section 23.1. no instructions for use are required, this information
shall be made available to the user upon request;

Xf T B A5 H A 28R /S0 B 8% — A ) 2k
for devices intended for use together with other devices and/or general purpose

equipment:

- M TP IX SRR B & B S, DMESRG e dH &, A/
information to identify such devices or equipment, in order to obtain a safe

combination, and/or

- A R AR % 2H A BT AT 0 PR A A R
information on any known restrictions to combinations of devices and

equipment;

A a i T B sk AR G

if the device emits radiation for medical purposes:

- KPR MBS HIERT . R (A& =) sR AN B P15 R
detailed information as to the nature, type and where appropriate, the
intensity and distribution of the emitted radiation,

- B Ak 5B s 3 B A N {8 P 2 300 ) 52 21 T MR S 1R 5 %
the means of protecting the patient, user, or other person from unintended

radiation during use of the device;

A IR SOV IR I3 AN/ BB E B R AT, PR IR . RSO L A R U It
P 5 88 A R s IR A5 02 o BRI DL T, A BB Fe VA 3 1) SR 3
R PTA S TP 25l . A R it LR 5 S 5% i 4 FH PR A«
ZE B NAR (AdE) -

information that allows the user and/or patient to be informed of any warnings,
precautions, contraindications, measures to be taken and limitations of use
regarding the device. That information shall, where relevant, allow the user to brief
the patient about any warnings, precautions, contra-indications, measures to be
taken and limitations of use regarding the device. The information shall cover,
where appropriate:

- AR PR AR A BT B 2 RN 22 4 1) M R AR A IR PR L T 4 e R/ AR
R it 5
warnings, precautions and/or measures to be taken in the event of
malfunction of the device or changes in its performance that may affect
safety,



5.5.2017

®

| EN | B T AR L117/247

- e TR Tt A/ B2 e T BRI UL R A0 T 5 0 m R 35 2% 1 SR )
fEME CHIntgdsy . AN RN RN | RSO . S Ea T A
KIERS . R . BURED .
warnings, precautions and/or measures to be taken as regards the exposure to
reasonably foreseeable external influences or environmental conditions, such
as magnetic fields, external electrical and electromagnetic effects,
electrostatic discharge, radiation associated with diagnostic or therapeutic

procedures, pressure, humidity, or temperature,

- FEREE LT IT . PEAS B0G T AL B e AR AR e (9l dn,  da s i HiAth v #%
(A8 BT A H R L T 10> JUATR), AR AR & B AT 0L AE A T I B TR
DRI PR s T K Tt A/ AR R A i
warnings, precautions and/or measures to be taken as regards the risks of
interference posed by the reasonably foreseeable presence of the device
during specific diagnostic investigations, evaluations, or therapeutic
treatment or other procedures such as electromagnetic interference emitted

by the device affecting other equipment,

- Fian O T B . NGBV RIR B H A B PR B HLAT AR AR
Jo A 326 652 A W) o IF 75 2% R AT A R i FD PR 1) s AN AR 25 12k 5
if the device is intended to administer medicinal products, tissues or cells of
human or animal origin, or their derivatives, or biological substances, any

limitations or incompatibility in the choice of substances to be delivered,

- S5 BB ATE S IR 20 (0 2 W s AE VR R G A R, TR
Tt A/ S PR )5
warnings, precautions and/or limitations related to the medicinal substance
or biological material that is incorporated into the device as an integral part
of the device; and

- HNGE CMR BUEA A 70 WA P 5T s AT 5 5 3508 A 5 1Y)
B I BN AR S B8 T 7 4 Tt
precautions related to materials incorporated into the device that contain or
consist of CMR substances or endocrine-disrupting substances, or that could

result in sensitisation or an allergic reaction by the patient or user;

A1 AL SN AT o N AR IR A B3 JR) A9 BAOE N A4 PN B 0 o s Jo 2L A ok, O
TR ARSI 4 7 it 5 A 2 24 R A 490 5 ) A ELAE FH 0 — AR L
PAR R s AN R FH AT 2 RS ) A T 8 it (& D

in the case of devices that are composed of substances or of combinations of
substances that are intended to be introduced into the human body and that are
absorbed by or locally dispersed in the human body, warnings and precautions,
where appropriate, related to the general profile of interaction of the device and its
products of metabolism with other devices, medicinal products and other
substances as well as contraindications, undesirable side-effects and risks relating
to overdose;
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XA, A O W ik AR R ) e R e TEATE RS R .
in the case of implantable devices, the overall qualitative and quantitative

information on the materials and substances to which patients can be exposed;

N T b A AL H— A B RERS iy, BRI E
FREL TR 5 . 1245 B N 1 4 -

warnings or precautions to be taken in order to facilitate the safe disposal of the
device, its accessories and the consumables used with it, if any. This information

shall cover, where appropriate:

- ERREEMEE (I, WAV R R S S o
FARBW)

infection or microbial hazards such as explants, needles or surgical
equipment contaminated with potentially infectious substances of human

origin, and

- PEIEfEE (BlIsk 8RB

physical hazards such as from sharps.

A ATHEIRER 23,1 97 (&) R ESREME U, SRS ZORAG X 2645 B 5 b4y
(OEER

If in accordance with the point (d) of Section 23.1 no instructions for use are
required, this information shall be made available to the user upon request;

X ARL LN SR Bk, AT 38 LA B APl A\ B
for devices intended for use by lay persons, the circumstances in which the user
should consult a healthcare professional;

X FARGEAVEIN S 1) 25 R a2 I E I, 5% T8 Z I PR 32 2t DA S 5 S At FH AR 5%
ST AN

for the devices covered by this Regulation pursuant to Article 1(2), information
regarding the absence of a clinical benefit and the risks related to use of the device;

{5 U8 B 5 A B, 45 CABAT, BB RRAS S FH Uk B A 0 A H AR IR A
date of issue of the instructions for use or, if they have been revised, date of issue
and identifier of the latest revision of the instructions for use;

[ {8 P 2 A/ BB R SR T S S SR AR AT A R R, AR e A
JH 3 A0/ 83 i 8 O3 ] Y 1 3 7 A0 2 LA

a notice to the user and/or patient that any serious incident that has occurred in
relation to the device should be reported to the manufacturer and the competent
authority of the Member State in which the user and/or patient is established;

MRYE 2 18 2517 B H ST RIS E B

information to be supplied to the patient with an implanted device in accordance
with Article 18;

XEF A G AR LT RGTHI S, O BT B A B R A, A OGBS IT
WL PR AN IT 22 2 A B IR ER. (AR IR R BT ) X T 1847 8K
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PEARAL I L ZE 1

for devices that incorporate electronic programmable systems, including software,
or software that are devices in themselves, minimum requirements concerning
hardware, IT networks characteristics and IT security measures, including

protection against unauthorised access, necessary to run the software as intended.
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ANNEX I1

BORIAF

TECHNICAL DOCUMENTATION

UG, G R N LS AT B TR R AN RIE W 1) Ty AR A G ) AR AR SO
o, IFRRE A AR AR S P TR I DL B

The technical documentation and, if applicable, the summary thereof to be drawn up by the

manufacturer shall be presented in a clear, organised, readily searchable and unambiguous

manner and shall include in particular the elements listed in this Annex.

UL S ERETEAR, BIER A

1.

1.1.

DEVICE DESCRIPTION AND SPECIFICATION, INCLUDING VARIANTS AND

ACCESSORIES

BRI 5 1 Rt

Device description and specification

(@) B A AR — AU B, L LR E R T A
product or trade name and a general description of the device including its intended
purpose and intended users;

(b)  TEMISE VIEE C 0w Frid i il w5 BT i 18 28 )= 45 1 24 UDI-DI, K #4%
BWIOFRARET UDL R4, siflefers Wi, H S s st b e i ol
R
the Basic UDI-DI as referred to in Part C of Annex VI assigned by the
manufacturer to the device in question, as soon as identification of this device
becomes based on a UDI system, or otherwise a clear identification by means of
product code, catalogue number or other unambiguous reference allowing
traceability;

(c) Rzl 67 RN/ I B 9 HA R8RS A AAORN [ 22 e DA S A B FE R 2,
B IRPEAEN] . ENE . BRTIE. EA
the intended patient population and medical conditions to be diagnosed, treated
and/or monitored and other considerations such as patient selection criteria,
indications, contra-indications, warnings;

(d)  FERCERE B B R SRR 7 50, D B R} 2 A
principles of operation of the device and its mode of action, scientifically
demonstrated if necessary;

(e) &SR b ) 7o b
the rationale for the qualification of the product as a device;

() A XG5 RN 2 BB 5% VLT B FH AR 40 R0 0] f) 2

the risk class of the device and the justification for the classification rule(s) applied
in accordance with Annex VIII;
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AT RIURF AL (14 350 ] 5

an explanation of any novel features;

MR L A 2 SRR AR A ) A 5 2 TR A R 7 i 14 15 B
a description of the accessories for a device, other devices and other products that

are not devices, which are intended to be used in combination with it;

FOLTHB5 1) % i 2 B /2 AR 1) 1 B B E 81K
a description or complete list of the various configurations/variants of the device
that are intended to be made available on the market;

KEETHRETCAF I — LU W], B an AR/ CRAEERAE, &), HIE M.
Al DhRe LA DG E MR E A . TEE ST, ROAFE AR i 1 ETE
Fon (PR, A ML, FRER R/, TR R K
ARANE R 78 73 1l B 5

a general description of the key functional elements, e.g. its parts/components
(including software if appropriate), its formulation, its composition, its
functionality and, where relevant, its qualitative and quantitative composition.
Where appropriate, this shall include labelled pictorial representations (e.g.
diagrams, photographs, and drawings), clearly indicating key parts/components,

including sufficient explanation to understand the drawings and diagrams;

ZEE BB DI RE T ) D MRHI T BL B 5 N A B 12 BB e 42 fid (1 A4 e 3
B, B A A AR R R SR A S ]

a description of the raw materials incorporated into key functional elements and
those making either direct contact with the human body or indirect contact with the
body, e.g., during extracorporeal circulation of body fluids;

FMEARBE (BIIRFAE . RSP ATERE IR D BLAGE R Hh IR I35 ] 7™
MY CBIAE /M SRS R D AT (T A2 1A/ e AT B A

technical specifications, such as features, dimensions and performance attributes, of
the device and any variants/configurations and accessories that would typically
appear in the product specification made available to the user, for example in

brochures, catalogues and similar publications.

Xt R —ARASRAAS PR 5 A

Reference to previous and similar generations of the device

@

(b)

3% i A2 AT — A IR REE
an overview of the previous generation or generations of the device produced by

the manufacturer, where such devices exist;

TERR B B bR i 3 R I SRS i iR, an s
an overview of identified similar devices available on the Union or international
markets, where such devices exist.

FIERRAKER
INFORMATION TO BE SUPPLIED BY THE MANUFACTURER
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—BE

A complete set of:

- WA (FERPEE B TSR aR. HERR. Bl LR
2 IS BRI 65 BT A2 1 03 T #2278 5
the label or labels on the device and on its packaging, such as single unit packaging,
sales packaging, transport packaging in case of specific management conditions, in
the languages accepted in the Member States where the device is envisaged to be
sold; and

- A U0 B A P 8 BT 4 85 P £ o B3 R T 2 TR 5D
the instructions for use in the languages accepted in the Member States where the
device is envisaged to be sold.

3. WitEHERER
DESIGN AND MANUFACTURING INFORMATION

(@ T HEESRBTEBIE

information to allow the design stages applied to the device to be understood;

(b) FEREEMMVE, OREHIEERE IR B % S I I AN R 27
e NAEFOARSTIF I 52 B4 ;
complete information and specifications, including the manufacturing processes
and their validation, their adjuvants, the continuous monitoring and the final

product testing. Data shall be fully included in the technical documentation;

(c) WHEBAT B A& S S T A i, AR SN AN R .
identification of all sites, including suppliers and sub-contractors, where design and

manufacturing activities are performed.

4. HEHRESMREER
GENERAL SAFETY AND PERFORMANCE REQUIREMENTS
SR HAF S B SR IR AL A 2 4 5 1 BE B R IUE IS 8., I EE 8838 - 45 W
HH BRI TUN E B, G A 0L BRI R ) X e o7 S E d . ARG
WEo AZFFE PR B N LA
The documentation shall contain information for the demonstration of conformity with the
general safety and performance requirements set out in Annex I that are applicable to the
device taking into account its intended purpose, and shall include a justification, validation
and verification of the solutions adopted to meet those requirements. The demonstration of
conformity shall include:

(a)  EHI T AN IE A 24 S RE R A AN g T A B e
the general safety and performance requirements that apply to the device and an
explanation as to why others do not apply;

(b) UEMIHATEIEM 2 5YEREEOR T %
the method or methods used to demonstrate conformity with each applicable

general safety and performance requirement;



5.5.2017 | EN WK B 7 AR L117/253

6.1.

(c)  WhiARHE. CS B Y HAh g v 7 %

the harmonised standards, CS or other solutions applied; and

(d) SR HER IR . 2R LT S R AR HE . CS AYIESE B A IE
WIHAT B il 22 4 S VR RE R A U5 1% o AN RUFITIR A5 5 A0, 35 18 58 BE I R ST
Hh e SRR 1AL B A XS EZRA SRS (& ApD .
the precise identity of the controlled documents offering evidence of conformity
with each harmonised standard, CS or other method applied to demonstrate
conformity with the general safety and performance requirements. The information
referred to under this point shall incorporate a cross-reference to the location of
such evidence within the full technical documentation and, if applicable, the

summary technical documentation.

RS 22 23 H7 A0 XS B
BENEFIT-RISK ANALYSIS AND RISK MANAGEMENT

AR BUE R

The documentation shall contain information on:

(a)  FEMES THIEE 1 AN 8 =5 eh ik iy XU ) 28 7
the benefit-risk analysis referred to in Sections 1 and 8 of Annex I, and

(b)  FTRIHBIMETR T SEANAERR 3 T HIEE 3 715 v Bk f XU A B 4
the solutions adopted and the results of the risk management referred to in Section
3 of Annex L.

7= iR RAE S A
PRODUCT VERIFICATION AND VALIDATION

SO AL B B AT I T e R AR/ BT 7T (R 5 RO 0 A, DA B 83
FEEAERER, R nl RAE AT &8 s 2 2 S TR 2K .

The documentation shall contain the results and critical analyses of all verifications and
validation tests and/or studies undertaken to demonstrate conformity of the device with the
requirements of this Regulation and in particular the applicable general safety and

performance requirements.

I PR T A e PR B4

Pre-clinical and clinical data

(@  RIRAER, WM. SRR, BRI AK, FUE TR A T Sk
PRl JF 25 RE LT H A B 25 I PR AT 2 4 R 5 S — B SR A L
LR E
results of tests, such as engineering, laboratory, simulated use and animal tests, and
evaluation of published literature applicable to the device, taking into account its
intended purpose, or to similar devices, regarding the pre-clinical safety of the
device and its conformity with the specifications;

(b)  SRFMABLE e M BT T Bl A A TR E R, AR 2
ML R ERSE, JEHE LT R A2
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detailed information regarding test design, complete test or study protocols,
methods of data analysis, in addition to data summaries and test conclusions

regarding in particular:

- ARV, BLAE 5 E BE E A e f ) Pi A R
the biocompatibility of the device including the identification of all materials

in direct or indirect contact with the patient or user;

- WL A6 E R YR

physical, chemical and microbiological characterisation;

- FL 22 4 M R TG AR A 12

electrical safety and electromagnetic compatibility;

- BAF IR UE AN Ut B B Bt AT S o R A B AE s it 4 A o P R
PRIGAIENERT) o A JE I8 B35 2 5 28 R AT T £E PN T LA S AE AR B S o
i E IR HAT AT A SUE R s g g5 . R N KB
AARFRBEFECE, JFEEHTEI T, HifdE e R auE B b prif e i
TERB) ;
software verification and validation (describing the software design and
development process and evidence of the validation of the software, as used
in the finished device. This information shall typically include the summary
results of all verification, validation and testing performed both in-house and
in a simulated or actual user environment prior to final release. It shall also
address all of the different hardware configurations and, where applicable,
operating systems identified in the information supplied by the

manufacturer);

- FaE M, BB i
stability, including shelf life; and
PERE A 22 4

performance and safety.

TEE UL, S IR & RS2 A 2 23 55 2004/10/EC 154 VIRLE -
Where applicable, conformity with the provisions of Directive 2004/10/EC of the

1o

European Parliament and of the Council "’ shall be demonstrated.

LARMATHIRL, SO RAFERZ R E d . B0, HX AR & &k
PRI 5y BN A FH PR e B RSCAS B 2 A B, 75 A (R0 A 3R AT A P AH 25 1 1K
Uk

Where no new testing has been undertaken, the documentation shall incorporate a
rationale for that decision. An example of such a rationale would be that

W 2004 42 A 11 FERIILE FIELH £ 56 T 88— S F BT SE 00 S M09 JR A . v URIAT BOM
L B Ak 240 IR R 6 S R B6:3IE 1) 55 2004/10/EC 5384 (OJ L 50, 20.2.2004, p. 44)
Directive 2004/10/EC of the European Parliament and of the Council of 11 February 2004 on the
harmonisation of laws, regulations and administrative provisions relating to the application of the principles
of good laboratory practice and the verification of their applications for tests on chemical substances (OJ L 50,
20.2.2004, p. 44).
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biocompatibility testing on identical materials was conducted when those materials
were incorporated in a previous version of the device that has been legally placed
on the market or put into service;

IRAEER 61(12)2 M= XIV 25 A & 73 R PR DA i 75 S HL B8 3T A DL Il PR
AN R

the clinical evaluation report and its updates and the clinical evaluation plan
referred to in Article 61(12) and Part A of Annex XIV;

MRHEPH = XTIV 2 B #543 19 PMCF 11811 PMCF 144k % B4 f7 PMCF AN i&EH
fREEE

the PMCEF plan and PMCF evaluation report referred to in Part B of Annex XIV or
a justification why a PMCEF is not applicable.

FERRE AL T ZR I NS B

Additional information required in specific cases

(@)

(b)

(©)

A EL R 2001/83/EC SR H 1 556 2 HAUE & LARIZY ML G B
MAERD , HAE AR, Hrh O35 1(8) 458 — 1 BT ik i A\ A4 L v i 1fi
FRUELG i, WINLFEA R X —F LAY o AESEFE LT, A SO REf 2 1%
PR, JF 005 I DLV A e e . s A ) A, [R5 2% P& 4%
PRI H

Where a device incorporates, as an integral part, a substance which, if used
separately, may be considered to be a medicinal product within the meaning of
point 2 of Article 1 of Directive 2001/83/EC, including a medicinal product derived
from human blood or human plasma, as referred to in the first subparagraph of
Article 1(8), a statement indicating this fact. In this case, the documentation shall
identify the source of that substance and contain the data of the tests conducted to
assess its safety, quality and usefulness, taking account of the intended purpose of
the device.

(b il A N s ot Uit i) 2 23 el 4 s AT A o 1, O HLIeR s 7E A
FERER 1 (6) kM (D) M (@) sl BLRAFN— D ANIFSRIEI A KHR 7> AR
B R B AT AE Y B R A B S A E L, JF B aa /258 1 (100 2638 — T
FIRLE , RSP A R IX —F R i u . ERXMFOL T, ST N prA
N BB YARIER R, IR RT3 13.1 W8 13.2 5 PE4H(E
Where a device is manufactured utilising tissues or cells of human or animal origin,
or their derivatives, and is covered by this Regulation in accordance with points (f)
and (g) of Article 1(6, and where a device incorporates, as an integral part, tissues
or cells of human origin or their derivatives that have an action ancillary to that of
the device and is covered by this Regulation in accordance with the first
subparagraph of Article 1(10), a statement indicating this fact. In such a case, the
documentation shall identify all materials of human or animal origin used and
provide detailed information concerning the conformity with Sections 13.1. or 13.2.,
respectively, of Annex 1.

FE B AE SN B AR IR B8R 897 T N A Hi R 40 S s Joit 241 5 4
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ARG OL T, NAFE R B e BRI BT 5T T & B T TR
R IR EMPNRE LRI, AR R aTE:

In the case of devices that are composed of substances or combinations of
substances that are intended to be introduced into the human body and that are
absorbed by or locally dispersed in the human body, detailed information, including
test design, complete test or study protocols, methods of data analysis, and data
summaries and test conclusions, regarding studies in relation to:

- Wy ZeAi s ACEEAN R

absorption, distribution, metabolism and excretion;

- HREE| H b NS AR EETT 564, 1% IRENAR A B 5t AR 4
AR AR 245 SO A 5T B AT REAH AR T
possible interactions of those substances, or of their products of metabolism
in the human body, with other devices, medicinal products or other
substances, considering the target population, and its associated medical
conditions;

- JRIFs i 32 A 5

local tolerance; and

- Bk, SRR RENE. EENERE. B EE. BUBENEEKE
BEE ORI A5 S R 2 e R E AR B 5D
toxicity, including single-dose toxicity, repeat-dose toxicity, genotoxicity,
carcinogenicity and reproductive and developmental toxicity, as applicable
depending on the level and nature of exposure to the device.

FER MR T EOL R, Mgt b .

In the absence of such studies, a justification shall be provided.

P B TES 10.4.1 FPTIR 54 CMR BN 70 P51 480, B0 4% BRIZ B SR 26
10.4.2 FTHEATIRIE

In the case of devices containing CMR or endocrine-disrupting substances referred
to in Section 10.4.1 of Annex I, the justification referred to in Section 10.4.2 of that

Annex.

X T AE T B B SR IE D SR T BT T I K A 0, FEAR DG 38 0 BRI 3R B
FAFHIULE o X TAETC W 25 N AR T I ae i, BT iR e, B
KA KM E4ET ifAR S « #AR S A S AW fEale . #UR K
A BB YRGS (&R .

In the case of devices placed on the market in a sterile or defined microbiological
condition, a description of the environmental conditions for the relevant
manufacturing steps. In the case of devices placed on the market in a sterile
condition, a description of the methods used, including the validation reports, with
respect to packaging, sterilisation and maintenance of sterility. The validation report
shall address bioburden testing, pyrogen testing and, if applicable, testing for
sterilant residues.
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X FHRTBCT T 3 B 2 AT D 8 T RE K 50, AR DR I AR P B O vk AT
.
In the case of devices placed on the market with a measuring function, a description

of the methods used in order to ensure the accuracy as given in the specifications.

A e S A A LA A LU R U R A, % /G B A B AU A IE B
FLAE D AT AT 5 )38 7o 5 A 1 0 e o S AT 1228 AT i Y 2 A 5 1
If the device is to be connected to other device(s) in order to operate as intended, a
description of this combination/configuration including proof that it conforms to
the general safety and performance requirements when connected to any such

device(s) having regard to the characteristics specified by the manufacturer.
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ANNEX III

KT L e BB R SR SO

TECHNICAL DOCUMENTATION ON POST-MARKET SURVEILLANCE

BB R AU SR ARG 107 sCE B ISR 83 22 86 1 Hh il i e 40 € 1) ¢
T BT R MR BRI, R N A A SR TR R

The technical documentation on post-market surveillance to be drawn up by the manufacturer in
accordance with Articles 83 to 86 shall be presented in a clear, organised, readily searchable and

unambiguous manner and shall include in particular the elements described in this Annex.

1. ARAE S 84 il (1 115 M B &l

The post-market surveillance plan drawn up in accordance with Article 84.

FE b5 BRI, 3 R S UE B LB AT 15 83 S rh TR 5.

The manufacturer shall prove in a post-market surveillance plan that it complies with the

obligation referred to in Article 83.

(@ b e BRI R T S B S A, R

The post-market surveillance plan shall address the collection and utilization of

available information, in particular:

- AR EFMEE, B PSUR (EMZEMEHHRE) G 2MI
2 4 2 IEFE it 5
information concerning serious incidents, including information from PSURs,

and field safety corrective actions;

- TR 4R 7™ HE A D SR AN AR AT A R B AR

records referring to non-serious incidents and data on any undesirable

side-effects;

- RS E B

information from trend reporting;
- AHIR L FEE AR TR B0 22 A/ B e 3K

relevant specialist or technical literature, databases and/or registers;
- SH, AR 8w AE R PR SR AR A

information, including feedbacks and complaints, provided by users,
distributors and importers; and

- KT FRAUAL 7 2 2~ A5 2

publicly available information about similar medical devices.

(b) bR MR R A N R

The post-market surveillance plan shall cover at least:

- e (a) s TR P (5 B AT IEYE S RGUALIRAE . I RE N -
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USRI RS, JFREZ IS SO T I I AL d AT P A

a proactive and systematic process to collect any information referred to in
point (a). The process shall allow a correct characterisation of the
performance of the devices and shall also allow a comparison to be made

between the device and similar products available on the market;

P VEAl BTSSR (A (0 A HE S 10T ik SRR

effective and appropriate methods and processes to assess the collected data;

P DR 32 2 73 B A RS 7 381 252 1) R 7 DAl R 45 T B FR o AR, 2
PSR 128 3 5Tk s

suitable indicators and threshold values that shall be used in the continuous
reassessment of the benefitrisk analysis and of the risk management as

referred to in Section 3 of Annex I;

P18 A B MO B B0 20 W7 T 3 M SC 2 56 ) R HL 3 24 1) D7 VA AN
THA;

effective and appropriate methods and tools to investigate complaints and
analyse market-related experience collected in the field;

B 88 FMUE MBI A RFAMINENTT . BT HEA
RS AR B H R DA R RS I AT ) 4 T b A I i D7 A A s
x;

methods and protocols to manage the incidents subject to the trend report as
provided for in Article 88, including the methods and protocols to be used to
establish any statistically significant increase in the frequency or severity of

incidents as well as the observation period;

TS5 FENM . DEN . Z5FE 8 AL A S08 @ 1 7 VA7
%,
methods and protocols to communicate -effectively with competent

authorities, notified bodies, economic operators and users;

ZEJEATES 83, 84 1 86 s e M1 1 L 55 P 8%
reference to procedures to fulfil the manufacturers obligations laid down in
Articles 83, 84 and 86;

P 58 T RBUE M 5 it ) Ry, IS A 1IR3 i
systematic procedures to identify and initiate appropriate measures including
corrective actions;

P T SR B O 1 2 45 BT A 5 O ] T4 Mt R R R
effective tools to trace and identify devices for which corrective actions
might be necessary; and

MR XIV 55 B #4019 PMCF (BTG IRRERER T8, iA0E
PMCF (2
a PMCF plan as referred to in Part B of Annex XIV, or a justification as to
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why a PMCF is not applicable.

2. W 86 s JITIAR ) PSUR FIEE 85 441 b1l Jm i B iy
The PSUR referred to in Article 86 and the post-market surveillance report referred to in
Article 85.
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Vi A%
ANNEX IV
KR BE7FA 1 = B
EU DECLARATION OF CONFORMITY

R A Ak W R AR B 45 R

The EU declaration of conformity shall contain all of the following information:

1.

FESS 31 s PR B H3E R 4 BRI ot 44 B R AR A B — VRS (RO
LHFRBRER (& D+ AT RUER & AOVE M & st f UK 5 ik

Name, registered trade name or registered trade mark and, if already issued, SRN as
referred to in Article 31 of the manufacturer, and, if applicable, its authorised
representative, and the address of their registered place of business where they can be
contacted and their location be established;

FH 1) 36 P AT 97 93 K H I IR LA 5 7
A statement that the EU declaration of conformity is issued under the sole responsibility of
the manufacturer;

Bt =% VI 28 C & 73 Fr frid (3£ 75 () UDI - DI;
The Basic UDI-DI as referred to in Part C of Annex VI;

PR AL A H oS SO R 255, WEERCEAT Sk A T
TeR 5 PRS0 IR AN AT B, & I B R AR TU H . BR R A
FRAk, 25 3 TR RIS A UDI - DI Al $& 45 5o Vi R0 R ml 38 1 AS 2

Product and trade name, product code, catalogue number or other unambiguous reference
allowing identification and traceability of the device covered by the EU declaration of
conformity, such as a photograph, where appropriate, as well as its intended purpose.
Except for the product or trade name, the information allowing identification and

traceability may be provided by the Basic UDI-DI referred to in point 3;

FE WP 5 VIIT $2 R, 28 b XU 25 2

Risk class of the device in accordance with the rules set out in Annex VIII;

P B IR 5 S BB 5 AR T RIUMEL At AR 9% PR WS Sk DA R BB B S O E KA
IR AT A A I ERD (A& D

A statement that the device that is covered by the present declaration is in conformity with
this Regulation and, if applicable, with any other relevant Union legislation that provides
for the issuing of an EU declaration of conformity;

T AF A1 75 B B FH AT AR in TR A A 1) 225 SR

References to any CS used and in relation to which conformity is declared;

E R, A SN AAFRAIRR RS, FrhAT IRT & R P A5 R e 10 50 B AT 28 % (R IE
FHIARIR;

Where applicable, the name and identification number of the notified body, a description
of the conformity assessment procedure performed and identification of the certificate or
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10.

certificates issued;

wE A, BAMOE R
Where applicable, additional information;

ROBCE R AR B 25 N AR SS . AR AR A LS ARSI .
Place and date of issue of the declaration, name and function of the person who signed it

as well as an indication for, and on behalf of whom, that person signed, signature.
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IR vV
ANNEX V
CE fF &Rk
CE MARKING OF CONFORMITY
1. “CE” WpiRait& &y “CE” , JERM MHE:
The CE marking shall consist of the initials ‘CE’ taking the following form:

2. EHH/NBURCK CE AR, BIESF bR 2 B2 i i
If the CE marking is reduced or enlarged, the proportions given in the above graduated
drawing shall be respected.

3. fEEEGALE, CERRKENMANAEGEAMAKRS, BEANT 5 mm. Bk
N RSEASER X /N LB
The various components of the CE marking shall have substantially the same vertical
dimension, which may not be less than 5 mm. This minimum dimension may be waived

for small-scale devices.
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Bt VI
ANNEX VI

RIFE 294 A1 31 Z R KEMBRAMETFFEERE R, BIEF 28 129 &Rt

& UDI HIEENZLEE TGRS UDI-DI, 1 UDI R4

INFORMATION TO BE SUBMITTED UPON THE REGISTRATION OF DEVICES AND
ECONOMIC OPERATORS IN ACCORDANCE WITH ARTICLES 29(4) AND 31, CORE
DATA ELEMENTS TO BE PROVIDED TO THE UDI DATABASE TOGETHER WITH
THE UDI-DI IN ACCORDANCE WITH ARTICLES 28 AND 29, AND THE UDI SYSTEM

A B4
PART A

RAEEE 29(4) M 31 KRZKTEMBWM LT ZERE S

INFORMATION TO BE SUBMITTED UPON THE REGISTRATION OF DEVICES

AND ECONOMIC OPERATORS IN ACCORDANCE WITH ARTICLES 29(4) AND 31

MG R AR CERD « R CERD NMIRAZH | W iR E R, N R
552 TP IR A R EL RS B R S B AR, IR AR SR R .

Manufacturers or, when applicable, authorised representatives, and, when applicable, importers

shall submit the information referred to in Section 1 and shall ensure that the information on their

devices referred to in Section 2 is complete, correct and updated by the relevant party.

1.

I1.1.

1.2.

1.3.

1.4.

2.1.

2.2.

S5&FEERARNER

Information relating to the economic operator

SPtieE R (&R . RAUCREEE DR

type of economic operator(manufacturer, authorised representative, or importer),

ATFIZE KBRS bR 7 2

name, address and contact details of the economic operator,

R R L1 AR Al A OO, IERIR AR N B AL . ik AR R 07 3K
where submission of information is carried out by another person on behalf of any of the
economic operators mentioned under Section 1.1, the name, address and contact details of

that person,

15 &P i BV AT A PR S DT N2k 44 L Lk AIEE 507 2.
name address and contact details of the person or persons responsible for regulatory
compliance referred to in Article 15.

5HBWAERXKER

Information relating to the device

F# K UDI-DI;
Basic UDI-DI,

HI A WU RAUEAS (2R L g 5 AR R0 I DL iz 22 35 LR B A R Bl iR, BA
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2.3.

24.

2.5.

2.6.

2.7.

2.8.

2.9.

2.10.

2.11.

2.12.

2.13.

Lo 1 T HURIRILE 22 5 HLA ATAIE S (0 FE 3 2R Gt Hh S N s UE 5 015 B B 4%

type, number and expiry date of the certificate issued by the notified body and the name or
identification number of that notified body and the link to the information that appears on
the certificate and was entered by the notified body in the electronic system on notified
bodies and certificates,

s IR AR 22 AR T 7 P AE PR IR Bk 7 [

Member State in which the device is to or has been placed on the market in the Union,
X Hay b BT R8I 1% as il O 20 B0 2R AL A AR B2

in the case of class Ila, class IIb or class III devices: Member States where the device is or

is to be made available,

ER NSRS E

risk class of the device,

[l RPEAE S0 (/)

reprocessed single-use device (y/n),

A AE S — B R I T A D o — M 24 et P ot DA S A2 o 4 44 K

presence of a substance which, if used separately, may be considered to be a medicinal
product and name of that substance,

FFAEHE— BRSSP DA A o — b A AR I BRI 2R SR U 245 it PR 400 o A S P I 1 44
PR
presence of a substance which, if used separately, may be considered to be a medicinal

product derived from human blood or human plasma and name of this substance,

FAE NRIRH S s I BT BN (GR/B)

presence of tissues or cells of human origin, or their derivatives (y/n),

FEEER 722/2012 SIEMPTIR SR 4H 23 sl 4 s AT AR /5D
presence of tissues or cells of animal origin, or their derivatives, as referred to in
Regulation (EU) No 722/2012 (y/n),

G, 5 A < A I R AT TEME— RS (AR fE 3~ R G0 Th 5 Im PR B SR I
PRI MR

where applicable, the single identification number of the clinical investigation or
investigations conducted in relation to the device or a link to the clinical investigation

registration in the electronic system on clinical investigations,

XF RS XVI ol asth, FE gtk i 5 02 15 9B y7 i
in the case of devices listed in Annex XVI, specification as to whether the intended
purpose of the device is other than a medical purpose,

TR 10(15) 2 H TR I 5 — ME NBE R AN ciHAnifilig, X ANBE R A4
PRy HhERTE R 7 K

in the case of devices designed and manufactured by another legal or natural person as
referred in Article 10(15), the name, address and contact details of that legal or natural
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2.14.

2.15.

person,

XTI SRAS B AT RN B0, 22 2 Al PR 1k e 2 45 5
in the case of class III or implantable devices, the summary of safety and clinical

performance,

SMAPIRE (g itdt. WipAERMt. Akl e BEERD .
status of the device (on the market, no longer placed on the market, recalled, field safety
corrective action initiated).

B #4
PART B

RAESE 28 A1 29 %K HALLS UDI H3E E R O H#E TR S UDI-DI

CORE DATA ELEMENTS TO BE PROVIDED TO THE UDI DATABASE TOGETHER

WITH THE UDI-DI IN ACCORDANCE WITH ARTICLES 28 AND 29

1] 38 7 B ) UDI 808 #2415 UDI-DI LA B 5 il i 7 AN 3 oA o< 1 LA R A5 R
The manufacturer shall provide to the UDI database the UDI-DI and all of the following

information relating to the manufacturer and the device:

1.

H A B R
quantity per package configuration,

55 29 % BTk {3 A UDI - DI #1%i5h UDI - DI;
the Basic UDI-DI as referred to in Article 29 and any additional UDI-DIs,

PRI 177 30 CRABEEAE™ H. #tS. F305) ;
the manner in which production of the device is controlled (expiry date or manufacturing

date, lot number, serial number),

W&, “UDI-DI” {870 CREG A 68 F AL i UDT I, B e < 5
JCDIL,  LSERE S A ) ] 5 3 RIS R

if applicable, the unit of use UDI-DI (where a UDI is not labelled on the device at the
level of its unit of use, a ‘unit of use’ DI shall be assigned so as to associate the use of a
device with a patient),

& 7 1 4 PR A E AR TR

name and address of the manufacturer (as indicated on the label),

118 31(2) % % K 11 SRN;
the SRN issued in accordance with Article 31(2),

WEH, BRI LA Gk TR

if applicable, name and address of the authorised representative (as indicated on the label),

5 26 S PUE I BT s e 44 1505

the medical device nomenclature code as provided for in Article 26,

T AU S5 2
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risk class of the device,

10.  WiEH, 7 &R bR AR

if applicable, name or trade name,

1. W&, SRS, 25 5EHRXS;

if applicable, device model, reference, or catalogue number,

12, WEM, WRRSE CEAEEARL KE. B, B5R)

if applicable, clinical size (including volume, length, gauge, diameter),

13, BN CRTE)

additional product description (optional),

14, W&, AEM/EUEE AR bR sdE B TR
if applicable, storage and/or handling conditions (as indicated on the label or in the

instructions for use),

15, @&, e HREIETSNE hA4

if applicable, additional trade names of the device,
16, FREN R (/A |

labelled as a single-use device (y/n),
17. &M, B ERIREL

if applicable, the maximum number of reuses,
18. PRI NLH KGR /75D

device labelled sterile (y/n),
19. AR KE G2/

need for sterilisation before use (y/n),
20 ARICHNERI (B/E)

containing latex (y/n),

21, WHER, MR 15 10.4.5 Tiknic s &,

where applicable, information labelled in accordance with Section 10.4.5 of Annex I,

22, WEHHOMOMILE S, WP EHBRY A AT

URL for additional information, such as electronic instructions for use (optional),

23, EEBEEEEAAT (WEHD

if applicable, critical warnings or contra-indications,

24, WS Gzt W AERAE. HRBl. Bl ea B itE D

status of the device (on the market, no longer placed on the market, recalled, field safety

corrective action initiated).
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B CEy
PART C
UDI &4
THE UDI SYSTEM
1. EX
Definitions

H R AR S ( “AIDC” )
Automatic identification and data capture (‘AIDC”)

AIDC & —M BB IR EEI AR . AIDC HARGHFEFZILI ., B~ EWRA
A AR (RFID) o

AIDC is a technology used to automatically capture data. AIDC technologies include bar
codes, smart cards, biometrics and RFID.

F M) UDI - DI
Basic UDI-DI

FLAR UDI - DI 22200 (hAk model G B B OIS B85 ) 1) = BEAR IR AT
JLAT) UDI - DI 2 AE 4% A o 92 17 BCf) DI. 24K UDI - DI /&7E UDI
Kol e rpic i LB OCHE, B N AR AR DR R IE A A IR AT A 1 A B e 5 A

The Basic UDI-DI is the primary identifier of a device model. It is the DI assigned at the
level of the device unit of use. It is the main key for records in the UDI database and is
referenced in relevant certificates and EU declarations of conformity.

ff B0 fhkr it UoU UDI-DI
Unit of Use DI

4 UDI ARAE HA B0 AL FH B A7 2007 EARIC T, 46 FH B o0 DI T 75 SELe 5 350 T 4 25 0
5550 B A B LA B AR ORI, 8 n AR A [R] @S A T B e A A — i B 1
DV

The Unit of Use DI serves to associate the use of a device with a patient in instances in
which a UDI is not labelled on the individual device at the level of its unit of use, for
example in the event of several units of the same device being packaged together.

A AR

Configurable device

A C B A — i e O A AL R AR . X e A A AT e o R AE 2 AR B A
B o R SL I LA A B f 2 AR
A configurable device is a device that consists of several components which can be

assembled by the manufacturer in multiple configurations. Those individual components
may be devices in themselves.

A E RS AR AN R (CD) R4 BB RS, MRS A RS,
BUHE B &4 (RIS) .

Configurable devices include computed tomography (CT) systems, ultrasound systems,
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anaesthesia systems, physiological Monitoring systems, radiology information systems
(RIS).

fic &

Configuration

We B2 H G R 98 E A T, R AT REE, MET 648, U
EFTWUWHE . B, REEUE RIS TS, BUH R AT K.
Configuration is a combination of items of equipment, as specified by the manufacturer,

that operate together as a device to achieve an intended purpose. The combination of items
may be modified, adjusted or customized to meet specific needs.

R FA LASE, P B IS AL

Configurations include inter alia:

- B4 B TIEG . MG A HAd w8 E /4 & DAETHE ALK Z 3546 o Se Bl 7
WIThBE I % TUH
gantries, tubes, tables, consoles and other items of equipment that can be
configured/combined to deliver an intended function in computed tomography.

- RSP, RS W% AR T AR R U H .
ventilators, breathing circuits, vaporizers combined to deliver an intended function
in anaesthesia.

UDI-DI (7 fRii)

UDI-DI

UDI - DI &% F] T e fohse 2 (g e — %05 s BEEC 745, B A UDI $odls 12 v i O
G R “Vrims” .

The UDI-DI is a unique numeric or alphanumeric code specific to a model of device and
that is also used as the  “access key’ to information stored in a UDI database.

NEATERffRRE ( “HRT” D

Human Readable Interpretation (‘HRI)

HRI f2& UDI %44 rh 2 i (K 8008 745 (4 5 12 AR

HRI is a legible interpretation of the data characters encoded in the UDI carrier.
7 AR )

Packaging levels

P B R R R R R S S B I G, B AR AR R T .

Packaging levels means the various levels of device packaging that contain a defined
quantity of devices, such as a carton or case.

UDI — PICE = HRR)
UDI-PI

UDI - PL & — R0 87 B0, 18000 s A 7 1 A

The UDI-PI is a numeric or alphanumeric code that identifies the unit of device
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production.

ANFZEALH) UDI - PLEAE A5 fthT . BOPEFR TR /m i) 1 A/ 8 2k 25 H Bl_b 3wy A
Hil.

The different types of UDI-PIs include serial number, lot number, software identification
and manufacturing or expiry date or both types of date.

TEL S A5hR R RFID
Radio Frequency Identification RFID

RFID & —#f LLAR RO H 38 i J0 2w i 45 DL AZ i 13 BUAs A0 B 5 72 7 i B 1711
Sl PR HL A 2 2 T R B30 R 4R

RFID is a technology that uses communication through the use of radio waves to
exchange data between a reader and an electronic tag attached to an object, for the purpose
of identification.

e S}

Shipping containers

185 B FERE R — PR FH DR 3R 4 5 R4 ) DO U 1 R 26 4

A shipping container is a container in relation to which traceability is controlled by a
process specific to logistics systems.

BT a5 BRME — e tibn il ¢ “UDL” )

Unique Device Identifier (‘UDI)

UDI A2 185 4 3R 52 (1) S W0 TR 2 B A o SR 61 1) — RO B 7 Bl BB 24
fEi L, SRVFBIHAR R E 23, UDI i UDI - DI #1 UDI - PI 44 /.

The UDI is a series of numeric or alphanumeric characters that is created through a
globally accepted device identification and coding standard. It allows the unambiguous

identification of a specific device on the market. The UDI is comprised of the UDI-DI and
the UDI-PL

“ME— T AR AN R S A AL R AL .

The word ‘Unique’ does not imply serialisation of individual production units.

UDI # &k
UDI carrier

UDI #H 2t ] AIDC H ahbn IR A B # 38  H HRT A S ml e fie e Canid& D
£k UDI T A

The UDI carrier is the means of conveying the UDI by using AIDC and, if applicable, its
HRIL

BRUCLASN, BARIEEHE ID /256 TS 2D /R 2% TS . RFID.
UDI carriers include, inter alia, ID/linear bar code, 2D/Matrix bar code, RFID.

2. —REXR

General requirements
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2.1.

2.2.

2.3.

2.4.

3.1.

3.2

3.3.

34.

3.5.

3.6.

pRic UDI 2 AINER — ANAT A e AVE L B 3 1 ik AR A o] e At A i AR 25 255K
The affixing of the UDI is an additional requirement — it does not replace any other

marking or labelling requirements laid down in Annex I to this Regulation.

3 i L4 5 SR 4R AR K ME— UDIL

The manufacturer shall assign and maintain unique UDIs for its devices.

U 3 7 2 A e B e & UDI

Only the manufacturer may place the UDI on the device or its packaging.

RAE S 27(2)%, R Be il Fl i 2= 53 2 4R 5 iR SE AR B 1) 2w B s v
Only coding standards provided by issuing entities designated by the Commission
pursuant to Article 27(2) may be used.

UDI (EJ7 S — 38 tiAR i)
The UDI

UDI REfz T detiAs & a4 o B @00 i 6 A H H i) UDI.
A UDI shall be assigned to the device itself or its packaging. Higher levels of packaging
shall have their own UDI.

IEHAE NS 3.1 DR BN, Wik B UDL BRyT ARSS AT I 2
S8 ] UDI BRS80S 1 st 1 EL I i X e S U B — DR S iz
B AR S0 (s R, A EDSRIEI A S (WiRii#) A UDL.

Shipping containers shall be exempted from the requirement in Section 3.1. By way of
example, a UDI shall not be required on a logistics unit; where a healthcare provider
orders multiple devices using the UDI or model number of individual devices and the
manufacturer places those devices in a container for shipping or to protect the individually
packaged devices, the container (logistics unit) shall not be subject to UDI requirements.

UDI [ £ W #343: UDI - DI fl UDI - PL.
The UDI shall contain two parts: a UDI-DI and a UDI-PL

UDI - DI 7E & 2% 7l (1 i il B, 20 b 35 & M — 1)
The UDI-DI shall be unique at each level of device packaging.

HRE LIS RS BAARIRER R H W, MK 2 UDI - PL—#7. 4
2% LRBERRA A HE, W UDI - Pl EFESAEHY . HERELEREG4E
FEH, MK AR UDI - PL

If a lot number, serial number, software identification or expiry date appears on the label,
it shall be part of the UDI-PI. If there is also a manufacturing date on the label, it does not

need to be included in the UDI-PI. If there is only a manufacturing date on the label, this
shall be used as the UDI-PL

Wy s b L AT E T 3 0 S ) &2 A HG B UDIL B AR R SR A2 DL UDT
BB AT G B AR — R

Each component that is considered to be a device and is commercially available on its
own shall be assigned a separate UDI unless the components are part of a configurable
device that is marked with its own UDI.
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3.7.

3.8.

3.9.

3.10.

4.1.

4.2.

55 22 SRR I RGN TR B 7 BE JF A& E H 5 1) UDI.
Systems and procedure packs as referred to in Article 22 shall be assigned and bear their
own UDIL.

1|32 P IS AR 40 AH 5 G i R HERE UDI 73 BT 45 # Bk o

The manufacturer shall assign the UDI to a device following the relevant coding standard.
FEAG AT 5 0 R A R DR A0/ B 38 B AN B R IS, JCHE DR AR AT UDI Hidis 2
JLER R AERIAE AT ELH Y UDI - DI I, 3% 7 242443719 UDI - DI,

A new UDI-DI shall be required whenever there is a change that could lead to

misidentification of the device and/or ambiguity in its traceability; in particular, any
change of one of the following UDI database data elements shall require a new UDI-DI:

(@) AWEGAR AR,
name or trade name,

(b) AR E S,
device version or model,

(c) R N— kAL

labelled as single use,

(d LEHE,
packaged sterile,

(e)  HEMIAT KA,
need for sterilization before use,
() BEP RO,
quantity of devices provided in a package,

() HEZELOAERIE: FndE ke DEHP.
critical warnings or contra-indications: e.g. containing latex or DEHP.

A1 B B AR 28 110 FRT B 2 A/ T U b A R A R, N OR B AR B ) A T
(OEM) ] UDI it3%.

Manufacturers that repackage and/or relabel devices, with their own label shall retain a
record of the original device manufacturer's UDI.

UDI #4%

UDI carrier

K UDI # 4k (UID ) AIDC A1 HRI b7 ) JCEAERRZE ol as oAk b UL A 3
r KT E e R b R AR AR A .

The UDI carrier (AIDC and HRI representation of the UDI) shall be placed on the label or
on the device itself and on all higher levels of device packaging. Higher levels do not
include shipping containers.

A L (0 S b A Y ) R TR PR, UDID Bkl TR E AR T — AN BE KT i e
F.

In the event of there being significant space constraints on the unit of use packaging, the
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4.3.

4.4.

4.5.

4.6.

4.7.

4.8.

4.9.

4.10.

UDI carrier may be placed on the next higher packaging level.

X T B AL R AU AR 28 F) X SR Ta 28— PR A TSI, AN E25R UDT 804 H LR AU
b, ENEIEE AR R, s L R AR 4R . (H ST
TRAE SR BEH A BEIRTT T m/K-F R el B e (R BE4r BLas O, UDI NJBCE AR A4
a2 L

For single-use devices of classes I and Ila packaged and labelled individually, the UDI
carrier shall not be required to appear on the packaging but it shall appear on a higher
level of packaging, e.g. a carton containing several individually packaged devices.
However, when the healthcare provider is not expected to have access, in cases such as in
home healthcare settings, to the higher level of device packaging, the UDI shall be placed
on the packaging of the individual device.

MTEITHTEEHE L (POS) 8, AIDC i UDI-PI AN 2 H B4 6 ki
L.

For devices exclusively intended for retail point of sale the UDI-PIs in AIDC shall not be
required to appear on the point of sale packaging.

2Bk UDI ARSI AIDC 3R 7= fh AR 22 ) — B2 i, UDL 3R N 55 U3 o
When AIDC carriers other than the UDI carrier are part of the product labelling, the UDI
carrier shall be readily identifiable.

% FH M 215, ) UDI - DI A1 UDI - PI A 7E W A 505E 2 (1) 5% TEAD 3R AT 9% 05K 51
ARG . LML RGO B AT 38 70 A TC 3R LA 1T X 70 AT R

If linear bar codes are used, the UDI-DI and UDI-PI may be concatenated or
non-concatenated in two or more bar codes. All parts and elements of the linear bar code
shall be distinguishable and identifiable.

HAFAERRHIERRAE _EALE ] AIDC A HRI 825 2901, MIARSE B R & Z I AIDC #
o RTFUYPLE L7 A S5 WA LLAME P 8 0 (B R B 3P B AR D, BIAERRAE 1
fili /] HRI M 3G,  BIAE 2 S EA B 4 AIDC 125 .

If there are significant constraints limiting the use of both AIDC and HRI on the label,
only the AIDC format shall be required to appear on the label. For devices intended to be
used outside healthcare facilities, such as devices for home care, the HRI shall however
appear on the label even if this results in there being no space for the AIDC.

HRI % 2US8AF UDI ARSI SR R R o
The HRI format shall follow the rules of the UDI code-issuing entity.

5 3G A RFID BOA, T RNAEFRZE b 32 BEAT & 418 58 U SIE A4 BT L A 1) 2 1 B0
YK .

If the manufacturer is using RFID technology, a linear or 2D bar code in line with the
standard provided by the issuing entities shall also be provided on the label.

R AR T A BN AT UDI BfA e i ZEAE A A 2 I AT 25 KR B BT
i PR T B AR P @A) UIDT A7 Ak VCHE AT 5 S5 Al A 5 i A 8 A FH) 28 U P A7
i N BEAT Jm A T A AL B 22 A N K K AT AR o A1 R E AN 1 2 L E
— SR AF AT AT A5

Devices that are reusable shall bear a UDI carrier on the device itself. The UDI carrier for
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4.11.

4.12.

4.13.

4.14.

4.15.

5.1.

5.2.

5.3.

54.

reusable devices that require cleaning, disinfection, sterilisation or refurbishing between
patient uses shall be permanent and readable after each process performed to make the
device ready for the subsequent use throughout the intended lifetime of the device. The
requirement of this Section shall not apply to devices in the following circumstances:

(@) AT B AR IR X e ) 22 4 s e I T 0
any type of direct marking would interfere with the safety or performance of the
device;

(b) ZEMAREEENMC, BUNHAEREAR EIFEDISEr 47,

the device cannot be directly marked because it is not technologically feasible.

UDI SR 7L 25 A5 AN S04 FH 3 i A S22 AT 3 D

The UDI carrier shall be readable during normal use and throughout the intended lifetime
of the device.

# UDI #4755 il i 25k 1) 606 BU7E. ATIDC ml 3 B 00 T G, UG 754 UDI %X
HE TR L,

If the UDI carrier is readily readable or, in the case of AIDC, scannable, through the
device's packaging, the placing of the UDI carrier on the packaging shall not be required.
X T H 22 AN R AT 2 B A ZBAE B KA P 2 AT EAT 2L ) B B 2R A RE UDT i
JBUEAE SRS SR — S AR BRI

In the case of single finished devices made up of multiple parts that must be assembled
before their first use, it shall be sufficient to place the UDI carrier on only one part of each
device.

UDI # A AL BN 5 B, DUEE 1E 5 A Sefif 7 10 1F) AT #E 4T AIDC.

The UDI carrier shall be placed in a manner such that the AIDC can be accessed during
normal operation or storage.

4% “UDI - DI” A1 “UDI - P17 H 5% TS 304 34 7T 60, 35 25 I ER 11 B0 2k AR St B HL At
s

Bar code carriers that include both a UDI-DI and a UDI-PI may also include essential data
for the device to operate or other data.

UDI HodfE 2 5 — AR U
General principles of the UDI database

UDI 8l 2 B SCREAS I 58 B #0 Firidk (¥ T UDI 08l 122 % o B Je 3R s
The UDI database shall support the use of all core UDI database data elements referred to
in Part B of this Annex.

)38 7o B 4 5T 1 IR S AN BE B UDI A e o (R 45 B AN HeAl 8 e e =K
Manufacturers shall be responsible for the initial submission and updates of the
identifying information and other device data elements in the UDI database.

JS23Z FH T 10 0 3R MR e 3o 4 43 1 030 AT B8

Appropriate methods/procedures for validation of the data provided shall be implemented.

) 36 ) LR x5 L BRI T 3 b (0 A5 O 5% 1 T A B REAT AL S, BRARIX L AR
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5.6.

5.7.

5.8.

5.9.

5.10.

5.11.

6.1.

AR

Manufacturers shall periodically verify the correctness of all of the data relevant to
devices they have placed on the market, except for devices that are no longer available on
the market.

UDI #fs 22 @5  UDI — DI FAE7E AN BN A B R A I s R & AT K RILE
The presence of the device UDI-DI in the UDI database shall not be assumed to mean that
the device is in conformity with this Regulation.

Kl e N 50V 25 AN R B 3 /KT I BE %
The database shall allow for the linking of all the packaging levels of the device.
i) UDI - DI F 5008 WA 25 B T 37 16 7]

The data for new UDI-DIs shall be available at the time the device is placed on the
market.

X ANTTEH UDL - DI B e R BEAT BN, & R MAE 30 RN BEBTAH R ) UDI X
o FEIL %

Manufacturers shall update the relevant UDI database record within 30 days of a change
being made to an element, which does not require a new UDI-DI.

UDI Hffs 22 322 AT B FA8 A B s 23 DA B0 B0 3 A2 A0 BE b
Internationally-accepted standards for data submission and updates shall, wherever
possible, be used by the UDI database.

UDI e B (s 2 5 i S T IR T B 5 5 . (EORRD 8, BRI RE
Pl B SO T B T
The user interface of the UDI database shall be available in all official languages of the

Union. The use of freetext fields shall, however, be minimized in order to reduce

translations.

5 A FE SR B SO < 10 Bodle B R A7 AE UDI itz 2 o
Data relating to devices that are no longer available on the market shall be retained in the
UDI database.

R 52 A RS B B R

Rules for specific device types

AN B -

Implantable devices:
AR N B TE H A AL 2 ) (“ ool 3E”) EdRiR UDI(UDI-DI + UDI-PD),
B Fric AIDC;

Implantable devices shall, at their lowest level of packaging (‘unit packs’), be
identified, or marked using AIDC, with a UDI (UDI-DI + UDI-PI);

UDI-PI 2 /0 B HAT LT RFAIE :
The UDI-PI shall have at least the following characteristics:

(a) X THBETHEASM, NMEAFIS,
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the serial number for active implantable devices,

(b) Xt FIHARTEAR, SAA 5T

the serial number or lot number for other implantable devices.

FELNET, ARSI UDL B2 iZ 2 AT Y .
The UDI of the implantable device shall be identifiable prior to implantation.

6.2. A ELR (0 AR AR 8 T IR R BRI W EE K BRI

Reusable devices requiring cleaning, disinfection, sterilisation or refurbishing between

uses

6.2.1

6.2.2.

UEEAR Ik UDL B & &t b, 1 AR S BRAERE P Jo AR P32, DS T2k
T UAEH

The UDI of such devices shall be placed on the device and be readable after each
procedure to make the device ready for the next use.

il 38 7R MR UDI-PL BRI (BNt 5 807 515 #E47 € Lo
The UDI-PI characteristics such as the lot or serial number shall be defined by the

manufacturer.

6.3. 222 ZPTRIAGMTAL

Systems and procedure packs as referred to in Article 22

6.3.1

6.3.2

522 PR I B AR ANANVE N S A A UDI (L4 UDI-DI Al UDI-PD % R4 1T
ARBHATIRR,

The natural or legal person referred to in Article 22 shall be responsible for identifying
the system or procedure pack with a UDI including both UDI-DI and UDI-PI.

R G ECT A B A8 55 N B N AR A B A B A UDI 3.
Device contents of system or procedure packs shall bear a UDI carrier on their
packaging or on the device itself.

LA

Exemptions:

(@) X T A — R E L, A @@ W WU N i, A SERSE
PR, I HATUIE RGBT AR E M, AT EAH E
CLf) UDI %4
individual single-use disposable devices, the uses of which are generally known to
the persons by whom they are intended to be used, which are contained within a
system or procedure pack, and which are not intended for individual use outside
the context of the system or procedure pack, shall not be required to bear their

own UDI carrier;

(b) XTRERAEH SRR A LA UDL RIS, MR A ERARFRE
t, MIATR ZAT A UDL 34K .
devices that are exempted from bearing a UDI carrier on the relevant level of
packaging shall not be required to bear a UDI carrier when included within a
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system or procedure pack.

KRG TF AR UDI #AR i CE

Placement of the UDI carrier on systems or procedure packs

(a) W, RGET AN UDI Hfk NP £ %E 1 FMER
The system or procedure pack UDI carrier shall as a general rule be affixed to the
outside of the packaging.

(b) TWRRBEL RG T RO AL IR E WA AI T, UDI A N
AL, BAE AIDC 1 5L T R AT 94 .
The UDI carrier shall be readable, or, in the case of AIDC, scannable, whether
placed on the outside of the packaging of the system or procedure pack or inside
transparent packaging.

6.4. THCE BN

Configurable devices:

6.4.1

6.4.2

6.4.3

6.4.4

6.4.5

UDI BAE N —ANBEAR 7 B gs vl BC B e, I LN ARH 9 T e & 43 UDI.
A UDI shall be assigned to the configurable device in its entirety and shall be called the
configurable device UDI.

MR RTACE ds ik UDL-DI 7rBosafic B4, mA LTS NMLE. BREHKE X
N BRI ik 45 € 2 R 8 W] BE RO IC B RIS -

The configurable device UDI-DI shall be assigned to groups of configurations, not per
configuration within the group. A group of configurations is defined as the collection of
possible configurations for a given device as described in the technical documentation.

JSLKs T P 2% B UDI-PI 73 Bic 45 57 )R] E B85 1o

A configurable device UDI-PI shall be assigned to each individual configurable device.

R TG B A5 UDI (1 20 N T8CELAE AR SU A7 i 0 A e AN m] e SE e AL B, I R bR iR
NI B A3 UDL

The carrier of the configurable device UDI shall be placed on the assembly that is most
unlikely to be exchanged during the lifetime of the system and shall be identified as the
configurable device UDI.

KT RN ER Ot B I A ST LIFE T 3 B SERI A E, AR 843 e — A 5
] UDI,

Each component that is considered a device and is commercially available on its own
shall be assigned a separate UDI.

6.5 FEMIAF

Device Software

6.5.1

UDI #& & b ifE

UDI assignment Criteria

AL A I R GE KR E UDILe RAT AT AT K (R P A B it 5 2 B A B
WFIZE K.
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The UDI shall be assigned at the system level of the software. Only software which is
commercially available on its own and software which constitutes a device in itself
shall be subject to that requirement.

BAF PR RN Y HE SRR L], JF B 2R 4E UDI - PL A
The software identification shall be considered to be the manufacturing control
mechanism and shall be displayed in the UDI-PI.

B4 LURASE R, 75 E5EK) UDI - DI:
A new UDI-DI shall be required whenever there is a modification that changes:
(a) JRIETERE,

the original performance;

(b) AL IIHE.

the safety or the intended use of the software;

()  HIlfre.

interpretation of data.

PERAB AT B 508 I BB DO B . Bl RS M . B AR 6 ZE L BRI AEH]
S T R BB R .
Such modifications include new or modified algorithms, database structures, operating

platform, architecture or new user interfaces or new channels for interoperability.

WRELRAEAS T WA N 75 B2 — AN UDI - P (i A2 371K UDI - DD -

Minor software revisions shall require a new UDI-PI and not a new UDI-DI.

REFAHEATIRAE W SHHRIEE . THIVER s, ARl T2e ., 24
T BB AT R
Minor software revisions are generally associated with bug fixes, usability

enhancements that are not for safety purposes, security patches or operating efficiency.

RELERATAE T R AR L 2o 1] 3 7 5 2 A R 20 BRI
Minor software revisions shall be identified by a manufacturer-specific form of
identification.

A1) UDL I & A

UDI placement criteria for software

(a)  HHAFLL CD B DVD S B AT AT I, A A 2K B AN AT 1 AN
5¢ % UDI [y AIDC oo H V65 Bk SRR Y B A Y UDI M
5 Ess 2GR UDL AR
where the software is delivered on a physical medium, e.g. CD or DVD, each
packaging level shall bear the human readable and AIDC representation of the
complete UDI. The UDI that is applied to the physical medium containing the
software and its packaging shall be identical to the UDI assigned to the system
level software;

(b)  UDI RiPAE G4 CAM R (Flan, —A “RT7 el @ HE e e 3)
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B b $ROELEAE T 2 5 U 1R (0 5 s
the UDI shall be provided on a readily accessible screen for the user in an
easily-readable plain-text format, such as an ‘about’ file, or included on the

start-up screen;

S S R (BN, T BB e B TR A ) N RE e o
MR fed 1 (APD K% UDI:
software lacking a user interface such as middleware for image conversion, shall

be capable of transmitting the UDI through an application programming
interface (API);

AR R T B ds AR E UDI AR 338 7. ] AIDC #Ric i) UDI
AT RTERES, W KT S8R, B3

only the human readable portion of the UDI shall be required in electronic
displays of the software. The marking of UDI using AIDC shall not be required
in the electronic displays, such as ‘about’ menu, splash screen etc.;

B UDI N 27T B2 28 A8 AT SR 1 BT A s v 1 B2 PR AR IR CAD,
DAfE A5 B F 2 R3] UDT 4 € F R 8% UDT IR -

the human readable format of the UDI for the software shall include the
Application Identifiers (Al) for the standard used by the issuing entities, so as to
assist the user in identifying the UDI and determining which standard is being
used to create the UDI.
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s VII
ANNEX VII

A RLH R B EER
REQUIREMENTS TO BE MET BY NOTIFIED BODIES

HIUM—FER
ORGANISATIONAL AND GENERAL REQUIREMENTS

EAREMALRLEH

Legal status and organisational structure

TR 5 ik 7 [ T N %, R s 5 Ik B A 12z 7 T ISR 26 =07 [ SR IFE R
S AT, TR0 R N BEAR AL HEAT 4 TSR . PESID RN A G R T
A B 2 5 U AT PRI E NBCE RIS B .

Each notified body shall be established under the national law of a Member State, or
under the law of a third country with which the Union has concluded an agreement in
this respect. Its legal personality and status shall be fully documented. Such
documentation shall include information about ownership and the legal or natural
persons exercising control over the notified body.

BN TN A B — M A N SR, U2 A 2R i 3l S LA 2 5 A
LS A S IR R NS AT RAE R . ERXMEL T, % 1.2 THER
& T E U R i JE ) 2H 4

If the notified body is a legal entity that is part of a larger organisation, the activities of
that organisation as well as its organisational structure and governance, and the
relationship with the notified body shall be clearly documented. In such cases, the
requirements of Section 1.2 are applicable to both the notified body and the
organisation to which it belongs.

1 O T UK 4 ER B 3 A1 S SEAE B DR B =05 [ SRR NS4k, Bl ik
NSEARFANA , ABLESTAR TGS AN ST, PR S 2 HLA A9V 0 SR Ak 55 5%
B B E SO I SORSIE 3 T Ko S A 2% BRI IO E PP A s 30 0 B Asr
HINGL, B 7T A AR S50 R 25K

If a notified body wholly or partly owns legal entities established in a Member State or
in a third country or is owned by another legal entity, the activities and responsibilities
of those entities, as well as their legal and operational relationships with the notified
body, shall be clearly defined and documented. Personnel of those entities performing
conformity assessment activities under this Regulation shall be subject to the
applicable requirements of this Regulation.

NENAGHLEER . SR BC . TEIRRE B AT R BE A TR 2 B LA X R &
HBHTHIR SIS SIS R A E O

The organisational structure, allocation of responsibilities, reporting lines and
operation of the notified body shall be such that they ensure that there is confidence in
the performance by the notified body and in the results of the conformity assessment
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activities it conducts.

DTN RLE R SR UGG L R BN SR LA mT RS e 2 5 HLA 2
BLEL R AT B VPl e sh 45 R AN SR EE . BRSTAITALIR .

The notified body shall clearly document its organisational structure and the functions,
responsibilities and authority of its top-level management and of other personnel who
may have an influence upon the performance by the notified body and upon the results

of its conformity assessment activities.

DT LR LA RE X BAR B S0 A 4 T BRSO ST AT (9 3 i 8 BN B

The notified body shall identify the persons in top-level management that have overall
authority and responsibility for each of the following:

AT ETEVE 8 i 5L 2 0 1 BT
the provision of adequate resources for conformity assessment activities;
- i 5E A~ H IS AT RE P FHB 3R

the development of procedures and policies for the operation of the notified
body;

- W A T UM IIRE e USROSt

the supervision of implementation of the procedures, policies and quality

management systems of the notified body;

- MBS 2 T WU R U 55 IR 0L

the supervision of the notified body's finances;

- A BRGNS, EL4E R
the activities and decisions taken by the notified body, including contractual

agreements;

- LIRS, BANEM (BO RRASPATIERTES);
the delegation of authority to personnel and/or committees, where necessary, for
the performance of defined activities;

- ARSI EEIMKZERS), AT SR EN. ZiRam
Fofth 2 T B 074 38
the interaction with the authority responsible for notified bodies and the
obligations regarding communications with other competent authorities, the

Commission and other notified bodies.

LR A IR

Independence and impartiality

DU N AL T BEAT 75 B R D o 35 30 A S 3 7 A S =L . A AL
) T 87 3y ST o 5% A% ) 3 R A AR 5 4 0 T R O AR AR A HoAlh 2 i
ERIAh e XIFAYIHG 2 UGS 38 4 113 7 AT A PR VP A 5 30

The notified body shall be a third-party body that is independent of the manufacturer
of the device in relation to which it performs conformity assessment activities. The
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notified body shall also be independent of any other economic operator having an
interest in the device as well as of any competitors of the manufacturer. This does not
preclude the notified body from carrying out conformity assessment activities for

competing manufacturers.

A B A LR AT B R BE G S LM . 22 R A IETE . A BB A
SR SE N —Ff ] DLORBE O IEE, FRAE AN A N AN PEA 3 3 Hh e 3 A
A IR BRI AR IR LR 5 A T4 < I AR GRAT AT 7] 8 R A2 A
PR R EAEIE R E T A S TS 5 SR &R %5 . RS R &
FL RN A -

The notified body shall be organised and operated so as to safeguard the independence,
objectivity and impartiality of its activities. The notified body shall document and
implement a structure and procedures for safeguarding impartiality and for promoting
and applying the principles of impartiality throughout its organisation, personnel and
assessment activities. Such procedures shall provide for the identification,
investigation and resolution of any case in which a conflict of interest may arise,
including involvement in consultancy services in the field of devices prior to taking up
employment with the notified body. The investigation, outcome and its resolution shall
be documented.

NENR S HEEE BN AR TTPATR S VEVF AR S N AT
The notified body, its top-level management and the personnel responsible for carrying
out the conformity assessment tasks shall not:

(@) AT AS I BT BOE R BN R W BT B

AT BESR T IR o eSS PR AN 07 B Wy SEANAE P 2 S5 WL 12 Pl o

i VA A, DARREAT 75 & PRV B AN H A8 P I 2

be the designer, manufacturer, supplier, installer, purchaser, owner or maintainer of
devices which they assess, nor the authorised representative of any of those parties.
Such restriction shall not preclude the purchase and use of assessed devices that are
necessary for the operations of the notified body and the conduct of the conformity

assessment, or the use of such devices for personal purposes;

(b)y ZHEHSRESWN . s, B, RN ey, AR

S 5IXEEE N5 TT .

be involved in the design, manufacture or construction, marketing, installation and

use, or maintenance of the devices for which they are designated, nor represent the

parties engaged in those activities;

(c) ZHWHEE HARE KIRF & PP o I 3 A 5% 9 0 W7 B A5 i A= b R A AE AT 35 30 5
engage in any activity that may conflict with their independence of judgement or

integrity in relation to conformity assessment activities for which they are

designated;

(d)  SRBERTRERS AN L 2 IRV R U ) ELAS B AR AR AR TR S5 o R A2
HARREBNER . AP SRR B 58 40 T A S OP G s il

MRS #iE. S SRS .
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offer or provide any service which may jeopardise the confidence in their
independence, impartiality or objectivity. In particular, they shall not offer or
provide consultancy services to the manufacturer, its authorised representative, a
supplier or a commercial competitor as regards the design, construction, marketing

or maintenance of devices or processes under assessment, and

(e) HEMALGRESRM (b iR GRS AR AR IFAHEERE
B R E I AR NTE S, PR SR B S AR A SR I — AR TR B
be linked to any organisation which itself provides consultancy services as referred
to in point (d). Such restriction does not preclude general training activities that are
not client specific and that relate to regulation of devices or to related standards.

TE 2 5 WU T e TAR 2 H0 2 5 B 7 4 B3 4TS ) 45 180 ik 5% I8 A8 i A I 58 70 10 S AE
&, I H IR A B SO0 VAR B A G o R BEAT ISR D . B2 T AL AT
W52 i TR RE 2 P BT N R E B B AR AR B SR A IR S N R, AR
HRIR IR € % P BUs T ] — R B A " #HATAF S e s s .

Involvement in consultancy services in the field of devices prior to taking up
employment with a notified body shall be fully documented at the time of employment
and potential conflicts of interest shall be monitored and resolved in accordance with
this Annex. Personnel who were formerly employed by a specific client, or provided
consultancy services in the field of devices to that specific client prior to taking up
employment with a notified body, shall not be assigned for conformity assessment
activities for that specific client or companies belonging to the same group for a period
of three years.

RLE IR A LR s B B RAPE S N R A IR . A S P RIS 5 PR i
NN = S UNIAY AR DNIAY DR L0V N RN 87 S e A T E R A= IR A
i EE N A A B AT

The impartiality of notified bodies, of their top-level management and of the
assessment personnel shall be guaranteed. The level of the remuneration of the
top-level management and assessment personnel of a notified body and subcontractors,
involved in assessment activities shall not depend on the results of the assessments.
Notified bodies shall make publicly available the declarations of interest of their
top-level management.

WSR2 T U A SR SEAAR B B A, DU S O 2 o LR 248 2 ey A /B 24 24 )
52 &P Z A SR FAEAT TR 2 oh R, T BAd k.

If a notified body is owned by a public entity or institution, independence and absence
of any conflict of interest shall be ensured and documented between, on the one hand,
the authority responsible for notified bodies and/or the competent authority and, on the
other hand, the notified body.

NENRI N RIFC R T A BB AR RES), SR ITE A
AT ST L o IE R O S A% PP o 5 30 1 2 IR RS 3

The notified body shall ensure and document that the activities of its subsidiaries or
subcontractors, or of any associated body, including the activities of its owners do not
affect its independence, impartiality or the objectivity of its conformity assessment
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activities.
NEN N R —E . AP BHEAER%ZREIT, H%EE 2003/361/EC i

S B 58 I Al AE B FH O THI R 2

The notified body shall operate in accordance with a set of consistent, fair and
reasonable terms and conditions, taking into account the interests of small and
medium-sized enterprises as defined in Recommendation 2003/361/EC in relation to
fees.

R R S 1 B SR 2 S HE R A 5 AL AR R ER U HEAT R A 1 DF 1 i R TR 4
ENEPSEIIPE i) kS

The requirements laid down in this Section in no way preclude exchanges of technical
information and regulatory guidance between a notified body and a manufacturer

applying for conformity assessment.

PR 1k
Confidentiality

NGNGBRI E SRR, MR IEAN . RIS, TaF. 2ER. EIMT
FHSRHLR BN BAAE T & PR VP 8 i S P AT 1) 7 il (5 B i R 1, BRAE
R EDOR IR
The notified body shall have documented procedures in place ensuring that its
personnel, committees, subsidiaries, subcontractors, and any associated body or
personnel of external bodies respect the confidentiality of the information which
comes into its possession during the performance of conformity assessment activities,

except when disclosure is required by law.

N BN AR N AT A 25 B St A 26457 1) L SR A KA T LS I, B
SEERMGRE RN, ESAEIIE SR RO E R SRR S E R
A RIIERS
The personnel of a notified body shall observe professional secrecy in carrying out
their tasks under this Regulation or any provision of national law giving effect to it,
except in relation to the authorities responsible for notified bodies, competent
authorities for medical devices in the Member States or the Commission. Proprietary
rights shall be protected. The notified body shall have documented procedures in
place in respect of the requirements of this Section.

A

Liability

PR Ny HL A G PP I B 70 B A ) DO OR B, BR AR AR [ A th AR O Bk
AERIE AT, BB D A5 S VR B 5T .

The notified body shall take out appropriate liability insurance for its conformity
assessment activities, unless liability is assumed by the Member State in question in

accordance with national law or that Member State is directly responsible for the

conformity assessment.

DA DR IS (143 R AT AR U 55 O fEL IS 5 2 T AR B K 7K P A B R AR B, IF
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520 E HURS BT OUE 28 Bk 1) XU R AR T AT o 57 AT DR I56: ¥ L IR0 565 2 75 HLAS) T
Y SCH B L PR B {5 e S T

The scope and overall financial value of the liability insurance shall correspond to
the level and geographic scope of activities of the notified body and be
commensurate with the risk profile of the devices certified by the notified body. The
liability insurance shall cover cases where the notified body may be obliged to
withdraw, restrict or suspend certificates.

W ER

Financial requirements

DN UKL LA A A8 HL A 78 8 BRI b 55 22 8 O T 9 O e A+ 5 P V1 i 4o 30 i 7 T
SCHCHI W BB . B RE AR 5% T H W BORE 0 A 22 B rT AT PERAIE S, JF
115 7% 18 BULE T A0 B AR AT B AR S DL o

The notified body shall have at its disposal the financial resources required to conduct
its conformity assessment activities within its scope of designation and related business
operations. It shall document and provide evidence of its financial capacity and its
long-term economic viability, taking into account, where relevant, any specific

circumstances during an initial start-up phase.

25t iREsh

Participation in coordination activities

NENNI N Z 5 A ORI DP N B T A M AR HEAL IS SIS 49 2% rh TiR i
NI/ BES, I AT RN B R AR FAE SR A (%) P A R %
RYAVSNIE TR IE e DS e LN
The notified body shall participate in, or ensure that its assessment personnel is
informed of, any relevant standardisation activities and in the activities of the
notified body coordination group referred to in Article 49 and that its assessment and
decision-making personnel are informed of all relevant legislation, guidance and best
practice documents adopted in the framework of this Regulation.

O T WU N 25 S 3148 R A R AR SR A

The notified body shall take into consideration guidance and best practice documents.

REEHEER
QUALITY MANAGEMENT REQUIREMENTS

NIRRT e L. 4ES ST A AT S PR RS BT, XA
PR Jot B B 2R, IR RES T & IR IE W HL 5 AR R — Eudk .

The notified body shall establish, document, implement, maintain and operate a quality
management system that is appropriate to the nature, area and scale of its conformity
assessment activities and is capable of supporting and demonstrating the consistent
fulfilment of the requirements of this Regulation.

DU o 2 AR 2R 2D N A3 DA R 5 1 -
The quality management system of the notified body shall address at least the

following:
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BRI R LRGSO, S S B I SRS AT H AR 5

management system structure and documentation, including policies and

objectives for its activities;

- N GG SNAER 7 73 B BUR

policies for assignment of activities and responsibilities to personnel;

- LA NN A e i B BRI 55 WA AN R EAT VR A5 AN bR 2

assessment and decision-making processes in accordance with the tasks,
responsibilities and role of the notified body's personnel and top-level
management;

- TR AT PR AAE D BB SO S M T AR s

the planning, conduct, evaluation and, if necessary, adaptation of its conformity

assessment procedures;
- SR
control of documents;
- sl
control of records;
- BV
management reviews;
- P9 A% 5
internal audits;
- HE S T 1 e 5
corrective and preventive actions;
- BRI
complaints and appeals; and

- FREERE

continuous training.

R SCAHE I Z R 507, 35 LR LA DR 42 1 6 28 SR B A TR A 25
Where documents are used in various languages, the notified body shall ensure and
control that they have the same content.

T HUR e = R BN 5 LA DR S A B WU AL (B EARIE AT S 5176 1%
PRSI T AR A AR #Ie TR SERIAYEY R R EAR R

The top-level management of the notified body shall ensure that the quality
management system is fully understood, implemented and maintained throughout the
notified body organisation including subsidiaries and subcontractors involved in

conformity assessment activities pursuant to this Regulation.

N U R ZEOR AT N P 28 7 AU 30 3R e 2 7 2 5 LA e
I RE o 12K U LI ot 5 T M AT A R B 1) R S PR RO VEAR SR I T, AR S
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I B RTAR T ORI, N R BRS Fm ], Ry R oL
PEFI A TEJE I

The notified body shall require all personnel to formally commit themselves by a
signature or equivalent to comply with the procedures defined by the notified body.
That commitment shall cover aspects relating to confidentiality and to independence
from commercial and other interests, and any existing or prior association with clients.
The personnel shall be required to complete written statements indicating their
compliance with confidentiality, independence and impartiality principles.

BIRER
RESOURCE REQUIREMENTS

Syl

General

DN T UK LB A fe et R JEE (A MY 5 < VR S U R 6 BERE 77, RERS SRAT A 2% 1l JL
SERL ENTRITAESS, TR MRS & h A S AU A B AR ST, BN
DTIEH .

Notified bodies shall be capable of carrying out all the tasks falling to them under this
Regulation with the highest degree of professional integrity and the requisite
competence in the specific field, whether those tasks are carried out by notified bodies
themselves or on their behalf and under their responsibility.

Renlie, AN ITA BER AR, FFA SRS f H 1i5 E £F & T VE s 3 o
IR BEA AT BUESS BT f KT A W& SO ATAL IR .«

In particular, notified bodies shall have the necessary personnel and possess or have
access to all equipment, facilities and competence needed to perform properly the
technical, scientific and administrative tasks entailed in the conformity assessment

activities in relation to which they have been designated.

U SR B R AEAT AR I g AR T B A A% PRAL IR S LA e A A 2R Tk, BIEUE
UG T 7K A SRAT A A S 8% BRORTAR LA 5 T B R AT 22 596 2 08 AOAT L. BoRAN
BRI Gy o B REBIAVEBIRE , Renl R8Tk T HIRE, RN NIETE
Ko A RAR O S WU W AT RS VP AR 5%, B0 HE 0 BT D Re 1t i VP Aty . %t
e S DFA7 A0 5 A ) A2 e A 22 4 R T A

Such requirement presupposes at all times and for each conformity assessment
procedure and each type of devices in relation to which they have been designated, that
the notified body has permanent availability of sufficient administrative, technical and
scientific personnel who possess experience and knowledge relating to the relevant
devices and the corresponding technologies. Such personnel shall be in sufficient
numbers to ensure that the notified body in question can perform the conformity
assessment tasks, including the assessment of the medical functionality, clinical
evaluations and the performance and safety of devices, for which it has been
designated, having regard to the requirements of this Regulation, in particular, those set

out in Annex I.

NSV IR ANREAS NEO)= AR G O = AR e & R AR IR 2 S E /A = ¢ ] R AV S
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A R 1A FRBE IR FIVE PP o h SNET & X BEAT O PPAG . 26 4.1 ZFE T8
U ARG B HIESS

A notified body's cumulative competences shall be such as to enable it to assess the
types of devices for which it is designated. The notified body shall have sufficient
internal competence to critically evaluate assessments conducted by external expertise.

Tasks which a notified body is precluded from subcontracting are set out in Section
4.1.

Z 50 S BV S AT A P O oS S s A7 PRI N BB B & 2 iR, DL
SEAGEAT T e vE MGG UE N L SRR RE Ty SRS BC AT S A ST
AP 3 BCHR DA M 8 AR N S A 48, AT R A8 BRANPAAT P o A1 s
UEFRER 19N D1 A RE 1 58 B I 5 A 55

Personnel involved in the management of the operation of a notified body's conformity
assessment activities for devices shall have appropriate knowledge to set up and
operate a system for the selection of assessment and verification staff, for verification
of their competence, for authorisation and allocation of their tasks, for organisation of
their initial and ongoing training and for the assignment of their duties and the
monitoring of those staff, in order to ensure that personnel who carry out and perform
assessment and verification operations are competent to fulfil the tasks required of
them.

DTN B E 20— D H BB BRI, 2 MO 5 S R AT & 1k
PHEIE B 3T

The notified body shall identify at least one individual within its top-level management
as having overall responsibility for all conformity assessment activities in relation to

devices.

N AN RS 5T & VRV o s B 0 N D3 TSI i 20 56 52 Uit 2 S8 A0 4 e B
PR 20H T R e PR KR L BT RN Lk iR

The notified body shall ensure that personnel involved in conformity assessment
activities maintain their qualification and expertise by implementing a system for

exchange of experience and a continuous training and education programme.

AU N I SAR RN 51 CRUIE AT & PR PP o 5 30 o0 K KA ] 73 (L 7o AT AR
L) BT, ST ARUR TG BRI PR, IR AR S @ k2R L

The notified body shall clearly document the extent and limits of duties and
responsibilities and the level of authorisation of the personnel, including any
subcontractors and external experts, involved in conformity assessment activities and

inform those personnel accordingly.

RN R B A bRt

Qualification criteria in relation to personnel

N T WU RN S IFC S BRARARAE AL, DA AN S 517G T H IS 3
NG CEAEFr R AR QR LA RE /) MBI (IR AR el o B
AR E R 5 A5 S VEVE B I RE TR S P I RE (s A% 7 R PRASAR BOR S
B RS LRI BORATR R Y A T o 1 sk CUn B AR R 1k L T 2
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NSRS )RR 2 2RI A0 B A R PEAN D o

The Notified Body shall establish and document qualification criteria and procedures
for selection and authorisation of persons involved in conformity assessment activities,
including as regards knowledge, experience and other competence required, and the
required initial and ongoing training. The qualification criteria shall address the various
functions within the conformity assessment process, such as auditing, product
evaluation or testing, technical documentation review and decision-making, as well as
the devices, technologies and areas, such as biocompatibility, sterilisation, tissues and
cells of human and animal origin and clinical evaluation, covered by the scope of
designation.

55 3.2.1 7 PTIR I GRS BR o S AR 5B 42(3) 2 H R [ A #R I R L B P
P BN T8 E T, IS Vi [ U W 48 23 350 20 vh BT R B 1 R 8 VR4S B
The qualification criteria referred to in Section 3.2.1 shall refer to the scope of a
notified body's designation in accordance with the scope description used by the
Member State for the notification referred to in Article 42(3), providing a sufficient

level of detail for the required qualification within the subdivisions of the scope
description.

J87 2 /b g DA T 6 iff 2 B A B BT AR AR
Specific qualification criteria shall be defined at least for the assessment of:
- ImPRHETVEAY,
the pre-clinical evaluation,
- ImERVET,
clinical evaluation,
- ASEABHYIRIR I AL 4 A4 i
tissues and cells of human and animal origin,
- IjJ ﬁgﬁé ’
functional safety,

- A,

software,

- @% ’
packaging,
- AR R N BRI
devices that incorporate as an integral part a medicinal product,
- AR R BT AR A L R 5T B P S A R A A

devices that are composed of substances or of combinations of substances that are
absorbed by or locally dispersed in the human body and

- AFEERARCKE R,

the different types of sterilisation processes.
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H 2 T HUAL) Jee ] 9 5 ) 5 B A% s vEE AN 52 BUE AN D3 2847 BARAT & Pk VP o 5 3 1
NG, BARRINB LR e g, thah, bR GR A& LU 4905 i 1 2 %
HIR AN 55 -

The personnel responsible for establishing qualification criteria and for authorising
other personnel to perform specific conformity assessment activities shall be employed
by the notified body itself and shall not be external experts or subcontracted. They
shall have proven knowledge and experience in all of the following:

R S A% RS R AR S 48 3 VST A

Union devices legislation and relevant guidance documents;

RF AL RE 5 A% D1 o R 5
the conformity assessment procedures provided for in this Regulation;

s DR AN B3 B A BT RT3 ) V2 B A RN AR
a broad base of knowledge of device technologies and the design and manufacture
of devices;

NENM PR PR R . AR MUIT 5 1 BEAR A 14 5
the notified body's quality management system, related procedures and the required

qualification criteria;

T K2 5 LW & S E S AN 5L
training relevant to personnel involved in conformity assessment activities in

relation to devices;

Ho4& R AR B 5 HUR Y 56 T3 AR B EAT IO RF & PR VP o A 5 1) 2 06
7.
adequate experience in conformity assessments under this Regulation or previously

applicable law within a notified body.

UG R BATAH SR R L AR K AE N (R38N BUR AT RE 2 AL
R ) RN G RAE BN NGNS MRS R h B, DA

The notified body shall have permanent availability of personnel with relevant clinical
expertise and where possible such personnel shall be employed by the notified body
itself. Such personnel shall be integrated throughout the notified body's assessment and

decision-making process in order to:

T E a2 S BN B e )3 7oy R AT A PR P R 0 i B T) , AR LA 1 & 53
B 5K

identify when specialist input is required for the assessment of the clinical
evaluation conducted by the manufacturer and identify appropriately qualified

experts;

AVER I E KRHE « At $8R KM RARAE, & SRIAMEIGR K, (5
IR R K T8 7 AR B LS AE A PP o 2 B T 5 A2 S

appropriately train external clinical experts in the relevant requirements of this
Regulation, CS, guidance and harmonised standards and ensure that the external
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clinical experts are fully aware of the context and implications of their assessment

and the advice they provide;

REWS o A P AE R L BB 00 5 AE R BE VRN oh Bl R B2 R, DL AAT AT AH 5C ) 44 g
WHsL, JFRELER]IE IR ALRIPEREVEOY b, G bS] AN R L X

be able to review and scientifically challenge the clinical data contained within the
clinical evaluation, and any associated clinical investigations, and appropriately
guide external clinical experts in the assessment of the clinical evaluation presented

by the manufacturer;

REM AL A VAL, (AN 2D FREBESR M AR BE VP LA S A il PR & 500 1l i 7
AR RE P IO PP o 45 2R

be able to scientifically evaluate and, if necessary, challenge the clinical evaluation
presented, and the results of the external clinical experts' assessment of the

manufacturer's clinical evaluation;

R 58 H I PR & SXBAT I L BE VP4 (0 T 1 A — S50
be able to ascertain the comparability and consistency of the assessments of clinical
evaluations conducted by clinical experts;

RE NS VT o 1] 32 72 A E BE VPO AR oy S0 SR A3 A0 31 R 4 T F) 8 DL 5 I
NEN R E ST AW H

be able to make an assessment of the manufacturer's clinical evaluation and a
clinical judgement of the opinion provided by any external expert and make a
recommendation to the notified body's decision maker; and

REWE e 1S ARy, AR B AT AH R 15 & M PP A 31
be able to draw up records and reports demonstrating that the relevant conformity

assessment activities have been appropriately carried out.

PUFTR 7 S BEATHH OC A% CINE AR ST o 2 BB i R PPAN « A 22 4t R
BAFIAESE T R TAS &) KA GP v di & 5D AR DU AR 1 5% -
The personnel responsible for carrying out product-related reviews (product reviewers),
such as technical documentation reviews or type examination, including aspects such
as clinical evaluation, biological safety, sterilisation and software validation, shall have

all of the following proven qualifications:

FRINFRAFAH R MV (R 2 B B S BRI S5 DO e, i, BRA. 2575
TR ERH AR AR 5 52

successful completion of a university or a technical college degree or equivalent
qualification in relevant studies, e.g. medicine, pharmacy, engineering or other

relevant sciences;

FEGEST DR S B SR 1] Canfiis, o v BB 70D QU DU E Ll 2256, [
I A A B B it s i3 s I kA B AT P o B S R Rk 2 5 T P Y
BORTT AN W EE 2258

four years' professional experience in the field of healthcare products or related

activities, such as in manufacturing, auditing or research, of which two years shall
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be in the design, manufacture, testing or use of the device or technology to be
assessed or related to the scientific aspects to be assessed;

AL TT AR, BRI T E B — R R 5 YRR K
knowledge of device legislation, including the general safety and performance

requirements set out in Annex [;

FHRPMBRAE . CS AR T4 SO J5 T B 0E 24 R A2 56 5
appropriate knowledge and experience of relevant harmonised standards, CS and
guidance documents;

DS B b A7 SRR A bR AT S 2 ST 5 T AR 2 o RURT 22 5
appropriate knowledge and experience of risk management and related device

standards and guidance documents;

PERE VAT 7 T (AR R IR AN 22 56 5

appropriate knowledge and experience of clinical evaluation;

XHAATT IEAE PP B R S I8 25 10 1 s

appropriate knowledge of the devices which they are assessing;

XPECT T  IX 2 XT A RIS iR A & SRR, Rl R e AT BT 7
BB P IRE P 1O & T T, A 78 70 RSB i S A5 1

appropriate knowledge and experience of the conformity assessment procedures
laid down in Annexes IX to XI, in particular of the aspects of those procedures for
which they are responsible, and adequate authorisation for carrying out those
assessments;

A REJIHE IC N, AR R A R T I 3 2 AT .
the ability to draw up records and reports demonstrating that the relevant

conformity assessment activities have been appropriately carried out.

GTx I AR R EAR R AT AL 3 (B B % ) AT DU 2R BE

The personnel responsible for carrying out audits of the manufacturer's quality
management system (site auditors) shall have all of the following proven qualifications:

FRINFRAFAH T M (0 R 22 B B B o e e BRI S5 2 D B, o, B il
o LA AR R 2 R

successful completion of a university or a technical college degree or equivalent
qualification in relevant studies, such as medicine, pharmacy, engineering or other

relevant sciences;

FEBST DR fh AR - AT ML Cnilid, o THERIE 70D USRI &k 256,
7 A X AU AT P £ 1) S R B 0

four years' professional experience in the field of healthcare products or related
activities, such as in manufacturing, auditing or research, of which two years shall

be in the area of quality management;
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PR B H BRI CS G T SO D T (AR R R
appropriate knowledge of devices legislation as well as related harmonised
standards, CS and guidance documents;

DRI B B e A S A Wb HE AN 5 2 Ak S 5 T PR AR B R R AT 2255 5
appropriate knowledge and experience of risk management and related device

standards and guidance documents;

o AR R SR AR AE AR S A ST T THD PR A 2 AR
appropriate knowledge of quality management systems and related standards and

guidance documents;

XTI  IX 2 XTI BE RIS iR A & SRR, Rl R AE AT BT 7
BT P IRE P BB T T, A 78 70 RSB Tt S 5 1

appropriate knowledge and experience of the conformity assessment procedures
laid down in Annexes IX to XI, in particular of the aspects of those procedures for
which they are responsible, and adequate authorisation for carrying out those

audits;

P2 52 WAL SOR B VI FL A o o B B AR I RE T
training in auditing techniques enabling them to challenge quality management

systems;

A RETIHE IC N, AR R A R T I 3 2 AT .
the ability to draw up records and reports demonstrating that the relevant

conformity assessment activities have been appropriately carried out.

ST B 5T 24 B AR TR R N 53 B4 72 A LA A B e B, T ARSI AR & 5K
. AN G —RIBA, BRSPS IR RHR M SR & 4

The personnel with overall responsibility for final reviews and decision-making on
certification shall be employed by the notified body itself and shall not be external
experts or be subcontracted. Those personnel shall, as a group, have proven knowledge
and comprehensive experience of all of the following:

s PR MR O 18 3 ST A

devices legislation and relevant guidance documents;

A RAEII BT S AT S VP e

the device conformity assessments relevant to this Regulation;

SRR A I M R BER . RN KRR,

the types of qualifications, experience and expertise relevant to device conformity
assessment;

FESRECR T A T2 B 0 R, BLAE X IEAE DA UE o 2 ) Sk 10 75 5 PR VP
e AT SRR ARG A TS R AN

a broad base of knowledge of device technologies, including sufficient experience

of conformity assessment of devices being reviewed for certification, the device
industry and the design and manufacture of devices;



L117/294

3.3.

3.3.1.

33.2.

34.

34.1.

| EN [k B 7 Ak 5.5.2017

NENMPTEE PR R MR MPTE SN 0 Z A
the notified body's quality management system, related procedures and the required
qualifications for personnel involved;

A REJIHE IC N, AR R A R T I 3 2 AT .
the ability to draw up records and reports demonstrating that the conformity

assessment activities have been appropriately carried out.

AR FEYIRZAAIE B S

Documentation of qualification, training and authorisation of personnel

RNENMINA — DR, ERILRZ 5REVEFEE SIS 2N R 5k DL 2
TR 3.2 WA B ARE . FERFIRIGOL T, WJCIEFE e B2 T A 5
3.2 AP RUE TR AR E, 2 LR R A S DT 2 i LA A 32 AL AIE X 28 N
A BGEAT 5 2 AT S PE PP H IS Bl

The notified body shall have a procedure in place to fully document the qualification of
each member of personnel involved in conformity assessment activities and the
satisfaction of the qualification criteria referred to in Section 3.2. Where in exceptional
circumstances the fulfilment of the qualification criteria set out in Section 3.2. cannot
be fully demonstrated, the notified body shall justify to the authority responsible for
notified bodies the authorisation of those members of personnel to carry out specific

conformity assessment activities.

XA 3.2.3 B 3.2.7 WA TR ITA NG, A S AU R S I R BRI -
For all of its personnel referred to in Sections 3.2.3 to 3.2.7, the notified body shall

establish and maintain up to date:

TEAR UL BT & PRV S I 3 5 TN G R BN AT 5
a matrix detailing the authorisations and responsibilities of the personnel in respect

of conformity assessment activities; and

UE W] HARAG BRALIAT & PE VP o 35 30 T 75 AR A2 56 (110 3% o 0 O B AL 75
B 5 VAN 5 B B0 STV B AN &8 AT AT & PRV E i i B e ¢ .
records attesting to the required knowledge and experience for the conformity
assessment activity for which they are authorised. The records shall contain a
rationale for defining the scope of the responsibilities for each of the assessment
personnel and records of the conformity assessment activities carried out by each

of them.

SEBEMIRER

Subcontractors and external experts

FEAHE R 3.2 28K, AT N AT R GLRT & 1 D1 o 76 2 S 8 B i e SO 2L K
iy

Notified bodies may, without prejudice to Section 3.2, subcontract certain clearly

defined component parts of a conformity assessment activity.

AN FCVE OB B B AR AL RS 7 AR DG A% (LI SRS BN R 3 R



5.5.2017

34.2.

| EN | B T AR L117/295

P AN T AR 8 5 LAY AR B % 53T o A R 5 LA B A D it
T 4 R UE R IE B 23 60 3 A0 56 BE ) 58 B BARAT 55, B0 5 AR 70 BL 7 ) PF
fEPE I OE, BT R N AR HIT R TAE

The subcontracting of the auditing of quality management systems or of product related
reviews as a whole shall not be permitted; nevertheless parts of those activities may be
conducted by subcontractors and external auditors and experts working on behalf of the
notified body. The notified body in question shall retain full responsibility for being able
to produce appropriate evidence of the competence of subcontractors and experts to
fulfil their specific tasks, for making a decision based on a subcontractor's assessment
and for the work conducted by subcontractors and experts on its behalf.

AN EEIAS A S MU A
The following activities may not be subcontracted by notified bodies:
A A S B ARG A L AR O
review of the qualifications and monitoring of the performance of external experts;
R 9% 7300 1 B A B 2 2R B o A% S IR TR 31
auditing and certification activities where the subcontracting in question is to
auditing or certification organisations;
I3 BLA R L S BAR A A VE VP o i 30
allocation of work to external experts for specific conformity assessment activities;

and

AT A AR R IR RE -

final review and decision making functions.

IR A H UG S 7T S VR S S B2 AN H B N, MNZ ALY B i) g —
TR, WA BE R E sk, IR R -

Where a notified body subcontracts certain conformity assessment activities either to
an organisation or an individual, it shall have a policy describing the conditions under

which subcontracting may take place, and shall ensure that:

I BT RT B AP SR A S 5

the subcontractor meets the relevant requirements of this Annex;

I ELE AANI L AN AR R 4 A s B

subcontractors and external experts do not further subcontract work to
organisations or personnel; and

55— SR AN HE R BT A9 EOR S R RS AT A VE VR B RN EE A
the natural or legal person that applied for conformity assessment has been
informed of the requirements referred to in the first and second indent.

HERN B AT 3B B T AT 38 24 ) SCAFAC S, AN AR AT A A R 3 <
P, Hh R, R RAR . A H U R 56 5
JR AL 55 AR A BT
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Any subcontracting or consultation of external personnel shall be properly documented,
shall not involve any intermediaries and shall be subject to a written agreement
covering, among other things, confidentiality and conflicts of interest. The notified
body in question shall take full responsibility for the tasks performed by

subcontractors.

I RAE BT H PRI D W R BN L 5, R A OB A ECHT RO 1, AR
WU BLAE AR E O REAS P i QU RA 2 AR RE ST, R DL BT S 1
PRE, AT SR & B AN RO IR A IE R E

Where subcontractors or external experts are used in the context of a conformity
assessment, in particular regarding novel, invasive and implantable devices or
technologies, the notified body in question shall have internal competence in each
product area for which it is designated that is adequate for the purpose of leading the
overall conformity assessment, verifying the appropriateness and validity of expert

opinions and making decisions on certification.

REA IR FINMZRIZR

Monitoring of competences, training and exchange of experience

NENMINESLREF, NS 555G RS IEsh P A RS AT SO 7 B0 R O g
I FEE TRV IS S M ST W25 VR A A RE 22 I

The notified body shall establish procedures for the initial evaluation and on-going
monitoring of the competence, conformity assessment activities and performance of all
internal and external personnel, and subcontractors, involved in conformity assessment

activities.

NENNE I BN RS, e RIEK, JEHE SR, DURRRAS
PR B3P 7 A B AE AV R o B BN A /D, BN B

Notified bodies shall review at regular intervals, the competence of their personnel,
identify training needs and draw up a training plan to maintain the required level of
qualification and knowledge of individual personnel. That review shall at a minimum,

verify that personnel:

T5 I BT [ 50 R s I BILAT V2, AR W R ARTE, CS, 4R SO,
A 1.6 5Pk Ph IS SIS R

are aware of Union and national law in force on devices, relevant harmonised
standards, CS, guidance documents and the results of the coordination activities
referred to in Section 1.6; and

Z 555 3.1.2 TR B A FR A 50 S IR AN R R I S BOR TR A .
take part in the internal exchange of experience and the continuous training and

education programme referred to in Section 3.1.2.

4. BEFER
PROCESS REQUIREMENTS

4.1. K

General
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4.2.

NN N R 5E 1 BT A PR VPGS 35 I SO A S W VEAR ARy, B0 38 AT
R I B 2 B BN BR, IR AE 0 BN 25 18 2 25 A AR B R 1

The notified body shall have in place documented processes and sufficiently detailed
procedures for the conduct of each conformity assessment activity for which it is
designated, comprising the individual steps from preapplication activities up to decision
making and surveillance and taking into account, when necessary, the respective
specificities of the devices.

AT AR 430 4.4, 47 F1 4.8 TR I E R AE A SN N EEs— . B
AFEAD

The requirements laid down in Sections 4.3, 4.4, 4.7 and 4.8 shall be fulfilled as part of
the internal activities of notified bodies and shall not be subcontracted.

AEHRIRAN T R IETE3)

Notified body quotations and pre-application activities

LR A
The notified body shall:

(@)  RATAITAT R HERE P UL, DU 3 i B ARG A S HLM G . %30
B A 35 B A2 SO AT AT AH S5 B T 2 T8 5
publish a publicly available description of the application procedure by which
manufacturers can obtain certification from it. That description shall include which

languages are acceptable for submission of documentation and for any related

correspondence;
(b) IR E T A VE VRS 3 T SCIUE) 2 DA B L SR ROR Al i B A S AT ]
FoAth I 25 K000

have documented procedures relating to, and documented details about, fees
charged for specific conformity assessment activities and any other financial

conditions relating to notified bodies' assessment activities for devices;

(c)  AHREFFEMEVEMIRSS) & BB « XL e B R i S L 435 50
2 AN 7~ BT B 3 BT FL AT A VP R e G R AR O R T I AN B
PEFABAR E WU SE PR B 5 BUE A ™ 4
have documented procedures in relation to advertising of their conformity
assessment services. Those procedures shall ensure that advertising or promotional
activities in no way imply or are capable of leading to an inference that their
conformity assessment will offer manufacturers earlier market access or be quicker,
easier or less stringent than that of other notified bodies;

(d) AXHEBRER, BERGEETMAENGEE, SaEm Gl Lo T R atk
PREARMAT, WIE AL 651%™ B 7 2K
have documented procedures requiring the review of pre-application information,
including the preliminary verification that the product is covered by this Regulation
and its classification, prior to issuing any quotation to the manufacturer relating to

a specific conformity assessment; and
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4.3.

()  WPR S AP B (AT A PRV B G S SR PN & R B AE G 5 &
TN ZIRIZEAT, AR S AR AL AT .
ensure that all contracts relating to the conformity assessment activities covered by
this Regulation are concluded directly between the manufacturer and the notified
body and not with any other organisation.

FiEHES S

Application review and contract

NENR N ESR CRIEND SRt il i i s AR 2 B IR A, b B
FASRAT B PR VF o i % IX 28 XT 2R T {5 2 AN i 0 745 B

The notified body shall require a formal application signed by a manufacturer or an
authorised representative containing all of the information and the manufacturer's

declarations required by the relevant conformity assessment as referred to in Annexes X
to XI.

DN R UL 5 ) 3 G 2 W) ) ) I SR XU 228 1 A5 T B DR T e B el 5 LA
TRAF . %A RN IR A 2R A 26 A, R A3 2 T WL BE S 14 AR I 2R AT
IS5, WIEHGERA ST ER A S ERIR S, AEHARCE . R
BT RTBRAIE A5 A S 22 5 DL JE AT oA B S5 R BT .

The contract between a notified body and a manufacturer shall take the form of a written
agreement signed by both parties. It shall be kept by the notified body. This contract shall
have clear terms and conditions and contain obligations that enable the notified body to
act as required under this Regulation, including an obligation on the manufacturer to
inform the notified body of vigilance reports, the right of the notified body to suspend,
restrict or withdraw certificates issued and the duty of the notified body to fulfil its

information obligations.

NENINA KT A HIE S IAEFr, CAEALEE.

The notified body shall have documented procedures to review applications, addressing:

(@) A RAEVERAAET , LEAH NP S5 BTk B AT & 1 1 o F5 7 K 10 FR S 1 2 34
the completeness of those applications with respect to the requirements of the
relevant conformity assessment procedure, as referred to in the corresponding

Annex, under which approval has been sought,

(b)  FHE AR S FLAH N B 73 20T 3K 6 HA 33 Tl B IR 7 il 2R AT B A BRAIE
the verification of the qualification of products covered by those applications as

devices and their respective classifications,

(c)  HITE NEFERIRT & PEPE o FE PP 2 0 1 F T AVE UL E B S d i,
whether the conformity assessment procedures chosen by the applicant are
applicable to the device in question under this Regulation,

(d)  AEHUARE LR 2 kAL BRI RE 1, BAK
the ability of the notified body to assess the application based on its designation,

and
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4.4.

4.5.

4.5.1

(e) 7o ME H BRI A SRAGFE

the availability of sufficient and appropriate resources.

BECHITE I B 4 R NG SRAE SR o 15 268 B FH S 2l N 5 57 SRR R LT &R
gt HAh g e ML R =2 BT ) AR DS K «

The outcome of each review of an application shall be documented. Refusals or
withdrawals of applications shall be notified to the electronic system referred to in Article
57 and shall be accessible to other notified bodies.

RIFES

Allocation of resources

N E N R SRR R, DL OR BT 455 & 1 VP 0 35 30 1 285 3 BB & 1 1 A
BT, XL G N A R AL Do 7 AT A SRR SR, RGN AR P
LA R SCRS AT VA

The notified body shall have documented procedures to ensure that all conformity
assessment activities are conducted by appropriately authorised and qualified personnel
who are sufficiently experienced in the evaluation of the devices, systems and processes

and related documentation that are subject to conformity assessment.

xBTS AU SR 58 i 5 BRI, 4R 5 AN NG STI OR 5% NP AR 10 R AR
Yo CRE PP AT IR O 2 SRR CRE N RAEPPASAE S5 R T F ) o 1FATRF &1k
P — 87 BEAT P 5 HOAE 5% 20 P DA R o i 56 1 23 TG P 850 PR A AT B8 E50TS B T SR AE 56
For each application, the notified body shall determine the resources needed and identify
one individual responsible for ensuring that the assessment of that application is
conducted in accordance with the relevant procedures and for ensuring that the appropriate
resources including personnel are utilised for each of the tasks of the assessment. The
allocation of tasks required to be carried out as part of the conformity assessment and any
changes subsequently made to this allocation shall be documented.

& PPETES)
Conformity assessment activities
syl

General

NENUR B N AN AT B ey T ML SR U S PRV s 3, JF A % B AR U0
B ARRE RS

The notified body and its personnel shall carry out the conformity assessment activities
with the highest degree of professional integrity and the requisite technical and scientific
competence in the specific fields.

AEHA R EA R T ER . BEAVEAN I SRR, DA B AT A O A
AR E MAT S EVP IS S, RN SR RIS IX 2 X o g RARZER, o
7e LAUT K

The notified body shall have expertise, facilities and documented procedures that are
sufficient to effectively conduct the conformity assessment activities for which the
notified body in question is designated, taking account of the relevant requirements set out
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in Annexes IX to XI, and in particular all of the following requirements:

- & AT H AT

appropriately plan the conduct of each individual project,

- IS R I 4L BSC F B /N AT AH SGBOR 22 56 DA R R 4 1) 2 LM AN AL A, JF R SE
FETE 21 I AL e 1F o /N LR
ensure that the composition of the assessment teams is such that there is sufficient
experience in relation to the technology concerned, and that there is continuous
objectivity and independence, and to provide for rotation of the members of the

assessment team at appropriate intervals,

- T8 2 T A PRV S I 3 58 R R A B i
specify the rationale for fixing time limits for completion of conformity assessment

activities,

- THA ) 3 PR P 5 AR SRR DAyt 2 B 3 T BT 81 S SR SR FH ) e o 7 2%
assess the manufacturer's technical documentation and the solutions adopted to

meet the requirements laid down in Annex I,

- o 21 1) 32 A QI PR AT VE O AR e AN SCAE
review the manufacturer's procedures and documentation relating to the evaluation

of pre-clinical aspects,

- o 2 1) 3 P A ORI PR VPO (R e A SO
review the manufacturer's procedures and documentation relating to clinical

evaluation,

- VIR 1 38 e DX A B I AR AR BE VA B PPA 5 20 A Z TRT KT EB 2R, DAl FL S BT %%
| AH DG B2 SR IR A 1 UE BH 2 TR A DM
address the interface between the manufacturer's risk management process and its
appraisal and analysis of the pre-clinical and clinical evaluation and to evaluate
their relevance for the demonstration of conformity with the relevant requirements

in Annex I,

CITHE IX 8 52 F 5.4 WHLAM © AR

carry out the specific procedures referred to in Sections 5.2 to 5.4 of Annex IX,

- TEZRPRSY K Ta BE b KR OL T, PR MR B S ME A SO, PP H
A B S
in the case of class Ila or class IIb devices, assess the technical documentation of

devices selected on a representative basis,

- THRIAE W HEAT 1 2 00 M B o AL AN PP, AT BCEREAT SR LE I, DASGIE 5T
BEEBEERMIERIZT, AT RFLEMK DI %,
plan and periodically carry out appropriate surveillance audits and assessments,
carry out or request certain tests to verify the proper functioning of the quality

management system and to perform unannounced on site audits,
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B AR AE AR IE )3 A ST & BRSO, SR EER ML RAE R 5 SO
TR AR HEA IR

relating to the sampling of devices, verify that the manufactured device is in
conformity with the technical documentation; such requirements shall define the

relevant sampling criteria and testing procedure prior to sampling,

R 7 A2 75 0 2 B R TR

evaluate and verify a manufacturer's compliance with relevant Annexes.

A B HRFEAR AE LT RN & W IR 1) CS CRAIRITE) 48 7 Al A 1) S8 B SO
AR bR, B )3 R A A A AT A

The notified body shall, where relevant, take into consideration available CS, guidance
and best practice documents and harmonised standards, even if the manufacturer does

not claim to be in compliance.

Jo R PR R

Quality management system auditing

(a) TENBERE AR RIS — 870, 25 HU BAE § % 2 TR Y H A IRy -
As part of the assessment of the quality management system, a notified body shall

prior to an audit and in accordance with its documented procedures:

- FRAEAH S AT B PR VP o B SR A A SO EAT VP o R AL o A% v dl) o 4]
IR M 7 5 40 T 2 B 54 8 T 4 0 44 2 R S
JSUFE s I g HR A & AR L 2K
assess the documentation submitted in accordance with the relevant
conformity assessment Annex, and draw up an audit programme which
clearly identifies the number and sequence of activities required to
demonstrate complete coverage of a manufacturer's quality management
system and to determine whether it meets the requirements of this
Regulation,

- WA A2 3 P A B S AN STAT 0 BT, AR VR 31 ) 3 e ) A S A 1
PR AN /B AR, 7% B8 1 5 X I e ik 7 e o R O AT )
A%
identify links between, and allocation of responsibilities among, the various
manufacturing sites, and identify relevant suppliers and/or subcontractors of
the manufacturer, and consider the need to specifically audit any of those
suppliers or subcontractors or both,

- N oA TR R 0 R A TR R B B A H AR ARAEANYE R U
W R, BLIE 0 AL BEAG JE BI PIS 8 . BORANRL R (1 A A 22
K,
clearly define, for each audit identified in the audit programme, the
objectives, criteria and scope of the audit, and draw up an audit plan that
adequately addresses and takes account of the specific requirements for the
devices, technologies and processes involved,
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(b)
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- X Ta A TIb SEA8HK, il O 50 B T-Jal ADE 8 Y 5% 10D 10 Bk
BRSO, A2 STR I e il 3 7 H S BT L 5 R X e A . 1% )
S DR IE 5 e 8 PR a0 46 1) B AV Bl TIE 5 RO A IEAT Tl R
draw up and keep up to date, for class Ila and class IIb devices, a sampling
plan for the assessment of technical documentation as referred to in Annexes
IT and III covering the range of such devices covered by the manufacturer's
application. That plan shall ensure that the entire range of devices covered by
the certificate is sampled over the period of validity of the certificate, and

- PR IRIE A SRS RN AT N . SIS R SCAd sk ]
BAR A & B BIHRAL . BR ST AIRLRR -
select and assign appropriately qualified and authorised personnel for
conducting the individual audits. The respective roles, responsibilities and
authorities of the team members shall be clearly defined and documented.

W E B AZ TR, A B AU AR L TR
Based on the audit programme it has drawn up, the notified body shall, in

accordance with its documented procedures:

- A% X 7R A B AR R, DAERA BT o B S T B AR AL A 5
FUE, ARG T BT ) B Jm R A2 ) B RR B i — B BL
I 52 A2 1338 BIATE I AT E
audit the manufacturer's quality management system, in order to verify that
the quality management system ensures that the devices covered conform to
the relevant provisions of this Regulation which apply to devices at every
stage, from design through final quality control to ongoing surveillance, and
shall determine whether the requirements of this Regulation are met,

- FRAEAH SRR, 1 1) 32 T 2 5 4 A A AT B PR V1 o B = o ik 14
BER, IR AR A G R A T R G, R
based on relevant technical documentation and in order to determine whether
the manufacturer meets the requirements referred to in the relevant
conformity assessment Annex, review and audit the manufacturer's processes
and subsystems, in particular for:

- WA,

design and development,

- A RR s,

production and process controls,
- OO,

product documentation,

- CRIEEH], B LA R 0

purchasing controls including verification of purchased devices,

- AR, BEAE B R, M
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corrective and preventive actions, including for post-market

surveillance, and

- PMCF
PMCF,

H A A A 3 T AT BRI, BLE IR e 5C T AT BT 1 Pk
[ — 5 A M SRR e SR AT 5K B RLE

and review and audit requirements and provisions adopted by the
manufacturer, including those in relation to fulfilling the general safety and

performance requirements set out in Annex 1.

XS SCRSREAT 3R, DA IS S0 ) P P AR O O XUz - i3 B AR 1
A VE S A AR B T AN S5 LR AE AR T AT R S AE R

The documentation shall be sampled in such a manner as to reflect the risks

associated with the intended use of the device, the complexity of the

manufacturing technologies, the range and classes of devices produced and

any available post-market surveillance information,

AR R R R AR IR E LT A 1 52 B 2 AR R T B
FR) S 2 U IS, G HG 2 ) 32 A A B I B Lok Bk 7 s 411 2 08 AR 42 i B
I g 3o 1) 325 R P AL 7 1 3 BT AT SRR AR A A

if not already covered by the audit programme, audit the control of processes
on the premises of the manufacturer's suppliers, when the conformity of
finished devices is significantly influenced by the activity of suppliers and,
in particular when the manufacturer cannot demonstrate sufficient control

over its suppliers,

BT T AT BRSO RO VPG, IR B B AR 56 4.5.4 A1 4.5.5 1 (1
PEREVENT .

conduct assessments of the technical documentation based on its sampling
plan and taking account of Sections 4.5.4. and 4.5.5. for pre-clinical and

clinical evaluations, and

O LA R B DR B A% e I AR S AR 0 A 2 R AR S A A B4 T
MDCG 15 BN A 85 £ SIZ B SO ) SR g0 4 M — Bt 792K .

the notified body shall ensure that audit findings are appropriately and
consistently classified in accordance with the requirements of this
Regulation and with relevant standards, or with best practice documents
developed or adopted by the MDCG.

Product verification

BRSO A

Assessment of the technical documentation

VRS AR B 3% TX2R T B M0 AT BB SO 2 T HUR LR AT 2% 1 & b SRR
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ot S AR, T

For assessment of the technical documentation conducted in accordance with Chapter 11
of Annex IX, notified bodies shall have sufficient expertise, facilities and documented
procedures for:

- RIREASE RSB N &S AT, inad g A ENE. T
REVPAT . USSR PR KB 45
the allocation of appropriately qualified and authorised personnel for the
examination of individual aspects such as use of the device, biocompatibility,

clinical evaluation, risk management, and sterilisation, and

- VHEBRIR B EAEM, IS 454 F 455 VPG N AR E A RN
BEBT . b AR R B A I I PAT I BRI 2 SR A T B — 5 MR B I A 4
PAPPAL HooZ 75 A5 S AR LA R, ARG 24 5 LA N 224 St 55 4 B S A 78 70 19
VPR e S S I, B R 3 7 S e
the assessment of conformity of the design with this Regulation, and for taking
account of Sections 4.5.4. to 4.5.6. That assessment shall include examination of
the implementation by manufacturers of incoming, inprocess and final checks and
the results thereof. If further tests or other evidence is required for the assessment
of conformity with the requirements of this Regulation, the notified body in
question shall carry out adequate physical or laboratory tests in relation to the

device or request the manufacturer to carry out such tests.

A5

Type-examinations

AR EA T AL GRRx X #17) KPmERr. 2o 0tk
RV, B4 LT R

The notified body shall have documented procedures, sufficient expertise and facilities
for the type-examination of devices in accordance with Annex X including the capacity
to:

- BIEARWFRE 454 3 4.5.6 17, RAMPPMEHEARME, JRIIEIZEA O R AT
B BRSO R )i
examine and assess the technical documentation taking account of Sections 4.5.4.
to 4.5.6., and verify that the type has been manufactured in conformity with that

documentation;

- ALK B OE 7 T LR DN B EAE A TVE B 2 N I BT A A
RS
establish a test plan identifying all relevant and critical parameters which need to be
tested by the notified body or under its responsibility;

- RS

document its rationale for the selection of those parameters;

- RHATIE AR IR AT, DABA WA I R R R DR T B A R AL B T RE
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2 TR SRR TR o IR ARG 56 AN IR N % B BT A L B, AR
T3 7 SE B S R A AR SR pR

carry out the appropriate examinations and tests in order to verify that the solutions
adopted by the manufacturer meet the general safety and performance requirements
set out in Annex I. Such examinations and tests shall include all tests necessary to
verify that the manufacturer has in fact applied the relevant standards it has opted to

use;

- AAEIAEEGEATIZEI, NS B R e b EI A St R
agree with the applicant as to where the necessary tests will be performed if they
are not to be carried out directly by the notified body; and

- OIS R ARAE A DU o A e b B B LR RT3 RS A RV
EENLRI AR, 80T 2% R ) 3 T 3 5 O ki 75
assume full responsibility for test results. Test reports submitted by the
manufacturer shall only be taken into account if they have been issued by
conformity assessment bodies which are competent and independent of the

manufacturer.

SIS I — 7 R £ 40

Verification by examination and testing of every product

INELIRAINAEE
The notified body shall:

(a) BAIRKER. L8R RAGOE, CRYEM S X B iy, Eidkd
AR EE — 7 R BEAT A
have documented procedures, sufficient expertise and facilities for the verification

by examination and testing of every product in accordance with Part B of Annex
XI;

(b) LAWK THRI, #5E A AR MR S8, RSB A S
BAE H AT VE B N BEAT I
establish a test plan identifying all relevant and critical parameters which need to be
tested by the notified body or under its responsibility in order to:

- T C RS ARSI B SRR TR R, R AR T
IR AT I R E 5
verify, for class IIb devices, the conformity of the device with the type
described in the EU type-examination certificate and with the requirements of
this Regulation which apply to those devices,

- KT BB BASE A TR I AR MR R SO, A E I TIX
L 3B ) AR V2RI R E
confirm, for class Ila devices, the conformity with the technical documentation
referred to in Annexes Il and III and with the requirements of this Regulation
which apply to those devices;
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() ILFIEF () i A S HUHLHh ;

document its rationale for the selection of the parameters referred to in point (b);

(d) E &SRR Aok S2iti 3 B VA AN, B 4L P XT 5 5 e A A
AR — 7 S AR SR S AT & AL SR
have documented procedures to carry out the appropriate assessments and tests in
order to verify the conformity of the device with the requirements of this
Regulation by examining and testing every product as specified in Section 15 of

Annex XI;
(e) A5 HE NIK BT ] I ] 3 A7 0 L8 A 87 P 23 5 LA T JR £ 0 A 0 1) 15
THIFEFF -

have documented procedures providing for the reaching of an agreement with the
applicant concerning when and where necessary tests that are not to be carried out
by the notified body itself are to be performed; and

() RPmEER, MRS RAHE 2RI E. 75 BRI iks, #
EATH B B 5T DA ST T )3 R BVE AT A PR PR D LA AU -
assume full responsibility for test results in accordance with documented
procedures; test reports submitted by the manufacturer shall only be taken into
account if they have been issued by conformity assessment bodies which are
competent and independent of the manufacturer.

4.5.4  ImPRETVEOT K PF EF

Pre-clinical evaluation assessment

DN N R A SO RE R, DU )3 7 A S PR AT V- 5 T PR RE e A S A
AR IR AR O A NP R R e i L i 27 YN R SE

The notified body shall have documented procedures in place for the review of the
manufacturer's procedures and documentation relating to the evaluation of pre-clinical
aspects. The notified body shall examine, validate and verify that the manufacturer's
procedures and documentation adequately address:

(@) THRIL AT TR R, JREE AN ERIR R AT VR, R
the planning, conduct, assessment, reporting and, where appropriate, updating of
the pre-clinical evaluation, in particular of

- PEEMIERET SO R
the scientific pre-clinical literature search, and

- WRIRHTIS, fnse mIMut. B, THEUBL. SRR 1
H
the pre-clinical testing, for example laboratory testing, simulated use testing,

computer modelling, the use of animal models,

(b) Sy AAEE A 1R o AN 82 I T] DA KGR S (R R O AR 0 AU
the nature and duration of body contact and the specific associated biological
risks,
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() SREEHBETHED;

the interface with the risk management process, and

(d)  PPAEAN AT BLA (I PR AT A S SR B AT 5 PR SR 1A SR BRI AR G
the appraisal and analysis of the available pre-clinical data and its relevance
with regard to demonstrating conformity with the relevant requirements in

Annex 1.

O35 LR W R TP R e RS PR P o 82 156 B SR A 2R 45 SR AN BT A S i DA
BEAT RO LR A5 R 4518, I W38 25 RE AR RN 5 K 25 8 Bl 5 k) B
B R ME/ORIFUN . A G R SO AT B A B R B TR, AR T L
PR ARG R PR A P

The notified body's assessment of pre-clinical evaluation procedures and documentation
shall address the results of literature searches and all validation, verification and testing
performed and conclusions drawn, and shall typically include considering the use of
alternative materials and substances and take account of the packaging, stability,
including shelf life, of the finished device. Where no new testing has been undertaken by
a manufacturer or where there are deviations from procedures, the notified body in

question shall critically examine the justification presented by the manufacturer.

455  ImPRPEOT IO PEE

Clinical evaluation assessment

N ENNI N R SO RIRE e, DAV o & 7 A AR 15 & PRI PR PPN AN 2215 5
PEIG PR VPO A HIRE P AN SCAT o T HUR MRS A S0 I AT Al 3 7o PO e A0 ST A
FE DL T LA [ -

The notified body shall have documented procedures in place relating to the assessment
of a manufacturer's procedures and documentation relating to clinical evaluation both
for initial conformity assessment and on an ongoing basis. The notified body shall
examine, validate and verify that manufacturers' procedures and documentation

adequately address:

- RAE S XTIV R AT VPG SR AR I R VA
the planning, conduct, assessment, reporting and updating of the clinical evaluation

as referred to in Annex XIV,

- TR BEORT T e R R

post-market surveillance and PMCF,

- SXEEEET D,

the interface with the risk management process,

- VPR AT ELA B S SR BT B S A S BRI AR O
the appraisal and analysis of the available data and its relevance with regard to

demonstrating conformity with the relevant requirements in Annex I, and

- IRAEIR RAEYE AT 4518 I 2 1 e R VP A 4 7

the conclusions drawn with regard to the clinical evidence and drawing up of the
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clinical evaluation report.

F—BH TR R T R AT IR0 CS CRARINE) 48w Fl i A M st
These procedures referred to in the first paragraph shall take into consideration available
CS, guidance and best practice documents.

MR XTIV, 2 E HURR I PR VE ) P N AL F -
The notified body's assessment of clinical evaluations as referred to in Annex XIV shall
cover:

- HEREAE PO, EEAERRIESE XL,
the intended use specified by the manufacturer and claims for the device defined by
it,
- IwRVEOY R,
the planning of the clinical evaluation,
- SRR TS,
the methodology for the literature search,
- AOCHRA A 2 AR S

relevant documentation from the literature search,

- ImREET,
the clinical investigation,

- SR SCER AR R A R, SRR RRIE R S [RRT S AL B 3 A
5T
validity of equivalence claimed in relation to other devices, the demonstration of

equivalence, the suitability and conclusions data from equivalent and similar

devices,

- bR BN EW S IEKRE: (PMCF),
post-market surveillance and PMCF,

- IR VEO R, M
the clinical evaluation report, and

- TP RBT T B L 7 A I R B ER (PMCF ) 2

justifications in relation to non-performance of clinical investigations or PMCF.
X TR I PR VF A 72 PN PR PR BIE 7T Al PR S8 » A DR 1R 2 5 LAY 2 1ty P o1 3 e AR Atk
AE I PRATT 78 T RIS H A 2518 2 A 20
In relation to clinical data from clinical investigations included within the clinical

evaluation, the notified body in question shall ensure that the conclusions drawn by the

manufacturer are valid in the light of the approved clinical investigation plan.

O T WURE) 8 D e PR VEAR 78 203 A2 PR 3% T P 3R IK AT R 2 AN PE REBER, B JXURS 7 2
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4.5.6

4.6.

BRI DU RS AT, RIS b S AR SR B 5 AR E SIS B
Hi.

The notified body shall ensure that the clinical evaluation adequately addresses the
relevant safety and performance requirements provided for in Annex I, that it is
appropriately aligned with the risk management requirements, that it is conducted in
accordance with Annex XIV and that it is appropriately reflected in the information

provided relating to the device.

HARREF?

Specific Procedures

NN RLBA SRR RO LR, BA LSS 5 FI58 6 15, M1
5 6 TR+ — 5 16 T FTIR TR P48 52 1Bt .

The notified body shall have documented procedures, sufficient expertise and facilities for
the procedures referred to in Sections 5 and 6 of Annex IX, Section 6 of Annex X and

Section 16 of Annex XI, for which they are designated.

K HI AN 05 0 A 23 A P A O B 0, ok B ARV 2 722/201 213k (I TSE &)

Yokt AU RNAT R AR A ORISR F . BRRHER IR S EA R 1E
PUR PP B S i i

In the case of devices manufactured utilising tissues or cells of animal origin or their
derivatives, such as from TSE susceptible species, as referred to in Regulation (EU) No
722/2012, the notified body shall have documented procedures in place that fulfil the
requirements laid down in that Regulation, including for the preparation of a summary

evaluation report for the relevant competent authority.

W
Reporting

ENELIRAINE
The notified body shall:

- BATRCS VIR S YEVE R T BT A D B, 1S ST 4518 WA DL IR B
FEEAEIESR, NARS 51FE MG OHEYE, nda € B EN I T/EAN
B,
ensure that all steps of the conformity assessment are documented so that the
conclusions of the assessment are clear and demonstrate compliance with the
requirements of this Regulation and can represent objective evidence of such
compliance to persons that are not themselves involved in the assessment, for

example personnel in designating authorities,
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- BATRICSE DASR AL AT IR ) B o A I R AR R o
ensure that records that are sufficient to provide a discernible audit trail are
available for quality management system audits,

- FEIRPRVEA B PF B 4 75 pis 2 Mg sront i PR PP Ar 1 i 4518
clearly document the conclusions of its assessment of clinical evaluation in a

clinical evaluation assessment report, and

- WEANRKIH, RO TR, 2R R T AR S, S BT A
Wi/ (MDCG) e i b E % .
for each specific project, provide a detailed report which shall be based on a
standard format containing a minimum set of elements determined by the MDCG.

NEIR AL S VAR
The report of the notified body shall:

- TERMGCRILVFEHE AR, XGRS AT A AR R S R A
clearly document the outcome of its assessment and draw clear conclusions from
the verification of the manufacturer's conformity with the requirements of this

Regulation,

L\\

R LR 45 B o B MR 28 U L WU A H HLA I 5T N7

S

make a recommendation for a final review and for a final decision to be taken by
the notified body; this recommendation shall be signed off by the member of
personnel responsible in the notified body, and

- RIS MRHIER .

be provided to the manufacturer in question.

BRAHE

Final review

FERHE B R PRAE 2R, 2 LR L

The notified body shall prior to making a final decision:

- T PR 70 BC 45 5 72 0 H B B 28 o A AP SN A5 B8 1AL, I B 5 AT 1F
I AN,
ensure that the personnel assigned for the final review and decision-making on
specific projects are appropriately authorised and are different from the personnel
who have conducted the assessments,

- %SRRI 75 I BRE AR R 5 SRRSO, AP o R R B A TF
AU, (EIE Y 5 T e B TE i, BAR
verify that the report or reports and supporting documentation needed for decision
making, including concerning resolution of non-conformities noted during
assessment, are complete and sufficient with respect to the scope of the
application, and
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- SRR BAEEATAT R AR R PG WCRIE B2 R AT & I,
verify whether there are any unresolved non-conformities preventing issuance of

a certificate.

4.8.  BERINE

Decisions and Certifications

NEPRIRL G R T IREHSREF, BREER. 2E. IREIAMBESIE B IE
IIIC . TXUEFE Py A A5 R A VA R SR T w U E I A R . ISR N A VAR SR
ARIRAE

The notified body shall have documented procedures for decision-making including as
regards the allocation of responsibilities for the issuance, suspension, restriction and
withdrawal of certificates. Those procedures shall include the notification requirements
laid down in Chapter V of this Regulation. The procedures shall allow the notified
body in question to:

- BT VPEH SO A HAR TSR HE R, PR 5 S B R,
decide, based on the assessment documentation and additional information

available, whether the requirements of this Regulation are fulfilled,

- BT IO AR VAN AN XS BV R AE A, JIr BT R B R (s
e IRRERE: PMCE) 2B 745,

decide, based on the results of its assessment of the clinical evaluation and risk
management, whether the post-market surveillance plan, including the PMCF
plan, is adequate,

- R A U — 2D T I PR PR R B AR TR
decide on specific milestones for further review by the notified body of the up to

date clinical evaluation,

- RERETHENWIEE SR E 56 825K
decide whether specific conditions or provisions need to be defined for the

certification,

- ETEAE. KRR Im R TR AT XS 2 BT AR, B E E A AL
WA T,
decide, based on the novelty, risk classification, clinical evaluation and
conclusions from the risk analysis of the device, on a period of certification not
exceeding five years,

- IEEME R PUEMIAER D IR, AR A HERE T,
clearly document decision making and approval steps including approval by
signature of the members of personnel responsible,

- IR RIS R AZ TSI, g, HIEB R EH S RE
B AR B PE FATTAS [F B B A2 565 3.2.7 1 PRl E B R,
clearly document responsibilities and mechanisms for communication of
decisions, in particular, where the final signatory of a certificate differs from the
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decision maker or decision makers or does not fulfil the requirements laid down
in Section 3.2.7,

- RIS THUE M ERARE RS AR TS, AR T, IR R
A 5 IAUEAR R R € 2 A B PR i,
issue a certificate or certificates in accordance with the minimum requirements
laid down in Annex XII for a period of validity not exceeding five years and
shall indicate whether there are specific conditions or limitations associated with
the certification,

- FRONHTE AU AESS, I BANGUR E 5 2 > SR IE T,
issue a certificate or certificates for the applicant alone and shall not issue
certificates covering multiple entities, and

- FADRORE VTR S RO R &t S RN IE T RN RS 5T 2R T IR LT R St
ensure that the manufacturer is notified of the outcome of the assessment and
the resultant decision and that they are entered into the electronic system
referred to in Article 57.

B EFME

Changes and modifications

O T WU RS S SCAF AR FRIRE e 55 R K 1 3 o ol 1 36 7o £ )2 S 55 R 22 B o A 1
EHMEFZHE

The notified body shall have documented procedures and contractual arrangements with

manufacturers in place relating to the manufacturers' information obligations and the

assessment of changes to:

CoLME R o B A AR B o 1 VS L
the approved quality management system or systems or to the product-range
covered,

SHLHER 2T

the approved design of a device,

I TR FH k O A bk R

the intended use of or claims made for the device,

LHAER BT,

the approved type of a device, and

AR kT Bl AT T, O BAKREEE 4.5.6 75, 32T “ Bk
any substance incorporated in or utilised for the manufacturing of a device and

being subject to the specific procedures in accordance with Section 4.5.6.

— BUYTIRRE 3 A5 [R) 22 Hl I B A 20 5 — BOT IR A% B 1) F B ) e

The procedures and contractual arrangements referred to in the first paragraph shall

include measures for checking the significance of the changes referred to in the first
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paragraph.
MR SRR, A G A S LA R

In accordance with its documented procedures, the notified body in question shall:

- WRERHNE R A — BUIR AR AN 5 SR AR B A OC KA B AR AT F e ik vk
i,
ensure that manufacturers submit for prior approval plans for changes as
referred to in the first paragraph and relevant information relating to such

changes,

- NWEWEAREBEAT VR, JFIGIE M X AR e, R PR R AR
AT B FRE B AT B AR LA EOR,
assess the changes proposed and verify whether, after these changes, the quality
management system, or the design of a device or type of a device, still meets the
requirements of this Regulation, and

- R A N 3 R R AR A — I B TR (R ST E D, N
BEHAF RN EREL.
notify the manufacturer of its decision and provide a report or as applicable a
supplementary report, which shall contain the justified conclusions of its

assessment.

4.10. METEIIAINE)E BB

Surveillance activities and post-certification monitoring

N WU R A SCAFAERE PP -

The notified body shall have documented procedures:

- T 2 %o 1) 32 7 A 4] DA R ART IS AT MR T B o IX AR e S A, X 3 i DA B I
175 %08 7060, P M B 7 B HEAT SR B WA ) 22k, AT P DK, O M X ) i
i BA LRI G EH R EAEATSF AR E 0L, Bln, 72 E
[F1 1) 8% 3247 e R 0408 HA) SE 39
defining how and when surveillance activities of manufacturers are to be conducted.
Those procedures shall include arrangements for unannounced on-site audits of
manufacturers and, where applicable, subcontractors and suppliers carrying out
product tests and the monitoring of compliance with any conditions binding
manufacturers and associated with certification decisions, such as updates to

clinical data at defined intervals,

- TR PR A A SRR DL K E VE I A SR 1 BT R AE R AERLRIATT
JEM BRI, BB EIERE .,
for screening relevant sources of scientific and clinical data and post-market
information relating to the scope of their designation. Such information shall be

taken into account in the planning and conduct of surveillance activities, and

- MRHEER 92 (2) R A RIARHUN B M, DA AL T OO BT IR P AT Rk 5
Wi CUnAT) o 24 THTC SR VP B R 45 SRR B A T TR
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to review vigilance data to which they have access under Article 92(2) in order to
estimate its impact, if any, on the validity of existing certificates. The results of the
evaluation and any decisions taken shall be thoroughly documented.

FH IG5 HLA W R oK B 3 7 B8 2 R B R BE B 2 Jm, HE R A TR Bk A
jj‘?jé:
The notified body in question shall, upon receipt of information about vigilance cases
from a manufacturer or competent authorities, decide which of the following options to
apply:

- T REATH), O E MG S P e F s o o5,
not to take action on the basis that the vigilance case is clearly not related to the
certification granted,

- L 5% 1) 32 7 N 7 249 J) (09 20 B A 7 A R A R, DU E BT AU R IE 5 2
AR, B R & M IE R
observe the manufacturer's and competent authority's activities and the results of
the manufacturer's investigation so as to determine whether the certification

granted is at risk or whether adequate corrective action has been taken,

- MR R IR A RS (R B, SRIBCRF ) M AL FE It 49 20 S o 2 I i R
Rifrttz, 7,
perform extraordinary surveillance measures, such as document reviews,
short-notice or unannounced audits and product testing, where it is likely that the

certification granted is at risk,

- KR R R,

increase the frequency of surveillance audits,

- FEXTHPE R T — R dH i, HAR e~ Rl L2, 5
review specific products or processes on the occasion of the next audit of the
manufacturer, or

- RIBUE AT AR K e

take any other relevant measure.

KT HlEr R B A%, AU R EA SRR
In relation to surveillance audits of manufacturers, the notified body shall have
documented procedures to:

- XHRNE R AT R E IR R, R TR, R 4.5 TR OB
SKREAT
conduct surveillance audits of the manufacturer on at least an annual basis which

shall be planned and conducted in line with the relevant requirements in Section
4.5,

- WRERFE N VRE G RO E AL BT e WA BT R IR RER BR PMCF (130
AT RE ML B 156 0L

ensure adequate assessment of the manufacturer's documentation on, and
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application of the provisions on, vigilance, the post-market surveillance, and
PMCEF,

FE S AZ IR, AR PG 8 SRR AE AT R Py, Ao 00 1o 2 A AT o A% R
SO, DA DR 1) 3 A 45 2 N 2 v ) o A PR R

sample and test devices and technical documentation, during audits, according to
pre-defined sampling criteria and testing procedures to ensure that the
manufacturer continuously applies the approved quality management system,

DR 36 9 38 5 A DR PR A o (R SR RS SRS 55 JRI DR FL AR 2% 18 3 S it
Jo R B A 2R I SR A

ensure that the manufacturer complies with the documentation and information
obligations laid down in the relevant Annexes and that its procedures take into

account best practices in the implementation of quality management systems,

Ty D ) 32 7 AN DA (0 7 A Joid i PR 2R e v 1 2
ensure that the manufacturer does not use quality management system or device

approvals in a misleading manner,

Wtk /208 145 B DA € BT BRAK RO B R ST A AR L R,
gather sufficient information to determine if the quality management system

continues to comply with the requirements of this Regulation,

WRBRIAFFE, WREERMIE. YIERE, WEH, Wi
ask the manufacturer, if non-conformities are detected, for corrections, corrective
actions and, where applicable, preventive actions, and

DAY, o AH SRR 5 Je 0 A ) B PR ] B 2 457 AR
where necessary, impose specific restrictions on the relevant certificate, or suspend

or withdraw it.

LR 7| PSRNTIS S G Rt i1 S /AR5 /IR ) VA

The notified body shall, if listed as part of the conditions for certification:

T HER K L R RE . Bl R IRRIRE: PMCF DAL 5 R Z 880G )T
R L 9% B i P SR 3015 2 AL 88 B0 S FAD Tl PR SRR T 5 5 BE 38T H) i PR 1 A7
BEATIR AN H A

conduct an in-depth review of the clinical evaluation as most recently updated by
the manufacturer based on the manufacturer's post-market surveillance, on its
PMCF and on clinical literature relevant to the condition being treated with the

device or on clinical literature relevant to similar devices,

T REHACSRA RN B B A5 R, I 7 il 34 7 412 AR 10 3 2 00 el it o 2L
HAE, DAL

clearly document the outcome of the in-depth review and address any specific

concerns to the manufacturer or impose any specific conditions on it, and

ORI PR VAN B ST, HLIE 23 S BRAE A I & e e S PR et i 4 v
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ensure that the clinical evaluation as most recently updated, is appropriately
reflected in the instructions for use and, where applicable, the summary of safety

and performance.

411 FIAIE
Re-certification
QU N RE -5 FRIE S A% AIE P 2 e R ARy . R HEHERN B 8 B &
BIR S43 AR SCA VF  E A B S 7R e 96 iE 5 ) BRI 2 0 B TR kAT — IR
The notified body shall have documented procedures in place relating to the re-certification
reviews and the renewal of certificates. Re-certification of approved quality management

systems or EU technical documentation assessment certificates or EU type-examination
certificates shall occur at least every five years.

ON T WL L 2 1) A 5 B S IR S 50 AR S 1 o 5 A0 R S 7R e 96 i P R SO AR
TR e B EOR A K R R A A R 2 TE AR R BLERIE, B4
The notified body shall have documented procedures relating to renewals of EU technical
documentation assessment certificates and EU type-examination certificates and those
procedures shall require the manufacturer in question to submit a summary of changes and

scientific findings for the device, including:

(@)  RSRIALAES A (T B O, R R A S R

all changes to the originally approved device, including changes not yet notified,

(b) M ETE BRI 25

experience gained from post-market surveillance,

(c) MRS BRI 45,

experience from risk management,

(d)  MEEERFE AR — P — 22 4 S PR E S SR IR B SO BT 3R I ) 4
experience from updating the proof of compliance with the general safety and

performance requirements set out in Annex I,

(e)  IGPRVFO B LS, BARALATIE PRWT 7T 45 AN B I PRER B (PMCF) ,
experience from reviews of the clinical evaluation, including the results of any

clinical investigations and PMCF,

(D BR. FMEEAE . BHEEORE SRR,
changes to the requirements, to components of the device or to the scientific or

regulatory environment,

(2) CERMMEG A, 8 CS BEF RS2 e, YLK

changes to applied or new harmonised standards, CS or equivalent documents, and

(hy  BEJ7. REAIEOR IR AL, Bt
changes in medical, scientific and technical knowledge, such as:
- ERERE

new treatments,
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M= A2,

changes in test methods,

- MORPRIZEEARRET RS R I, LR A A T T R I

new scientific findings on materials and components, including findings on

their biocompatibility,

- SEALL S5 BRI TE IR AN 2256
experience from studies on comparable devices,
- Sk B VE T AN A
data from registers and registries,
oK B RS2 W R ATE 7T R 2256 o
experience from clinical investigations with comparable devices.
O BN AT PP 55 BOITRAE B SCH LR R, IR R IE & H b — AR B
HE LR 177 5 B R BT JS I R ER R (PMCF) ¥ 2 I AR AICHE , 0 38 ] il 3 v 1) e
PRVEAT ik 75 F0 3 BT .

The notified body shall have documented procedures to assess the information referred to in

the second paragraph and shall pay particular attention to clinical data from post-market
surveillance and PMCF activities undertaken since the previous certification or

re-certification, including appropriate updates to manufacturers' clinical evaluation reports.

XFFENIERIRE, A R HHUA R 2R -5 ST E o AR R 5 i AR
T, NERERTE. BHIEHEEFEAMEPE, FATHE EINER.

For the decision on re-certification, the notified body in question shall use the same methods
and principles as for the initial certification decision. If necessary, separate forms shall be
established for re-certification taking into account the steps taken for certification such as

application and application review.
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I1.1.

1.2.

1.3.

2.1.

2.2.

2.3.

fts% VIII
ANNEX VIII
GrRFM
CLASSIFICATION RULES

BIE
CHAPTER

I RAN B B
DEFINITIONS SPECIFIC TO CLASSIFICATION RULES

5 FIAFR

DURATION OF USE

“CRE (BErf) 7 Rl T IESAE A>T 60 2B HE L

‘Transient” means normally intended for continuous use for less than 60 minutes.

CRY CERTED 7 fRIEH H TS HAE 60 238 E] 30 Rl

‘Short term’ means normally intended for continuous use for between 60 minutes and 30
days.

R CRIFIED 7 SR TS 30 RELLE.

‘Long term’ means normally intended for continuous use for more than 30 days.

RN AN IRER R
INVASIVE AND ACTIVE DEVICES

CNRFLIE " S Fe AR ESATE I, DL IR BRGS0 2R 10T, 8B AT AT 2k AE A& TFAL,
i
‘Body orifice” means any natural opening in the body, as well as the external surface of

the eyeball, or any permanent artificial opening, such as a stoma.

“CHNEHZ AN 2R

“Surgically invasive device’ means:

(a)  RAEN SRR T 7 B S A, BLAE SR T AR I 8 B AL 1 R 5 2 3
an invasive device which penetrates inside the body through the surface of the body,

including through mucous membranes of body orifices with the aid or in the

context of a surgical operation; and

(b)  —FhA L B AR SL S I A

a device which produces penetration other than through a body orifice.
“CAlE AR e ). B R, IR\ HE Hh. SREEEUTAH
THMRHME B a ok, AN EREBULATA IR T Ak, 3 i U AT & S A B
JEFRAE R, ASEEE . TR KR

‘Reusable surgical instrument” means an instrument intended for surgical use in cutting,
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24.

2.5.

2.6.

2.7.

2.8.

3.1

[u—

drilling, sawing, scratching, scraping, clamping, retracting, clipping or similar procedures,
without a connection to an active device and which is intended by the manufacturer to be
reused after appropriate procedures such as cleaning, disinfection and sterilisation have

been carried out.

“HURIRIT A RIBEATA R, To18 2 Bl FH B S AR S & i A, BA
SCREL . B UK E) A DR E AR, DU L 450 B R AT BING T B
fift o
“ Active therapeutic device’ means any active device used, whether alone or in

combination with other devices, to support, modify, replace or restore biological functions

or structures with a view to treatment or alleviation of an illness, injury or disability.

“H T2 WO I AR R SRR A AR, o8 e SO B Al S A
S, BT oukil. 2. W EGET AR AEROIRGL . B B R T 1R
HER.

‘Active device intended for diagnosis and monitoring’ means any active device used,
whether alone or in combination with other devices, to supply information for detecting,
diagnosing, monitoring or treating physiological conditions, states of health, illnesses or
congenital deformities.

CHIXIEIR RG” RARLL NI Bihik. FHESK. ESKS . Sk 2 r )
ik EEREDMK . BUAhAK. BAMEhAK. BASIEK. BEhik. SEF LERk. e
Jik LRk, K .

‘Central circulatory system’ means the following blood vessels: arteriae pulmonales, aorta
ascendens, arcus aortae, aorta descendens to the bifurcatio aortae, arteriae coronariae,
arteria carotis communis, arteria carotis externa, arteria carotis interna, arteriae cerebrales,
truncus brachiocephalicus, venae cordis, venae pulmonales, vena cava superior and vena

cava inferior.

CHIXPR RS TR IR B

‘Central nervous system’ means the brain, meninges and spinal cord.

AT IR B SR BORE B 7  F B Ik BIORS HEE PR RS — X3 H B A B AE R BB 1 i R AR AR
.

‘Injured skin or mucous membrane’ means an area of skin or a mucous membrane

presenting a pathological change or change following disease or a wound.

EUE
CHAPTER II
SEHERL
IMPLEMENTING RULES
S5 HI 7 FE V452 DR A TP
Application of the classification rules shall be governed by the intended purpose of the

devices.
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3.2.

3.3.

34.

3.5

3.6.

3.7.

AR A A S A B A S AT, 0 SRR R0 Sl F 1 %% A . BT S AT
an RIBR A, N2 B

If the device in question is intended to be used in combination with another device, the
classification rules shall apply separately to each of the devices. Accessories for a medical
device shall be classified in their own right separately from the device with which they

are used.

OX ) — Z AR e B B, N Tz B [F 2.
Software, which drives a device or influences the use of a device, shall fall within the

same class as the device.

AL AR AR S, B B B B AT K.

If the software is independent of any other device, it shall be classified in its own right.

A1 1% st BB AN TIUT B P AN P00 3 A T B AR R g B AL, )8 N 1 ook
RS E g R B 2.

If the device is not intended to be used solely or principally in a specific part of the body,
it shall be considered and classified on the basis of the most critical specified use.

FRAE 2500 P FOUIT P e, 0k ] — s bl FH o = 0 ) s =[] — S 0 A 3 FH 5 R T
J¥2 2R FH 5 i 55 2% A0 DU R 7 R )

If several rules, or if, within the same rule, several sub-rules, apply to the same device
based on the device's intended purpose, the strictest rule and sub-rule resulting in the
higher classification shall apply.

WA SR 1 T pTIR KRR SR R), SRR R4

In calculating the duration referred to in Section 1, continuous use shall mean:

(a)  EHIE S PRA EEAN RRSLI 8], 10 AN RS A e R o 0 3 I v W s Y BT
BTH BB S5 H AT I R ER o A o Wy RS B e B R IR A, ROAR R A
SO TR 72 A5 F o b mR% o e 1 2 I A 22 e ) R 48 N [) 3 < ; A
the entire duration of use of the same device without regard to temporary
interruption of use during a procedure or temporary removal for purposes such as
cleaning or disinfection of the device. Whether the interruption of use or the
removal is temporary shall be established in relation to the duration of the use prior
to and after the period when the use is interrupted or the device removed; and

(b)  ERBCEPULH,  RIE  FOU A A A P R e g [ 2 o 4
the accumulated use of a device that is intended by the manufacturer to be replaced
immediately with another of the same type.

A B R AL O BRI 2 W, B2 IR ok E RS BN, AT
BN A RVFEEEZW .

A device is considered to allow direct diagnosis when it provides the diagnosis of the
disease or condition in question by itself or when it provides decisive information for

the diagnosis.
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4.1.

4.2.

4.3.

gz
CHAPTER III
432 M
CLASSIFICATION RULES
RSB
NON-INVASIVE DEVICES
1
Rule 1

i JERANREIAI N 125, BRIETF AN —iEH .
All non-invasive devices are classified as class I, unless one of the rules set out hereinafter

applies.

L) 2
Rule 2

B F Tk s A7 R AR A ER A 2, AR SR DA B A 4 24 Bk \ A4
WHIAFR AR B JE lla 2K
All non-invasive devices intended for channelling or storing blood, body liquids, cells or
tissues, liquids or gases for the purpose of eventual infusion, administration or introduction
into the body are classified as class Ila:

- SR AT DUERES] lla 25, b 288k 11 2 PR 2hk; ok

if they may be connected to a class Ila, class IIb or class III active device; or

- ISR TR L kA LR ARV, B A & E I B A
. HL, MARERSN AR HA 0y b 3.
if they are intended for use for channelling or storing blood or other body liquids or
for storing organs, parts of organs or body cells and tissues, except for blood bags;
blood bags are classified as class IIb.

FEPTA HAMTETE T, Bh3sEs I iy 1 3.

In all other cases, such devices are classified as class I.

R 3

Rule 3
T B3 NARH S 4 o I FCA A A= W s 25 R 20 B 1 A% L ) LA VAR B
I s P9 i ) BT A AR N SR BR AR T 255 TIb 28, R AR 28 03T 13 F 10 b 3 D7 v A 5 ik
JE. BOBRE. BRI, ERXAELLT, eI a K.
All non-invasive devices intended for modifying the biological or chemical composition of
human tissues or cells, blood, other body liquids or other liquids intended for implantation or
administration into the body are classified as class IIb, unless the treatment for which the
device is used consists of filtration, centrifugation or exchanges of gas, heat, in which case

they are classified as class Ila.
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ZHL o B B 2 R ) AU P I A b LR i A AR R AR P 4 2 i e
NRRERARE T TR 41 B A 21 5 4 I BT AR R A A A0 1T 3%

All non-invasive devices consisting of a substance or a mixture of substances intended to be
used in vitro in direct contact with human cells, tissues or organs taken from the human body
or used in vitro with human embryos before their implantation or administration into the

body are classified as class III.

4.4. HN 4

Rule 4

2 fioh 380 52 07 B2 IR SORS A B A7 AR AR N SRS A% LA 2K

All non-invasive devices which come into contact with injured skin or mucous membrane

are classified as:

- RSB R, T 48 sl HZE 12K,
class I if they are intended to be used as a mechanical barrier, for compression or
for absorption of exudates;

- n SR 2 B T R I B R R ) B I AR A LA 11 S A AN e g A R
HE, MEZEN 1Ib 385
class IIb if they are intended to be used principally for injuries to skin which have
breached the dermis or mucous membrane and can only heal by secondary intent;

- R EATEE R 1 B2 0 BB R O A B, A0 a 28, PR
class Ila if they are principally intended to manage the micro-environment of
injured skin or mucous membrane; and

- PR iy HAd 1 00 T 1) la 2K
class Ila in all other cases.

AT TR 3 FH 1 ik 52475 R BB R 4R N S

This rule applies also to the invasive devices that come into contact with injured mucous

membrane.

5. RAKXSEM
INVASIVE DEVICES
51. HW S5
Rule 5

FROMFHRA WS, AT S HESEMIERSH T 5 1 RAESMERN A S5
A RIVRNKASW, B IN:

All invasive devices with respect to body orifices, other than surgically invasive devices,
which are not intended for connection to an active device or which are intended for

connection to a class I active device are classified as:

- A HEE AN, WEZEN 12K,

class I if they are intended for transient use;



5.5.2017 | EN WK B 7 AR L117/323

5.2

- HHOGREIAE, MASEON Ta 28, BRARRAE DS B 2WHET . /£ HE 5 2 5
BRI, ERXMELT, BB T8 1 M
class Ila if they are intended for short-term use, except if they are used in the oral
cavity as far as the pharynx, in an ear canal up to the ear drum or in the nasal cavity,

in which case they are classified as class I; and

- HHOGKIPAEM, MAZEON 1Ib 28, BRARRAE DR E WAL, £ HE 5 2 s
RN, BN Sl R R I, FERTEERY, NVJE T M 2K,
class IIb if they are intended for long-term use, except if they are used in the oral
cavity as far as the pharynx, in an ear canal up to the ear drum or in the nasal cavity
and are not liable to be absorbed by the mucous membrane, in which case they are
classified as class Ila.

BRAMEMR N ZRB M LASN, BT A T0E4E Ta 28, TIb 288K 11 286 PR 38 HL-5 R FLAH ¢
HHR A A Y 20y Ta 2K,

All invasive devices with respect to body orifices, other than surgically invasive devices,
intended for connection to a class Ila, class IIb or class III active device, are classified as
class Ila.

N 6
Rule 6

PR (B A6 BAMRHMR AN S VA28 0 TTa 28, BRARH:
All surgically invasive devices intended for transient use are classified as class Ila unless

they:

- B B AR A B A O I B AR B R GE X AL ER Ay, TR 2.
o I B U IO I B P AR A R SR ER I, FERXAMENLT, BT Ay 12k
are intended specifically to control, diagnose, monitor or correct a defect of the
heart or of the central circulatory system through direct contact with those parts of
the body, in which case they are classified as class I1I;

- FE S AR, AR OLR, . BIHSRON 1K

are reusable surgical instruments, in which case they are classified as class I

- BT T B Al O I B P X DG A RSB P AR R GE, EXMIFLLT, MIH
N 1T 2
are intended specifically for use in direct contact with the heart or central
circulatory system or the central nervous system, in which case they are classified
as class III;

- M T e T e iRt &, EIX RGN T, RIHZE8 TIb 2K;
are intended to supply energy in the form of ionising radiation in which case they
are classified as class IIb;

- FAT A2 2808 B RE S 1 e RS BR R 23 AL, E U AR T R, N JASE0N TTb

%

have a biological effect or are wholly or mainly absorbed in which case they are
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5.3

54.

classified as class IIb; or

- M ik R G en 2, W R R 25 2577 2 LR 3 v 8 JXURSE, R I Al 17
OLT, NIHZEJY IIb 2.
are intended to administer medicinal products by means of a delivery system, if
such administration of a medicinal product is done in a manner that is potentially
hazardous taking account of the mode of application, in which case they are
classified as class IIb.

W 7
Rule 7

FITAT 3 A B AP RHR AN S RSO0 T Ta 28, BRAESL:

All surgically invasive devices intended for short-term use are classified as class Ila unless

they:

- B B A B A O I B AR B IA R GE X AL ER Ay, TR 2.
I B 2H IO I B P AR A R SR ER I, FERXAMEOLT, NIHZEOY 2K,
are intended specifically to control, diagnose, monitor or correct a defect of the
heart or of the central circulatory system through direct contact with those parts of
the body, in which case they are classified as class I1I;

- BT T B Al O I B P X IE A RSB h AR R G, EXMIFLLT, MIH
EVSRIIESE
are intended specifically for use in direct contact with the heart or central
circulatory system or the central nervous system, in which case they are classified
as class III;

- M T e T G iRt &, EIXAEAL T, SR8 TIb 2K;
are intended to supply energy in the form of ionizing radiation in which case they
are classified as class IIb;

- FAT LW R000 e 5 45 58 A A OB 0 i, AE XA O T, BEJASE O T
xK;
have a biological effect or are wholly or mainly absorbed in which case they are
classified as class III;

- TEAR N T 22 it 22284, (B A TS CE AR 28 O B RRAh, FERXFMENL T, MIH
FN b 2K B
are intended to undergo chemical change in the body in which case they are
classified as class IIb, except if the devices are placed in the teeth; or

- MT2250, ERAHLLN, NMIFZEOY Ib K.
are intended to administer medicines, in which case they are classified as class IIb.

R 8

Rule 8

FITAT RN SR IS BHRZ N SRS 2808 TIb 28, BRAEIL:
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6.1.

All implantable devices and long-term surgically invasive devices are classified as class

IIb unless they:

- JEAF N B, ERXFEON, BTSN Ma 2;

are intended to be placed in the teeth, in which case they are classified as class Ila;

- T B O I B P AT RGBT AR R G, ERXMIFOLT, MIHZEA
11 2%
are intended to be used in direct contact with the heart, the central circulatory
system or the central nervous system, in which case they are classified as class I11;

- HAT W) 22 2000 B RE 0 4 58 A R R 0 B i, AERX MG AL T, IRy
11 25
have a biological effect or are wholly or mainly absorbed, in which case they are
classified as class III;

- M TAEAA N TN Z P22l B IBCE AL 7 6 LRRAN, EXMIFOT,
IMEEVSRIESE
are intended to undergo chemical change in the body in which case they are
classified as class 111, except if the devices are placed in the teeth;

- M T2 250, ERXAMELLT, MIFZROY I 2K,
are intended to administer medicinal products, in which case they are classified as
class III;

- A VRN SR AR R A, ERXAEAL T, MUK I 3K,
are active implantable devices or their accessories, in which cases they are
classified as class III;

- NI AV SSN LA, AERXMEOLT . RIAE I 2K,
are breast implants or surgical meshes, in which cases they are classified as class
111,

- NSRRI R E M, AERXAEOLR, BIHSR 02K, ERBEAFERSL,
BRET . BT BORMCR

are total or partial joint replacements, in which case they are classified as class III,
with the exception of ancillary components such as screws, wedges, plates and

instruments; or

- N L35 AT S A O M T 5 R AN ) O RN BRI AEIXR IS DL, B2 JH2E
1%, (HAFBIMIFERSL, QiRET. B, AR

are spinal disc replacement implants or are implantable devices that come into
contact with the spinal column, in which case they are classified as class III with
the exception of components such as screws, wedges, plates and instruments.

IR
ACTIVE DEVICES

9
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6.2.

Rule 9

NS B B 00 Fr A5 A IR T S VA8 Ta 28, BRAREAT R/ A ARE N/
W RE B B N AR S e e B 10 [F] I AT RE G e T, JF % 18 B RE 5 N ] ) L AR AL,
LB AR BN JH 2 TIb 2K

All active therapeutic devices intended to administer or exchange energy are classified as
class Ila unless their characteristics are such that they may administer energy to or
exchange energy with the human body in a potentially hazardous way, taking account of
the nature, the density and site of application of the energy, in which case they are
classified as class IIb.

FrE TR BRI A JEE YT 1Ib SEae bl 58 B0 1 B i e 2R A5 ik BE 1A U
AR 1Ib 2K

All active devices intended to control or monitor the performance of active therapeutic
class IIb devices, or intended directly to influence the performance of such devices are
classified as class IIb.

P RG T H RO B R S A R A A VA 2 b 288, 3 L 47 47 | 0 ke
T B R R i H A RE A A

All active devices intended to emit ionizing radiation for therapeutic purposes, including
devices which control or monitor such devices, or which directly influence their

performance, are classified as class IIb.

FITAE T2 S B R e A AR N 2 R A U PR UE 2K T 2K
All active devices that are intended for controlling, monitoring or directly influencing the

performance of active implantable devices are classified as class I11.

M 10
Rule 10

P32 W A0 00 P A7 2 B8 U1K T 2K

Active devices intended for diagnosis and monitoring are classified as class Ila:

- A H TSR O A g NARIR ) e B, (HL Tt ) D e i B8 R S AR I 2R
BRoh, fEMREIET, BIHRT3;

if they are intended to supply energy which will be absorbed by the human body,
except for devices intended to illuminate the patient's body, in the visible spectrum,
in which case they are classified as class I;

- A T A SO P 25 W K AR A 23 A T MR

if they are intended to image in vivo distribution of radiopharmaceuticals; or

- A T EEAS Wl s A R, BRARR T T R A S
HAX e 2 R0 A 1 o T - R T W X S R, B AE R T i 5 S S R Y
PRIGOL T O IEDIRE . MR i R RGUE S B W 9224k, fEMISIE T, M
[EEB I
if they are intended to allow direct diagnosis or monitoring of vital physiological
processes, unless they are specifically intended for monitoring of vital
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6.3.

6.4.

physiological parameters and the nature of variations of those parameters is such
that it could result in immediate danger to the patient, for instance variations in
cardiac performance, respiration, activity of the central nervous system, or they are
intended for diagnosis in clinical situations where the patient is in immediate

danger, in which cases they are classified as class IIb.

FH 8 T80 R T B S A T P 12 W BB VE T A R RS I AR N TR S DL
22 ] B 0 L RS S B B EL R M L BE A AR, 2R TIb 2K

Active devices intended to emit ionizing radiation and intended for diagnostic or
therapeutic radiology, including interventional radiology devices and devices which
control or monitor such devices, or which directly influence their performance, are

classified as class IIb.

11
Rule 11

AT 3B R TAF 2 W saa I 7 g B BRI EAFIR2E 0y Ha 38, BRAFR R4 S8
RS- AF

Software intended to provide information which is used to take decisions with diagnosis
or therapeutic purposes is classified as class Ila, except if such decisions have an impact

that may cause:

- FETZERN G A BOR LA AT AL, fEREEIE T, RIVA2E 1T 25,
death or an irreversible deterioration of a person's state of health, in which case it is
in class III; or

- N G A BRI ™ BB AL B TR T 1L, AEUE IR T, BJHZE 1Ib 2K,
a serious deterioration of a person's state of health or a surgical intervention, in

which case it is classified as class IIb.

T M AR B R A A AR T 2K, BRARE LTI T E A P24, HiX s
SRR BT T S EUE A T R R 2 SER, AR, NMIASE b K.

Software intended to monitor physiological processes is classified as class Ila, except if it
is intended for monitoring of vital physiological parameters, where the nature of variations
of those parameters is such that it could result in immediate danger to the patient, in which
case it is classified as class IIb.

FITAT HABER AR VA3 136

All other software is classified as class 1.

FE 12
Rule 12

FTA 0] S AR 45 25 B 22 BR 254 . AR S AR ) T AT VR 2 0 U 36 Ta 28, BRAEE & 3
FTis B O 5 i S ) B AR B AL DL R SRS, IR AR T I fE s, 72 L1
TR, RIHE b K.

All active devices intended to administer and/or remove medicinal products, body liquids
or other substances to or from the body are classified as class Ila, unless this is done in a
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6.5.

7.1.

7.2.

7.3.

manner that is potentially hazardous, taking account of the nature of the substances
involved, of the part of the body concerned and of the mode of application in which case
they are classified as class IIb.

W 13
Rule 13

FITAT HAAT P AR I A2 12K

All other active devices are classified as class I.

REFRALI
SPECIAL RULES

FL 14
Rule 14

JIT A 45 B R AR D HL A RSB A i 6 5 0 20 PR A SO ) S, T 3 R ) R R A B
2001/83/EC SIRAH 1 450 2 W FTRE, FEHMMEAIR, Al — BB 247 b,
BIRZIRLH 1 265 10 mUUTE XHIATA B NI s i R A B2 257 dh - HLAHZ A8
BAGBEN, SRy A0 11 2K,

All devices incorporating, as an integral part, a substance which, if used separately, can be
considered to be a medicinal product, as defined in point 2 of Article 1 of Directive
2001/83/EC, including a medicinal product derived from human blood or human plasma,
as defined in point 10 of Article 1 of that Directive, and that has an action ancillary to that
of the devices, are classified as class III.

W 15
Rule 15

JIT A T 3t 22w TESTS A 9 A i B A VA 380 b 28, BRARHOHE A BRI R AN 50 8s
W, FESCTEIE T, MOy 10 2.

All devices used for contraception or prevention of the transmission of sexually
transmitted diseases are classified as class IIb, unless they are implantable or long term

invasive devices, in which case they are classified as class II1.

N 16
Rule 16

A ETTHTRIPIRGER . Ht. Eot. BUKE (dEH) masmid a3y 1
b 5.

All devices intended specifically to be used for disinfecting, cleaning, rinsing or, where
appropriate, hydrating contact lenses are classified as class IIb.

T 1 B2 45 B BE BCK A (8 S ADO T Ta 38, BRAEHAF N T, 2%
M TR A WOE 25 1 S R EIE Vel B ds, (EMLIEIE T, NMIHZRON b 2.
All devices intended specifically to be used for disinfecting or sterilising medical devices
are classified as class Ila, unless they are disinfecting solutions or washer-disinfectors
intended specifically to be used for disinfecting invasive devices, as the end point of
processing, in which case they are classified as class IIb.
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74.

7.5.

7.6.

7.7.

7.8.

AT FEANTE F - 0GE S P B 7 VI8 e bR R P IR B8 LA AR 25 9
This rule does not apply to devices that are intended to clean devices other than contact
lenses by means of physical action only.

W 17
Rule 17

BT g5 X9 Zedm o 28 i 2 W R i 2 i35 V32809 Tha 25
Devices specifically intended for recording of diagnostic images generated by X-ray

radiation are classified as class Ila.

M 18
Rule 18

FITAT A P A 3 Ak 2 D A A 8 N A B A 05 2 28 s A i s b T A P ) S
RAIVASEON T, BRARSESRAS A T B Ak o5t Bk -

All devices manufactured utilising tissues or cells of human or animal origin, or their
derivatives, which are nonviable or rendered non-viable, are classified as class III, unless
such devices are manufactured utilising tissues or cells of animal origin, or their
derivatives, which are non-viable or rendered non-viable and are devices intended to come
into contact with intact skin only.

0 19
Rule 19

FITAT 9K B 5 G KRR AN VA S0 «

All devices incorporating or consisting of nanomaterial are classified as:

- A R I B P SR TR AR AR A R R, RSO TIT 3K

class III if they present a high or medium potential for internal exposure;

- A R IR IR N RER, AR08 TIb 2§

class IIb if they present a low potential for internal exposure; and

- A L R IR BISFEE (AR AR A g R, JUJAS0N THa 2K

class Ila if they present a negligible potential for internal exposure.

M 20
Rule 20

BRANBHMR AN AN, A POYE i 5 SO i, BS SR fL AR SRR A K
aeti, JET Ta 28, BRARFAR 7 200k Bt e B2 24 7 i A R Al 22 e ik By B 3%
SO DA SR L T 697 & e A ar RO TR I, FEREIETE TS, N T b 2K
All invasive devices with respect to body orifices, other than surgically invasive devices,
which are intended to administer medicinal products by inhalation are classified as class
IIa, unless their mode of action has an essential impact on the efficacy and safety of the
administered medicinal product or they are intended to treat lifethreatening conditions, in
which case they are classified as class IIb.

W 21
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7.9.

Rule 21

H A ) o BT 5 W A RSO e B A L 1 e ) N N AR st 38 Bk B AT el AR
e B3 SRS T AE A4 L S RN 2K -

Devices that are composed of substances or of combinations of substances that are
intended to be introduced into the human body via a body orifice or applied to the skin
and that are absorbed by or locally dispersed in the human body are classified as:

- A A i AR R G s RS DL B U A, U280 T 36
class III if they, or their products of metabolism, are systemically absorbed by the
human body in order to achieve the intended purpose;

- A F T B BT Y A TE S E U o w2 A e AR &R S s, A
EVSRIIESE
class III if they achieve their intended purpose in the stomach or lower
gastrointestinal tract and they, or their products of metabolism, are systemically
absorbed by the human body;

- A FL it P T R R B R T £ R S A 1 O T IR S AR P S I
T, BIVH2Ey Ta 2K,
class Ila if they are applied to the skin or if they are applied in the nasal or oral
cavity as far as the pharynx, and achieve their intended purpose on those cavities;

and

- FESAR AR T, BIHZEN 1Ib 2.

class IIb in all other cases.

FL) 22
Rule 22

BAGEBE IS D RERAIIRIT S, W0 AI3E RS E sh kS EREAS , 1R K
FEE B OE 1 iZas ot B3 B B, BIASON T 3K

Active therapeutic devices with an integrated or incorporated diagnostic function which
significantly determines the patient management by the device, such as closed loop
systems or automated external defibrillators, are classified as class II1.
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Bt IX
ANNEX IX

T R EE B RS SA P HE KR & P&
CONFORMITY ASSESSMENT BASED ON A QUALITY MANAGEMENT
SYSTEM AND ON ASSESSMENT OF TECHNICAL DOCUMENTATION

BIlE.
CHAPTER1

REEHEER
QUALITY MANAGEMENT SYSTEM

1. W 1009) 5% Tid, HGE R S S IR S R AR R, IR ORRRILAE AR Gk
FRREA P i o ST N A R . A e B R BT BRAR R B AT, InEE 2 WRLE,
FFARYEEE 2.3 A1 2.4 FHIRUEBEAT S A%, DLRARIESS 3 9 O RE AT I
The manufacturer shall establish, document and implement a quality management system
as described in Article 10(9) and maintain its effectiveness throughout the life cycle of the
devices concerned. The manufacturer shall ensure the application of the quality
management system as specified in Section 2 and shall be subject to audit, as laid down in
Sections 2.3 and 2.4, and to surveillance as specified in Section 3.

2. HEEEERFEH

Quality management system assessment

2.1, i3 P N & HLA AR R, VA B SRR A R . BB .
The manufacturer shall lodge an application for assessment of its quality management

system with a notified body. The application shall include:

- 1) 385 T b 1 44 BRRTEE M 2 s b ik DA R Jo B B AR R 8 i A ) LAt A 7
Yl A 036 R R B SR, [R5 B AR B R ik 44 DL S I
Va1 = |4 RSN E L2
the name of the manufacturer and address of its registered place of business and
any additional manufacturing site covered by the quality management system, and,
if the manufacturer's application is lodged by its authorised representative, the
name of the authorised representative and the address of the authorised
representative's registered place of business,

- Jo R PR AR i ) A A AL T A OGS R
all relevant information on the device or group of devices covered by the quality

management system,

- A, R BAT A AR T U, B SO O A R EAR R P
AZHE, By R SO O I R R B A R DR S

a written declaration that no application has been lodged with any other notified
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body for the same devicerelated quality management system, or information about

any previous application for the same devicerelated quality management system,

A S 19 SRANBN SR IV B W AT & 14 75 B B 5 A, X AF & PR P R P
CeE ey ite)

a draft of an EU declaration of conformity in accordance with Article 19 and Annex
IV for the device model covered by the conformity assessment procedure,

3 o R B A R ST

the documentation on the manufacturer's quality management system,

A FH SRR PR S T U B 5 b 6035 JE AT U B R R AR ) LS5 AR
FITR LR, DA KRR G i) 38 7o 0 A5 FH 3 6 42 e 1) ORAIE

a documented description of the procedures in place to fulfil the obligations arising
from the quality management system and required under this Regulation and the
undertaking by the manufacturer in question to apply those procedures,

R SCAEFF UL B, DURA DR DR F ot 52048 PRAA R 0 IR I A0 A Rk, DA K i
R R A5 FH 3 S T P 1) ORAIE

a description of the procedures in place to ensure that the quality management
system remains adequate and effective, and the undertaking by the manufacturer to
apply those procedures,

)3 7 T AR R A BT R IR R ERERTHRI PMCF & HD SO B il 4
IR PP DAORAIE LA 5 55 87 2% 28 92 SR B MAIUE (1 XL 55,

the documentation on the manufacturer's post-market surveillance system and,
where applicable, on the PMCF plan, and the procedures put in place to ensure
compliance with the obligations resulting from the provisions on vigilance set out
in Articles 87 to 92,

— A OCFR P U B, LORHE BT ) LTl s A R R T S I AR R R
PMCF (A& H) , Fo@ iR LRIE LA 558 87 26 2 92 2 Bl e i XL
55 LA 3 7 0 AR SR e (R PR AEE

a description of the procedures in place to keep up to date the post-market
surveillance system, and, where applicable, the PMCF plan, and the procedures
ensuring compliance with the obligations resulting from the provisions on vigilance
set out in Articles 87 to 92, as well as the undertaking by the manufacturer to apply
those procedures,

e R DA TRl 1) SO A

documentation on the clinical evaluation plan, and

— SRR U], PLORSF I PR VA THRI A S8, JF5 R H BT 2K
a description of the procedures in place to keep up to date the clinical evaluation
plan, taking into account the state of the art.

2.2 JERE R A 0 St SR ORI T AR AR o 3 7 D L B EAR AR TR P
AER ZORMME, DLAARGAA Fe 1007 SO AE R T B BOR AR P2
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tr, BlinER Y. BETRIA RIS

Implementation of the quality management system shall ensure compliance with this

Regulation. All the elements, requirements and provisions adopted by the manufacturer for

its quality management system shall be documented in a systematic and orderly manner in

the form of a quality manual and written policies and procedures such as quality

programmes, quality plans and quality records.

sEAk, MR E

PRAR 2 B DF B 0BRSS I SO L RAE G 2 B, el

Moreover, the documentation to be submitted for the assessment of the quality

management system shall include an adequate description of, in particular:

(@)

(b)

(©

3 £ B s

the manufacturer's quality objectives;

_IJ:‘J_[ﬁE/JQH//\ ’ CI%%UZ%

the organisation of the business and in particular:

XPORBEREFE & BN G IR DAL 20 23R BoAT W AT 5570 B L 2401
1,

the organisational structures with the assignment of staff responsibilities in
relation to critical procedures, the responsibilities of the managerial staff and

their organisational authority,

M o R B AR A RO AT N5k, R HL SR B U A BT AN g
PR A RE ST, BRI AT & 2R AR

the methods of monitoring whether the operation of the quality management
system is efficient and in particular the ability of that system to achieve the
desired design and device quality, including control of devices which fail to

conform,

BB BT I A/ E e S I E AN, B SEFR AT AR 43 e
—JAAE, WE RS BAA R A RS AT I TE, R R e b5 T
s SR B FIRE L,

where the design, manufacture and/or final verification and testing of the
devices, or parts of any of those processes, is carried out by another party,
the methods of monitoring the efficient operation of the quality management
system and in particular the type and extent of control applied to the other
party, and

A I P TE A R [ A A E b, AR — I R A, (T
—Ar AU, I HEBUCER I AR A, RO MR

where the manufacturer does not have a registered place of business in a
Member State, the draft mandate for the designation of an authorised
representative and a letter of intention from the authorised representative to

accept the mandate;

AT . Wik, %%ﬁ%ﬁ%ﬁﬁﬁ%ﬁ?ﬁﬁﬁ,m&%i#u&ﬁ%ﬁ
Fe RIS B AR AR A SR, X SR e AR N R AR IR T DA T
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(d)
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the procedures and techniques for monitoring, verifying, validating and controlling
the design of the devices and the corresponding documentation as well as the data
and records arising from those procedures and techniques. Those procedures and
techniques shall specifically cover:

- B AR, BRI A RIEERE . B, 038, XTSRRI
A ST 755 MR VE o FE PP IR
the strategy for regulatory compliance, including processes for identification
of relevant legal requirements, qualification, classification, handling of
equivalence, choice of and compliance with conformity assessment

procedures,

- il 5 3 P B — B 22 Ak 5 PR RE R DA S DR IX S 1) il (K 5 56 25 RE R
e AR 38 P AIYE DA B W R A A B A 3 2 PR ok T 58 (i)

identification of applicable general safety and performance requirements and
solutions to fulfil those requirements, taking applicable CS and, where opted

for, harmonised standards or other adequate solutions into account,

- PR3 T35 3 71 B | XUz 5 2

risk management as referred to in Section 3 of Annex I,

- IR VENY, FRIEES 61 2% XTIV HE, 4% Bl G RE R IR E:,

the clinical evaluation, pursuant to Article 61 and Annex XIV, including
post-market clinical follow-up,

- XTI IS, R R EE R, HAR P SR 2 I PR T
PEOT, REER RSB SRE T 2R I FEOR,
solutions for fulfilling the applicable specific requirements regarding design
and construction, including appropriate pre-clinical evaluation, in particular

the requirements of Chapter Il of Annex I,

- X ANE R RS AL S, A A B AR ORI T &% R AT
SRR T8 I FEK,
solutions for fulfilling the applicable specific requirements regarding the
information to be supplied with the device, in particular the requirements of

Chapter III of Annex 1,
- il SRR, A, BRIAR. B e AR AR OGS
PEORFR A0

the device identification procedures drawn up and kept up to date from
drawings, specifications or other relevant documents at every stage of

manufacture, and

- ek BT AR R I AT

management of design or quality management system changes; and
AEPERRT SR UE A B ORISR, R L i3 B B 38 UE AN B R RAIE RO
R ) A R RN, AR K B S SRS A K
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2.3.

the verification and quality assurance techniques at the manufacturing stage and in
particular the processes and procedures which are to be used, particularly as regards
sterilisation and the relevant documents; and

(e) AT 13 Hh A ) 3 i A St 03 R ARy, A R A A
IR e A, L RE AT 20 1L 3 9 00 e A RS HE TR V00
the appropriate tests and trials which are to be carried out before, during and after
manufacture, the frequency with which they are to take place, and the test
equipment to be used; it shall be possible to trace back adequately the calibration of
that test equipment.

WEAL, i3 T L Fo VR 2 T ATLAL) 2 B AT R B s A = P iR B SCA
In addition, the manufacturer shall grant the notified body access to the technical

documentation referred to in Annexes II and III.

i %
Audit

NN N H R R BAR R, DL€ AR AT A2 2.2 2R TR YR . IR iiE T
] 5 R AR R A G IO g8 — AR AE BB ALY, U2 75 HLA B VP B 2 75 17 B iX 2t
Pt B HI RV o BR AR 78 70 AOAIEGE IE B AN 455 B A S Wb 8 o o4 E50088 P RV 9 5K

5 D0 2 i BTG ISR Tk A2 AH S Wb U e o4 36 P RV 1) ot A AR R AT 5 T e A ofE B
it FH RS P e i K

The notified body shall audit the quality management system to determine whether it
meets the requirements referred to in Section 2.2. Where the manufacturer uses a
harmonised standard or CS related to a quality management system, the notified body
shall assess conformity with those standards or CS. The notified body shall assume that a
quality management system which satisfies the relevant harmonised standards or CS
conforms to the requirements covered by those standards or CS, unless it duly
substantiates not doing so.

DT AURE B o R AL 047 2 /0 — 44 B RE I o -E58 4.3 2 4.5 S0 R BOR AT I
B I 25 0K A o FE XM 2256 AN 37 B I S BOE FH S L T A LA R %N
L AR A SCAHIE W O PR b o PP o AR N AL B R G 7 A S T kAT w1, R EE
o 1385 7 1 050 7 L/ 5 G 0 5 T AT W DABGIE A1 i A ek 2
The audit team of the notified body shall include at least one member with past experience
of assessments of the technology concerned in accordance with Sections 4.3. to 4.5. of
Annex VII. In circumstances where such experience is not immediately obvious or
applicable, the notified body shall provide a documented rationale for the composition of
that team. The assessment procedure shall include an audit on the manufacturer's premises
and, if appropriate, on the premises of the manufacturer's suppliers and/or subcontractors
to verify the manufacturing and other relevant processes.

BEAk, FE Ta A TIb SEEMRAI L0 T, B B AR VP 87 B AF BB AR 26 4 2% 4%
ATARER M K B Al _E 3k 5 ) 3 A AR SCAF IO VR oR o AR PR IEREA R, &
TR RARE S 105 265 8 B I7 4 b /AL MDCG fill 32 R i 7, JE R 5 8
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24.

3.1.

3.2

BORFGEBE . Bt BARIE . A AR B9 5 30, T g DA R 2 i A R gk
ITHAET S EPERE . (b thRE . VIR RE SR R BEA R O PR 45 2R . MR AT
HURE REAC 3 H A e A B

Moreover, in the case of class Ila and class IIb devices, the quality management system
assessment shall be accompanied by the assessment of technical documentation for
devices selected on a representative basis as specified in Section 4. In choosing
representative samples, the notified body shall take into account the published guidance
developed by the MDCG pursuant to Article 105 and in particular the novelty of the
technology, similarities in design, technology, manufacturing and sterilisation methods,
the intended purpose and the results of any previous relevant assessments such as with
regard to physical, chemical, biological or clinical properties, that have been carried out in
accordance with this Regulation. The notified body in question shall document its
rationale for the samples taken.

IR 5 BAR R AT S AE LA RBLE T LA N HE R IR o A R AE S
O 5 ARG L 368 260 1 R L ARUAUE P R TR E o i R A HE R S5 R A S B R
If the quality management system conforms to the relevant provisions of this Regulation,
the notified body shall issue an EU quality management system certificate. The notified
body shall notify the manufacturer of its decision to issue the certificate. The decision
shall contain the conclusions of the audit and a reasoned report.

AT I 1) 34 TR LA o B AR AR ) K AR B U R 9 ) s BT (1 A B A
JRE R EAR R AN T o 2 LR B PEE B SR AR B, R A 1 i ZEEAT b
e A%, FEERINARE G I B BAR R R BV G5 2.2 AR NR K EOR . A LA B
P H e RIS R, %R NS PR e, W&, B NS A B AR S 1
Xt o B A 2 B OITER i Y s Y L 10 T S o A A A R R o
BRRIE) #h7e e .

The manufacturer in question shall inform the notified body which approved the quality
management system of any plan for substantial changes to the quality management system,
or the device-range covered. The notified body shall assess the changes proposed,
determine the need for additional audits and verify whether after those changes the quality
management system still meets the requirements referred to in Section 2.2. It shall notify
the manufacturer of its decision which shall contain the conclusions of the assessment, and
where applicable, conclusions of additional audits. The approval of any substantial change
to the quality management system or the device-range covered shall take the form of a
supplement to the EU quality management system certificate.

WP

Surveillance assessment

R A i DR ) 32 7 7 20 JE AT oA i B o A AR BT E 1 L5

The aim of surveillance is to ensure that the manufacturer duly fulfils the obligations
arising from the approved quality management system.

3G g N AL T WU AT T L Z s %, BED %, JRRBUTEHE R,
Rl A
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3.3.

The manufacturer shall give authorisation to the notified body to carry out all the
necessary audits, including onsite audits, and supply it with all relevant information, in

particular:

- o B AR [ 34

the documentation on its quality management system,

- A L i i A T R TR AT AT R A A R AN S 18, AR SRR,
17 BT R ImPRER BATHRI PMCF &I, BLAES 87 228 92 S5 ik i O E
documentation on any findings and conclusions resulting from the application of
the post-market surveillance plan, including the PMCF plan, for a representative
sample of devices, and of the provisions on vigilance set out in Articles 87 to 92,

- Ji R AR F b 5 R SRR B B, AR B 5 4 S P X B
Bt R IR R R
the data stipulated in the part of the quality management system relating to design,
such as the results of analyses, calculations, tests and the solutions adopted
regarding the risk-management as referred to in Section 4 of Annex I, and

- L5 38 A O I o R EEAR R AR 0 B R K, Bl n, R B AR S A £
P RCHERE . AR B BT BE 5
the data stipulated in the part of the quality management system relating to
manufacture, such as quality control reports and test data, calibration data, and

records on the qualifications of the personnel concerned.

NENMINE R, AR 12 AT —U0a A s Ao, DU DR Sl i K
FHATEHE o7 57 B AR 3R b T 5 M o Rl o 2% o A R DY i L0, 358 o 1 3 7 22 1 P )
B A, AL, A I R AL R A/ R R E T . FERAT I
HAZIN, E B, AT U N AT BB SR B AT G, AR AR B A R R TR
RAE TAERY . IR 3% 7o 4 (A e o A A T o A AT IR, D 3 R ) s i B A2
IR

Notified bodies shall periodically, at least once every 12 months, carry out appropriate
audits and assessments to make sure that the manufacturer in question applies the approved
quality management system and the postmarket surveillance plan. Those audits and
assessments shall include audits on the premises of the manufacturer and, if appropriate, of
the manufacturer's suppliers and/or subcontractors. At the time of such on-site audits, the
notified body shall, where necessary, carry out or ask for tests in order to check that the
quality management system is working properly. It shall provide the manufacturer with a

surveillance audit report and, if a test has been carried out, with a test report.

3.4 > F UM R 2 /DR T AR G A DL BE W LEAT — R i %, IR IE 15 00 T X

M R A R AN/ B R R HEAT — IR A%, BT 55 3.3 SR TIR A E WML 1 AR
4if, BCEEME VP ZANIT . A E VMR HE R~ I W AR, EA
751170 1 3 7 4

The notified body shall randomly perform at least once every five years unannounced
audits on the site of the manufacturer and, where appropriate, of the manufacturer's

suppliers and/or subcontractors, which may be combined with the periodic surveillance
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assessment referred to in Section 3.3. or be performed in addition to that surveillance
assessment. The notified body shall establish a plan for such unannounced on-site audits
but shall not disclose it to the manufacturer.

FERX TR I S AZVE A, BRES 52 2558 (8)ak 58 kTR Y &S oh, 2 75 ALAL LX)
A R A BOEE AT T 22 B0 o G 6 3 R )RR 8 R AR SR R A 7 ) AR AT
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Within the context of such unannounced on-site audits, the notified body shall test an
adequate sample of the devices produced or an adequate sample from the manufacturing
process to verify that the manufactured device is in conformity with the technical
documentation, with the exception of the devices referred to in the second subparagraph of
Article 52(8). Prior to unannounced on-site audits, the notified body shall specify the

relevant sampling criteria and testing procedure.

B 7 B R AT 5 T BURBIMIIIRE, 2 T HUR 2 A S T 3 BORE SR B A 1 A2 7
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Instead of, or in addition to, sampling referred to in the second paragraph, the notified
body shall take samples of devices from the market to verify that the manufactured device
is in conformity with the technical documentation, with the exception of the devices
referred to in the second subparagraph of Article 52(8). Prior to the sampling, the notified
body in question shall specify the relevant sampling criteria and testing procedure.

NN R AR RGP R B o AR, A& A, b B A R R a6 1 45
R

The notified body shall provide the manufacturer in question with an on-site audit report
which shall include, if applicable, the result of the sample test.

3.5. IMa F IIb SEEHMR 0 I VE B SLELAE 28 4 95 T IR AR G SR ST I o . PR o
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In the case of class Ila and class IIb devices, the surveillance assessment shall also include
an assessment of the technical documentation as specified in Section 4 for the device or
devices concerned on the basis of further representative samples chosen in accordance with
the rationale documented by the notified body in accordance with the third paragraph of
Section 2.3.

AN UL ZEER0, D00 M o 7 I A 38 X T Ak e A 2 O B S A LA 1) SR A R/
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In the case of class III devices, the surveillance assessment shall also include a test of the
approved parts and/or materials that are essential for the integrity of the device, including,
where appropriate, a check that the quantities of produced or purchased parts and/or
materials correspond to the quantities of finished devices.

3.6. o> T AU LA DR B A% /N IR R 5% A 75 2L 4% 7 00 (A B R G LA AR T2 i o 226
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3.7.

4.1.

4.2.

4.3.

BEAT VRS . — M &, S RRAAKESM T NS5 R R — i i f i R A =
G

The notified body shall ensure that the composition of the assessment team is such that
there is sufficient experience with the evaluation of the devices, systems and processes
concerned, continuous objectivity and neutrality; this shall include a rotation of the
members of the assessment team at appropriate intervals. As a general rule, a lead auditor
shall neither lead nor attend audits for more than three consecutive years in respect of the

same manufacturer.

Ao HUR R BUAE ™ (0 25 BT 34 5 R SO BEAE A B BT RILE I RS 2 )
FAAEZE S, UL F B ECHUER A S AIE 15 Bn BARR )

If the notified body finds a divergence between the sample taken from the devices
produced or from the market and the specifications laid down in the technical
documentation or the approved design, it shall suspend or withdraw the relevant certificate

or impose restrictions on it.

BIE.
CHAPTER 11

BRI PEE
ASSESSMENT OF THE TECHNICAL DOCUMENTATION

ERATE 52 (4) FFETFERAHRE I 2588 MA b B ARSCH TR

Assessment of the technical documentation applicable to class III devices and to the
class IIb devices referred to in the second subparagraph of Article 52(4)

SRER 2 FITRIE I S5 LA, ) 3 T AR I8 ] 2 75 LA B3 BEAT R SR B AR ST T
B o XX LM EL T 3 R TR S R A BRI LB 2 T TR o A A R
JITIRR 5 PO 45 9 o

In addition to the obligations laid down in Section 2, the manufacturer shall lodge with the
notified body an application for assessment of the technical documentation relating to the
device which it plans to place on the market or put into service and which is covered by
the quality management system referred to in Section 2.

FHAR 5 BB AR DR B e it G A PERE . HL N A% B =% T1 AT TIT AR ik ) 5 R 3C
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The application shall describe the design, manufacture and performance of the device in
question. It shall include the technical documentation as referred to in Annexes II and I11.

DT UK B 248 B AT A SRR B HL i R N2 ) T 5 R R e 36 1) A N G PP A B¢
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The notified body shall assess the technical documentation using staff with proven
knowledge and experience regarding the technology concerned and its clinical application.
The notified body may require the application to be completed by having further tests
carried out or requesting further evidence to be provided to allow assessment of
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4.4.

4.5.

4.6.

4.7.

conformity with the relevant requirements of the Regulation. The notified body shall carry
out adequate physical or laboratory tests in relation to the device or request the

manufacturer to carry out such tests.

DN T ATUAE) 2K ] 3 7o E W PR VP O 41 757 o B 58 A i PR IE 8 S AR D% i PR VA 4 o BEAT o
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The notified body shall review the clinical evidence presented by the manufacturer in the
clinical evaluation report and the related clinical evaluation that was conducted. The
notified body shall employ device reviewers with sufficient clinical expertise and, if
necessary, use external clinical experts with direct and current experience relating to the
device in question or the clinical condition in which it is utilised, for the purposes of that

review.

DN T AURE P8 B 2 P i 5 P o 85 S5 [ 10 8 A1 i AR I 90 D e 0 88 B0 1 36 P
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The notified body shall, in circumstances in which the clinical evidence is based partly or
totally on data from devices which are claimed to be equivalent to the device under
assessment, assess the suitability of using such data, taking into account factors such as
new indications and innovation. The notified body shall clearly document its conclusions
on the claimed equivalence, and on the relevance and adequacy of the data for
demonstrating conformity. For any characteristic of the device claimed as innovative by
the manufacturer or for new indications, the notified body shall assess to what extent
specific claims are supported by specific pre-clinical and clinical data and risk analysis.

O3 T ATURE) I 56 A I P UE 48 AT PR VP A2 75 78 73 IR 36 UE 1) 3 7 T 4t D 4518 2 15 4+
H At SRR TR . IR R 35 A T KU1 € I T o R B RS, RS
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The notified body shall verify that the clinical evidence and the clinical evaluation are
adequate and shall verify the conclusions drawn by the manufacturer on the conformity
with the relevant general safety and performance requirements. That verification shall
include consideration of the adequacy of the benefit-risk determination, the risk
management, the instructions for use, the user training and the manufacturer's post-market
surveillance plan, and include a review of the need for, and the adequacy of, the PMCF
plan proposed, where applicable.

AR FLO 7 il I RAIE R I R PPN B2 XU S5 W B R 5 VR B, N S5 LA N8 JE 2 TS
LA e R E T A DME A S WU AR BT S AL T S IR R R R PMCF 24t 5
T PR I PR IE AT o T

Based on its assessment of the clinical evidence, the notified body shall consider the

clinical evaluation and the benefit-risk determination, and whether specific milestones
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4.8.

4.9.

4.10

5.1.

need to be defined to allow the notified body to review updates to the clinical evidence
that result from post-market surveillance and PMCF data.

2 LR RLAE I PR VP B 0F 8 i 75 b B S S PR AN 45 2R
The notified body shall clearly document the outcome of its assessment in the clinical

evaluation assessment report.

DR S 2 i AL I [ 1) 3 i B (At R SO PP o ety s B AR I PR VP O VF o i 75 o A bk
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The notified body shall provide the manufacturer with a report on the technical
documentation assessment, including a clinical evaluation assessment report. If the device
conforms to the relevant provisions of this Regulation, the notified body shall issue an EU
technical documentation assessment certificate. The certificate shall contain the
conclusions of the technical documentation assessment, the conditions of the certificate's
validity, the data needed for identification of the approved design, and, where appropriate,
a description of the intended purpose of the device.

i SRS R AR 22 RO A ik 2 4 5 1 e 1) AR BE B A 1 FH 2% A A AR AR B, X
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R M BU BRSO VP E S B A

Changes to the approved device shall require approval from the notified body which
issued the EU technical documentation assessment certificate where such changes could
affect the safety and performance of the device or the conditions prescribed for use of the
device. Where the manufacturer plans to introduce any of the abovementioned changes it
shall inform the notified body which issued the EU technical documentation assessment
certificate thereof. The notified body shall assess the planned changes and decide whether
the planned changes require a new conformity assessment in accordance with Article 52 or
whether they could be addressed by means of a supplement to the EU technical
documentation assessment certificate. In the latter case, the notified body shall assess the
changes, notify the manufacturer of its decision and, where the changes are approved,
provide it with a supplement to the EU technical documentation assessment certificate.

HRERF

Specific additional procedures

e sE 1L KA 1Ib KA A XSS PP 1T 72

Assessment procedure for certain class III and class IIb devices
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For class III implantable devices, and for class 1Ib active devices intended to
administer and/or remove a medicinal product as referred to in Section 6.4. of
Annex VIII (Rule 12), the notified body shall, having verified the quality of
clinical data supporting the clinical evaluation report of the manufacturer
referred to in Article 61(12), prepare a clinical evaluation assessment report
which sets out its conclusions concerning the clinical evidence provided by the
manufacturer, in particular concerning the benefit-risk determination, the
consistency of that evidence with the intended purpose, including the medical
indication or indications and the PMCF plan referred to in Article 10(3) and Part
B of Annex XIV.

DU RERs Folm PRV B PE e 75, BT 1128 6.1 (o) Al (d) mifTid
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The notified body shall transmit its clinical evaluation assessment report, along
with the manufacturer's clinical evaluation documentation, referred to in points
(c) and (d) of Section 6.1 of Annex II, to the Commission.

B B 2 61 2 I R IX B SR R IE 25 106 % ik (A %L 50N AL
The Commission shall immediately transmit those documents to the relevant

expert panel referred to in Article 106.
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The notified body may be requested to present its conclusions as referred to in
point (a) to the expert panel concerned.

BHUNEEET LT bR aE, AR 2 52 A B R 0 o

The expert panel shall decide, under the supervision of the Commission, on the
basis of all of the following criteria:

() AEWREH I R T A, R T Bt ife PR Bl i B s ol 1) 2 KB
M 5
the novelty of the device or of the related clinical procedure involved,
and the possible major clinical or health impact thereof;

(i) T AR R ATRE R A R R T S A I X R
M, R R 2 0 B A 2L B0 2 RS R0 A B R AN R AR A
a significantly adverse change in the benefit-risk profile of a specific
category or group of devices due to scientifically valid health concerns in
respect of components or source material or in respect of the impact on

health in the case of failure of the device;

(i) IR 87 %, SFE KRSk a AL L E A R AR 1 B
.

a significantly increased rate of serious incidents reported in accordance
with Article 87 in respect of a specific category or group of devices,
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whether to provide a scientific opinion on the clinical evaluation assessment
report of the notified body based on the clinical evidence provided by the
manufacturer, in particular concerning the benefit-risk determination, the
consistency of that evidence with the medical indication or indications and the
PMCEF plan. That scientific opinion shall be provided within a period of 60 days,
starting on the day of receipt of the documents from the Commission as referred
to in point (a). The reasons for the decision to provide a scientific opinion on the
basis of the criteria in points (i), (ii) and (iii) shall be included in the scientific
opinion. Where the information submitted is not sufficient for the expert panel
to reach a conclusion, this shall be stated in the scientific opinion.
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The expert panel may decide, under the supervision of the Commission, on the
basis of the criteria laid down in point (c) not to provide a scientific opinion, in
which case it shall inform the notified body as soon as possible and in any event
within 21 days of receipt of the documents as referred to in point (a) from the
Commission. The expert panel shall within that time limit provide the notified
body and the Commission with the reasons for its decision, whereupon the
notified body may proceed with the certification procedure of that device.

Lo /N NEAE ORI R 23 A 2 SCRYS g 21 R P, T8 o I B 2 7 8 b 5B
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The expert panel shall within 21 days of receipt of the documents from the
Commission notify the Commission, through Eudamed whether it intends to
provide a scientific opinion, pursuant to point (c), or whether it intends not to
provide a scientific opinion, pursuant to point (d).

WARAE 60 KR ANHRH R, 2 5 WL AT 4k S AH % 88 R A ERR /7
Where no opinion has been delivered within a period of 60 days, the notified
body may proceed with the certification procedure of the device in question.
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The notified body shall give due consideration to the views expressed in the
scientific opinion of the expert panel. Where the expert panel finds that the level
of clinical evidence is not sufficient or otherwise gives rise to serious concerns
about the benefit-risk determination, the consistency of that evidence with the
intended purpose, including the medical indication(s), and with the PMCF plan,
the notified body shall, if necessary, advise the manufacturer to restrict the
intended purpose of the device to certain groups of patients or certain medical
indications and/or to impose a limit on the duration of validity of the certificate,
to undertake specific PMCF studies, to adapt the instructions for use or the
summary of safety and performance, or to impose other restrictions in its
conformity assessment report, as appropriate. The notified body shall provide a
full justification where it has not followed the advice of the expert panel in its
conformity assessment report and the Commission shall without prejudice to
Article 109 make both the scientific opinion of the expert panel and the written
justification provided by the notified body publicly available via Eudamed.

B2 0 2 5 A R B K )m, RIAE 2020 4 5 7 26 H Al A& %
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The Commission, after consultation with the Member States and relevant
scientific experts shall provide guidance for expert panels for consistent
interpretation of the criteria in point (c) before 26 May 2020.

S5&Y— FER K SREKAERF

Procedure in the case of devices incorporating a medicinal substance
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Where a device incorporates, as an integral part, a substance which, if used
separately, may be considered to be a medicinal product within the meaning of
point 2 of Article 1 of Directive 2001/83/EC, including a medicinal product derived
from human blood or human plasma and that has an action ancillary to that of the
device, the quality, safety and usefulness of the substance shall be verified by
analogy with the methods specified in Annex I to Directive 2001/83/EC.

IURE W B g AR ST VR AR5 1T, 23 75 WAL A% S B A Dy s b — 6 73 A
P, BRI BUIME, TR ERAEEE 2001/83/EC SR E M E
B BRI 25 i 1 )R EMA SR BERORE R L, e ) AR 7 AR 5 A T Y
U RAUBUA W, BLAE AR RS A Y U AU a R . S A N I eI
KATEVE RN, s Al BRI 2R S22 58 726/2004 532 FL BT 53 B Y 19
B 257 s U2 5 LR L 2 W IR 24 s PR )5 EMA = 0L

Before issuing an EU technical documentation assessment certificate, the notified
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body shall, having verified the usefulness of the substance as part of the device and
taking account of the intended purpose of the device, seek a scientific opinion from
one of the competent authorities designated by the Member States in accordance
with Directive 2001/83/EC or from the EMA, either of which to be referred to in
this Section as  ‘the medicinal products authority consulted” depending on which
has been consulted under this point, on the quality and safety of the substance
including the benefit or risk of the incorporation of the substance into the device.
Where the device incorporates a human blood or plasma derivative or a substance
that, if used separately, may be considered to be a medicinal product falling
exclusively within the scope of the Annex to Regulation (EC) No 726/2004, the
notified body shall seek the opinion of the EMA.
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When issuing its opinion, the medicinal products authority consulted shall take into
account the manufacturing process and the data relating to the usefulness of
incorporation of the substance into the device as determined by the notified body.

Al 1 1) 2 o A B SR AR I T 6 SO ARY 210 RN ) A T LA B A R AL
The medicinal products authority consulted shall provide its opinion to the notified
body within 210 days of receipt of all the necessary documentation.
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The scientific opinion of the medicinal products authority consulted, and any
possible update of that opinion, shall be included in the documentation of the
notified body concerning the device. The notified body shall give due consideration
to the views expressed in the scientific opinion when making its decision. The
notified body shall not deliver the certificate if the scientific opinion is
unfavourable and shall convey its final decision to the medicinal products authority
consulted.
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Before any change is made with respect to an ancillary substance incorporated in a
device, in particular related to its manufacturing process, the manufacturer shall

inform the notified body of the changes. That notified body shall seek the opinion
of the medicinal products authority consulted, in order to confirm that the quality
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and safety of the ancillary substance remain unchanged. The medicinal products
authority consulted shall take into account the data relating to the usefulness of
incorporation of the substance into the device as determined by the notified body, in
order to ensure that the changes have no negative impact on the risk or benefit
previously established concerning the incorporation of the substance into the device.
The medicinal products authority consulted shall provide its opinion within 60 days
after receipt of all the necessary documentation regarding the changes. The notified
body shall not deliver the supplement to the EU technical documentation
assessment certificate if the scientific opinion provided by the medicinal products
authority consulted is unfavourable. The notified body shall convey its final
decision to the medicinal products authority consulted.
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Where the medicinal products authority consulted obtains information on the
ancillary substance, which could have an impact on the risk or benefit previously
established concerning the incorporation of the substance into the device, it shall
advise the notified body as to whether this information has an impact on the risk or
benefit previously established concerning the incorporation of the substance into
the device. The notified body shall take that advice into account in reconsidering its

assessment of the conformity assessment procedure.
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Procedure in the case of devices manufactured utilising, or incorporating, tissues or
cells of human or animal origin, or their derivatives, that are non-viable or rendered

non-viable

5.3.1 AU ki f f HATAEY)

Tissues or cells of human origin or their derivatives
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For devices manufactured utilising derivatives of tissues or cells of human origin
that are covered by this Regulation in accordance with point (g) of Article 1(6) and
for devices that incorporate, as an integral part, tissues or cells of human origin, or
their derivatives, covered by Directive 2004/23/EC, that have an action ancillary to
that of the device, the notified body shall, prior to issuing an EU technical
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documentation assessment certificate, seek a scientific opinion from one of the
competent authorities designated by the Member States in accordance with
Directive 2004/23/EC (‘human tissues and cells competent authority’) on the
aspects relating to the donation, procurement and testing of tissues or cells of
human origin or their derivatives. The notified body shall submit a summary of the
preliminary conformity assessment which provides, among other things,
information about the non-viability of the human tissues or cells in question, their
donation, procurement and testing and the risk or benefit of the incorporation of the

tissues or cells of human origin or their derivatives into the device.
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Within 120 days of receipt of all the necessary documentation, the human tissues
and cells competent authority shall provide to the notified body its opinion.
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The scientific opinion of the human tissues and cells competent authority, and any
possible update, shall be included in the documentation of the notified body
concerning the device. The notified body shall give due consideration to the views
expressed in the scientific opinion of the human tissues and cells competent
authority when making its decision. The notified body shall not deliver the
certificate if that scientific opinion is unfavourable. It shall convey its final decision
to the human tissues and cells competent authority concerned.

(d) £ il b 25 AR S R N SRUR A SR ml g S AT A O AR AR T i )

T8I . R BRI R R A AR ST, 3 A OB R~ WU AN AR . A
AU L) E N R E WA A, DU O N SR ZH 2 el 4 g sl
AR R AN A o A OGN IS SURI A0 i 3= B MU B 25 B8 Hl A 5 B
JIT i € 1) 5 NI S B i S AT A — R P 8 i 0 vl P 1k i, DA
PRAZ IR B X0f 25k 38 0 N S 4 2R B0 i B AT A 4 0 o WA/ AU Bl
T ST R o AR WA S U1 A B FR) i A G A7 BT RS i 60 R AL HH L
R R NN, WA SN AT EU SRS PR Al A 4
P, IR A 2 N A URN A0 A 5 B LA A% 08 R AR P
Before any change is made with respect to non-viable tissues or cells of human
origin or their derivatives incorporated in a device, in particular relating to their
donation, testing or procurement, the manufacturer shall inform the notified body of
the intended changes. The notified body shall consult the authority that was
involved in the initial consultation, in order to confirm that the quality and safety of
the tissues or cells of human origin or their derivatives incorporated in the device
are maintained. The human tissues and cells competent authority concerned shall
take into account the data relating to the usefulness of incorporation of the tissues
or cells of human origin or their derivatives into the device as determined by the



L117/348

| EN [k B 7 Ak 5.5.2017

notified body, in order to ensure that the changes have no negative impact on the
established benefit-risk ratio of the addition of the tissues or cells of human origin
or their derivatives in the device. It shall provide its opinion within 60 days of
receipt of all the necessary documentation regarding the intended changes. The
notified body shall not deliver a supplement to the EU technical documentation
assessment certificate if the scientific opinion is unfavourable and shall convey its

final decision to the human tissues and cells competent authority concerned.

532  ShIRH A i & AT A
Tissues or cells of animal origin or their derivatives
MR EE 722/2012 530 T H F U5 B sh P 4 230 335 1 B Ak 2 9 v v By 7= i A
SN LRIE R A, 2 T HUR NCR A IZIE LS AR DR EE 5K .

In the case of devices manufactured utilising animal tissue which is rendered non-viable

or utilising non-viable products derived from animal tissue, as referred to in Regulation
(EU) No 722/2012, the notified body shall apply the relevant requirements laid down in
that Regulation.

54. XTEESAHANRRIEERR B LR L KPR B R A A 2R

Procedure in the case of devices that are composed of substances or of combinations

of substances that are absorbed by or locally dispersed in the human body

(@)

(b)

s b 5 LI I B AR SL VN AR, BRSO Bk b A AR IR, B0 FR G
FENE LR s G, RARYEEE 2001/83/EC SRR 1 k48
R A A R JRERI 2k B, S AR R T
F 05 AR ELAE FH B AE AN RN AR G ZESR , B0 R A bk ) ot B A0 22 4 e 1
EH T AT, HARTAZERE K.

The quality and safety of devices that are composed of substances or of
combinations of substances that are intended to be introduced into the human body
via a body orifice or applied to the skin and that are absorbed by, or locally
dispersed in, the human body, shall be verified where applicable and only in respect
of the requirements not covered by this Regulation, in accordance with the relevant
requirements laid down in Annex I to Directive 2001/83/EC for the evaluation of
absorption, distribution, metabolism, excretion, local tolerance, toxicity, interaction
with other devices, medicinal products or other substances and potential for adverse

reactions.

I, il B A 7 ) AT e N AR AL LSBT TS I, 2 75 B I 2 el 4%
W55 2001/83/EC 5454 EMA FRE RN, HPRiEt s EENeE, £
ANEARTT RO B2 7 AR, HAZ MO AT 598 42 2001/83/EC
BEA T R AR SR R

In addition, for devices, or their products of metabolism, that are systemically
absorbed by the human body in order to achieve their intended purpose, the notified
body shall seek a scientific opinion from one of the competent authorities
designated by the Member States in accordance with Directive 2001/83/EC or from
the EMA, either of which to be referred to in this Section as ‘the medicinal

products authority consulted” depending on which has been consulted under this
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point, on the compliance of the device with the relevant requirements laid down in
Annex I to Directive 2001/83/EC.

(c)  BRyT b W B WU BAE W B BT A 0 ZOCRS 5 150 RNAR R I
The opinion of the medicinal products authority consulted shall be drawn up within
150 days of receipt of all the necessary documentation.

(d)  BRy7 ™ i ) 2 LA R A 2 T L B T e B LB 5 A A T B A R A
ISR o 2 T HLR S RS, B3 425 FE R A T W R A R, I N [ =
P77 i ) BB WU AR IR R A R
The scientific opinion of the medicinal products authority consulted, and any
possible update, shall be included in the documentation of the notified body
concerning the device. The notified body shall give due consideration to the views
expressed in the scientific opinion when making its decision and shall convey its

final decision to the medicinal products authority consulted.

A a5 0035 245 V) B D AL B 70 O D0 T O I0 I, A7 S, AT HOR 28
1 (8) Z5Frik B N LB I By 7= it

Batch verification in the case of devices incorporating, as an integral part, a medicinal
substance which, if used separately, would be considered to be a medicinal product derived
from human blood or human plasma as referred to in Article 1(8)

a5 E N MBI IRET 7™ dh A R, ARYEZE 1(8)2% 28 1 By, #¥WliE e mn, #l
IR L RN AL SRS, IR 1A LA A g B TR 5K S0 R A A
2001/83/EC 51545 114(2)75 Hi i b3 45 i€ S5 % Bt (1 66 PN I s il SR AT 24
M) BT IE B

Upon completing the manufacture of each batch of devices that incorporate, as an integral
part, a medicinal substance which, if used separately, would be considered to be a
medicinal product derived from human blood or human plasma as referred to in the first
subparagraph of Article 1(8), the manufacturer shall inform the notified body of the release
of the batch of devices and send it the official certificate concerning the release of the
batch of human blood or plasma derivative used in the device, issued by a Member State

laboratory or a laboratory designated for that purpose by a Member State in accordance
with Article 114(2) of Directive 2001/83/EC.

1=
CHAPTER III

ITECEEME
ADMINISTRATIVE PROVISIONS

i1l 32 e B AR A ER (A i) 3 7 £ 03 [ N R B0 B 3 BT ) BEAE B i — S IR
M zED 10 N ARG ZED 15 FR), LR EEN TR, RE LR S0
The manufacturer or, where the manufacturer does not have a registered place of business
in a Member State, its authorised representative shall, for a period ending no sooner than
10 years, and in the case of implantable devices no sooner than 15 years, after the last
device has been placed on the market, keep at the disposal of the competent authorities:
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- EU RF 65175 W 5

the EU declaration of conformity,

- % 2.1 W LB SO, JCHOREE 2.2 W B (o) mUTIREE R AR
ot Al %,
the documentation referred to in the fifth indent of Section 2.1 and in particular the
data and records arising from the procedures referred to in point (c) of the second
paragraph of Section 2.2,

- %24 WTRAE,

information on the changes referred to in Section 2.4,
- A2 WSO, WK

the documentation referred to in Section 4.2, and
- UMAR B SR BT IR 2 3 LA B DR SURT 4 75

the decisions and reports from the notified body as referred to in this Annex.

8. BN A E LR, A 3 i AR RS B BT 2 R AR AE BT BCE — ) s )

B 2 39T i A Bl b FV 5535 3, WSS 7 55 i ST B3 ik 391 18] |y 32 LA IR A
Each Member State shall require that the documentation referred to in Section 7 is kept at
the disposal of competent authorities for the period indicated in that Section in case a

manufacturer, or its authorised representative, established within its territory goes bankrupt
or ceases its business activity prior to the end of that period.
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Mt X
ANNEX X

TR0 B & PP
CONFORMITY ASSESSMENT BASED ON TYPE-EXAMINATION

1o BRI 4R 1 W 2 5 HLAG B DA S8 BRIk BE T IUA & HIE TS B0 12, B3 ek
ARICAE B AR BLAT B AL R SR 5E ) s A R 7 B i
EU type-examination is the procedure whereby a notified body ascertains and certifies that
a device, including its technical documentation and relevant life cycle processes and a
corresponding representative sample of the device production envisaged, fulfils the

relevant provisions of this Regulation.

2. HIER
Application

1132 7 L [ A E LA SR AZ PPAS A o HIE R B 2 B4
The manufacturer shall lodge an application for assessment with a notified body. The
application shall include:

— WS ARRANE AL, W i IRBURR AT ISR, S AR AR ER 4 T
VA E Mt S A
the name of the manufacturer and address of the registered place of business of the
manufacturer and, if the application is lodged by the authorised representative, the
name of the authorised representative and the address of its registered place of

business,

— PSR II FTR RS . FAE AR A AR B P i, ST
AEPRIE BT o ERS, AU E] R B SR B AR
the technical documentation referred to in Annexes II and III. The applicant shall
make a representative sample of the device production envisaged (‘type’) available
to the notified body. The notified body may request other samples as necessary, and

—  RFEET AR A S AU SR A — R SRR R A A5 7= B, BRAGHT 53— 2 AL
He 3 1m] BAE He At 2 757 LA 32 4T B 2 DAl T 1) 325 7o s S BUAC SR m T O A AT )
— R RIAHRE R .
a written declaration that no application has been lodged with any other notified
body for the same type, or information about any previous application for the same
type that was refused by another notified body or was withdrawn by the
manufacturer or its authorised representative before that other notified body made

its final assessment.

3. VR

Assessment

NELIRAIVE
The notified body shall:
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(@)

(b)

©

(d)

(©
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DA 2 ) 3 A e B A AT A SR B B L R N FH R 5 2 ' e 5. K
O3 UL AT SR B AT (R 32— 20 I B SR B (3t A UE 5 PP A 5 R 75 A
EVEMA RIE, ITITERR TR A &P RN AT 5 85 W0 5% 08 24 ) BE Bl
SCI6 =G, BB SR R AT R

examine the application by using staff with proven knowledge and experience
regarding the technology concerned and its clinical application. The notified body
may require the application to be completed by having further tests carried out or
requesting further evidence to be provided to allow assessment of conformity with
the relevant requirements of this Regulation. The notified body shall carry out
adequate physical or laboratory tests in relation to the device or request the
manufacturer to carry out such tests;

o BV A BRSO 5 5 S AR ol 1 85 R 3R, I 98 UE A2 7 1 A
AR B E XA ER, MLt I H R BT E 5 8 SR CS
PR AR AE AR RVE ZE SR, PR AE R S T H 2 75 2 15 8 2R B ¢ CS
PIT R AR AE HAH R RIE

examine and assess the technical documentation for conformity with the
requirements of this Regulation that are applicable to the device and verify that the
type has been manufactured in conformity with that documentation; it shall also
record the items designed in conformity with the applicable standards referred to in
Article 8 or with applicable CS, and record the items not designed on the basis of
the relevant standards referred to in Article 8 or of the relevant CS;

LRI XTIV 55 4 719 o 2 3 7 52 5 A IR AR VPO i o v R I PRAIE D o R
AL B ST B A8 i PR 20 56 1Y) 5 A o A B DA K% A A IS A Y R AT R G 2
AR ASE P 127 % B i S 2% A1 ) L4 A0 24 T 42 36 K A0 BB i PR 2 5%

review the clinical evidence presented by the manufacturer in the clinical
evaluation report in accordance with Section 4 of Annex XIV. The notified body
shall employ device reviewers with sufficient clinical expertise and, if necessary,
use external clinical experts with direct and current experience relating to the
device in question or to the clinical condition in which it is utilised, for the
purposes of that review;

A I PR ALE 05 22 08 5 70 i 1 i O A 2 W Kt ELIX S8 38 005 BT PP Aty £ 25 1K
ALLBAH ] JU) 2 35 BLRA L Pl e SR s (3 F 1 DR 5 BT S A GRS R 2K .
O LR L B B0 35 OO T i A BE S5 R L ARSI AT IS A I B 8, DUIEE
B 1T A 2K

in circumstances in which the clinical evidence is based partly or totally on data
from devices which are claimed to be similar or equivalent to the device under
assessment, assess the suitability of using such data, taking into account factors
such as new indications and innovation. The notified body shall clearly document
its conclusions on the claimed equivalence, and on the relevance and adequacy of
the data for demonstrating conformity;

MRAEEE (D AR PR A AT PR VE A 30 75 o3 20 SR PP 4 2R, N R R 5
iR .
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clearly document the outcome of its assessment in a pre-clinical and clinical
evaluation assessment report as part of the EU type examination report referred to
in point (i);

() BEATECZ R R A PEAl DAL s B B S 06 ARG, DLIRIEAEARCSR T2 8 4%
B0 CS Frid rAE RO O0 T, il 3 T P >R Y RO R 7 552 10 T /e ARV 0L 100 368 P 22
G HMERER, A aMAE AT 5 H A S O IE SR, U SIIE A L B I R
JIT R o PR AT AR SR B A S e i, AT il ] 22 4 5 IR RE KR
carry out or arrange for the appropriate assessments and the physical or laboratory
tests necessary to verify whether the solutions adopted by the manufacturer meet
the general safety and performance requirements laid down in this Regulation, in
the event that the standards referred to in Article 8 or the CS have not been applied.
Where the device has to be connected to another device or devices in order to
operate as intended, proof shall be provided that it conforms to the general safety
and performance requirements when connected to any such device or devices

having the characteristics specified by the manufacturer;

(g)  BEAT B HEA N VAl DA S 0 22 (R ) B i Si 6 6, A8 1 1 36 e P B 3R
FHEIAR IS O i b v 2 5 A5 21 1 S PR T s
carry out or arrange for the appropriate assessments and the physical or laboratory
tests necessary to verify whether, in the event that the manufacturer has chosen to
apply the relevant harmonised standards, those standards have actually been
applied;

(hy 5 HE N E AT L EPAE AR K BLR
agree with the applicant on the place where the necessary assessments and tests are
to be carried out; and

(1) R @) ZE () F AT VEAG M,  F TR 5G4 SR g ) W B 2 sl il o
draw up an EU type-examination report on the results of the assessments and tests
carried out under points (a) to (g).

e+

Certificate

B S AL E , WA SN RINUR EC B AR50 UE 5 o Uk N6 2 il i 7
A AR AT L B SCaRIG PRl 45 18« TE 15 Rk 2% 1 DL Rttt B sCbm iR BT s H 2508
MRAEI = XTI G fIUER] o SCAF R SRER 70 BIF THEH 2 )5, H WL O AF A
*.

If the type conforms to this Regulation, the notified body shall issue an EU
type-examination certificate. The certificate shall contain the name and address of the
manufacturer, the conclusions of the type examination assessment, the conditions of the
certificate's validity and the data needed for identification of the type approved. The

certificate shall be drawn up in accordance with Annex XII. The relevant parts of the
documentation shall be annexed to the certificate and a copy kept by the notified body.

R AR
Changes to the type
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5.1

5.2.

5.3.

PR A NRE Sk o 78 s EL U Y s A0 A5 P 2% AR R T T RIAR @ Fn 45 . EC 5K
RIS E P 2 5 LA

The applicant shall inform the notified body which issued the EU type-examination
certificate of any planned change to the approved type or of its intended purpose and

conditions of use.

SN T BRI AR AR, TR P R RS S5 2, nsg e 5l A 22 4 S R

SR — Bk B b R E A T 260 Wfﬁ%%ﬂ&£“¢Mﬁm$m,E&%A
EHAUR BC R I iE . A S AN S BRI AR T, R H i & v,
O HSEAE BEU B 20HG 504 7 O PR 3 o 0ttt B aCAT Ay 22 BE AL v B AT O EC T A
e A5 A B S B A

Changes to the approved device including limitations of its intended purpose and
conditions of use shall require approval from the notified body which issued the EU
type-examination certificate where such changes may affect conformity with the general
safety and performance requirements or with the conditions prescribed for use of the
product. The notified body shall examine the planned changes, notify the manufacturer of
its decision and provide him with a supplement to the EU type-examination report. The
approval of any change to the approved type shall take the form of a supplement to the EU

type-examination certificate.

SHHE A T Y S A0S Y 2 A CTRUYE P g RS P 2% 1 (R BR A B &1 ) 1 73 B 7 5 B
BT REAT RS VEVE

Changes to the intended purpose and conditions of use of the approved device, with the
exception of limitations of the intended purpose and conditions of use, shall necessitate a

new application for a conformity assessment.

HARRE PP

Specific additional procedures

Bis IX % 5 HRLEH], EFMFRMSHERERAM, HOEIER R R NS %
C AR .

Section 5 of Annex IX shall apply with the proviso that any reference to an EU technical

documentation assessment certificate shall be understood as a reference to an EU

type-examination certificate.

7 BUE BRI E

Administrative provisions

1l 32 ) OB (o) 3 7o 6 B 5t B AR B D B ) AR e — b b T
210 FHN EARSHANED 1558, ZREEVMTER, RE U0
The manufacturer or, where the manufacturer does not have a registered place of business
in a Member State, its authorised representative shall, for a period ending no sooner than
10 years, and in the case of implantable devices no sooner than 15 years, after the last
device has been placed on the market, keep at the disposal of the competent authorities:

- 52 YT BRI 5o

the documentation referred to in the second indent of Section 2,
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- WNEE 5 W PTIR KA EAE B
information on the changes referred to in Section 5, and

- EC B IIE B RIA ., B8 WA S B /B ¢ .
copies of EU type-examination certificates, scientific opinions and reports and their
additions/supplements.

Bt IX 5 8 9 RE A
Section 8 of Annex IX shall apply.
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B % XT
ANNEX XI

T S A I BT B P4
CONFORMITY ASSESSMENT BASED ON PRODUCT CONFORMITY
VERIFICATION

1 T RE R RE R A S VA 00 B B2 i R AT & © A EU B ke 36 1k 15
BT B T S, R AR ARV A R E K
The objective of the conformity assessment based on product conformity verification is to
ensure that devices conform to the type for which an EU type-examination certificate has
been issued, and that they meet the provisions of this Regulation which apply to them.

2. WMORAEM X KA EU BURGIRIES, HE R AT IS8 A B0 BTk inis (AR
BORIE) , BUAMREE B #2 riki s G2 iRiE) .
Where an EU type-examination certificate has been issued in accordance with Annex X,
the manufacturer may either apply the procedure set out in Part A (production quality
assurance) or the procedure set out in Part B (product verification) of this Annex.

3. B LIREE 1 ANEE 2 75, AR Sk IR AR A0 b B S TN TIT PR SR SR AL
€ AT E T M KA MG R
By way of derogation from Sections 1 and 2 above, the procedures in this Annex coupled
with the drawing up of technical documentation as set out in Annexes II and Il may also
be applied by manufacturers of class Ila devices.

FAFD:
PART A

A R B ARAE
PRODUCTION QUALITY ASSURANCE

A, )3 T LA DR A )3 A O s BT LA 1O O AR R A B S, RIS 6 RO
SERATIRARE, HIERE 7 WA .
The manufacturer shall ensure that the quality management system approved for the
manufacture of the devices concerned is implemented, shall carry out a final verification,
as specified in Section 6, and shall be subject to the surveillance referred to in Section 7.

5. HIERNVEATH 4 WHTHUE I LSS, JFIRIEEE 19 RIS IV R FIRAEFT S 1EVE
AR T 5 25 DR BU A5 S PR 75 B o Gl %A EU RFa PR A B, 3 i B2 Af ORI A
WSS AT & EU BUURT IO E b B i B B 2, DAR2 36 2 ARV 0 Hh i 5K
When the manufacturer fulfils the obligations laid down in Section 4, it shall draw up and
keep an EU declaration of conformity in accordance with Article 19 and Annex IV for the
device covered by the conformity assessment procedure. By issuing an EU declaration of
conformity, the manufacturer shall be deemed to ensure and to declare that the device
concerned conforms to the type described in the EU type-examination certificate and
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6.1

6.1

6.2

meets the requirements of this Regulation which apply to the device.

Jo B B R

Quality management system

3 7 N [ 2 T HLA S H PP AG B DR R B R I R . RN B
The manufacturer shall lodge an application for assessment of its quality management

system with a notified body. The application shall include:

- Bif s IX 26 2.1 I A0 B T A B

all elements listed in Section 2.1 of Annex 1X,

- B 5% TR LT A e bk o 28 =BT i AR B R ST A
the technical documentation referred to in Annexes II and III for the types approved,

and

- By X 55 4 g BU BRI IRIE P EIAS; AR ACHIE 2~ S WL 5 i EU
B SCRLIGIE o 1 2 T B A2 [F) — LRGSR ST A R G BE 4 8 AN BT iUAC E
BN EERTE T
a copy of the EU type-examination certificates referred to in Section 4 of Annex X;
if the EU typeexamination certificates have been issued by the same notified body
with which the application is lodged, a reference to the technical documentation
and its updates and the certificates issued shall also be included in the application.

Jo A B A 2R (1 SIS OR AR AT & EU Y R B0 E 5 v Bl I P AR =X, DR R AR
IR Y T A B BUAS O B SR o 38 7R O R B A R TR I BT A
BORMBE, AL RGAAE 7 Sk AE BTN By sz, B
s 5 E TR E K.

Implementation of the quality management system shall be such as to ensure that there is
compliance with the type described in the EU type-examination certificate and with the
provisions of this Regulation which apply to the devices at each stage. All the elements,
requirements and provisions adopted by the manufacturer for its quality management
system shall be documented in a systematic and orderly manner in the form of a quality
manual and written policies and procedures, such as quality programmes, quality plans

and quality records.

A JE A FER B SR IX 58 2275 (@)« (b)) (D) F (o) FiFra EERN
ARG U

That documentation shall, in particular, include an adequate description of all elements
listed in points (a), (b), (d) and (e) of Section 2.2 of Annex IX.

Bf oz IX 56 2.3 T8 — M B lE & H .

The first and second paragraph of Section 2.3 of Annex IX shall apply.

A R B R AT R ST & EU RS S8 0E 5 v B ik W A R 5K, s e AE R
(38 PRI E 5K, IUIRK B 2 i LR L B W o i R AIEIE S o 2 T LA K A A E
TR VOB FBNE T o RN AL 2 T U B A% G5 1R A — & B DA

If the quality management system is such that it ensures that the devices conform to the
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6.3

type described in the EU type-examination certificate and that it conforms to the relevant
provisions of this Regulation, the notified body shall issue an EU quality assurance
certificate. The notified body shall notify the manufacturer of its decision to issue the
certificate. That decision shall contain the conclusions of the notified body's audit and a
reasoned assessment.

Bf oz IX 26 2.4 TRE BE H .
Section 2.4 of Annex IX shall apply.

Surveillance

PSR IX 28 3.1 45, BB 3.2 AR B BUMEEIURL. 337, 34 1. 36
TANE 4.7 FTHIRLEEH] o

Section 3.1, the first, second and fourth indents of Section 3.2, Sections 3.3, 3.4, 3.6 and
3.7 of Annex IX shall apply.

XTI S de b, BB 0 B A A 5 2 7 SR A A JEUR R B v P i S R 0 S i T
PERO8cE,  HON5 R S MR A N
In the case of class III devices, surveillance shall also include a check that the quantities

of produced or purchased raw material or crucial components approved for the type and
correspond to the quantities of finished devices.

i G ILFE I, ARG 1(8) 2% A% BT AL 9 B8 A4 8 7 O N IS BT 4 9 = 245
P A AT IR AIE .
Batch verification in the case of devices incorporating, as an integral part, a medicinal

substance which, if used separately, would be considered to be a medicinal product
derived from human blood or human plasma referred to in Article 1(8).

iR FEE A, IRIESS 1) 2 — 7 BUAT B 9 AR 8 7 A9 N T B30t 4 9 =
237 i B AR 7 S8 O S I N I8 R K B LR RS AT T, O e R A L
A 2% PR 7 ] ) 5K 51236 2 AR 35 2001/83/EC 5484 55 114(2)75 FH A IR [ 45 5 S50
R PR A N L I T AR A 28k ) B D7 E P

Upon completing the manufacture of each batch of devices that incorporate, as an integral
part, a medicinal substance which, if used separately, would be considered to be a
medicinal product derived from human blood or human plasma referred to in the first
subparagraph of Article 1(8), the manufacturer shall inform the notified body of the
release of the batch of devices and send it the official certificate concerning the release of
the batch of human blood or plasma derivative used in the device, issued by a Member

State laboratory or a laboratory designated for that purpose by a Member State in
accordance with Article 114(2) of Directive 2001/83/EC.

BRI E
Administrative provisions

i 3 P LU (i 3 7o £ A8 53 [ 9 R A k) 27 A s — A de il bl &=
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10

10.1

10.2

10 FN ARV R 15 FE NI EE LR, RE DT 30

The manufacturer or, where the manufacturer does not have a registered place of business
in a Member State, its authorised representative shall, for a period ending no sooner than
10 years, and in the case of implantable devices no sooner than 15 years, after the last
device has been placed on the market, keep at the disposal of the competent authorities:

- EU RF 65175 W 5

the EU declaration of conformity,

- PSR IXC 26 2.1 958 FLBOIT IR I S A

the documentation referred to in the fifth indent of Section 2.1 of Annex IX,

- B IXO5F 2.1 958 )\ BOITR A9 SC A, A AE TR X prid i) BU AL U 48 Uk 15,

the documentation referred to in the eighth indent of Section 2.1 of Annex IX,

including the EU typeexamination certificate referred to in Annex X,

- Bifs IX 26 2.4 FIPTR AR TS 2 AR

information on the changes referred to in Section 2.4 of Annex IX, and

- Bifs IX 26 2.3 3.3 A1 3.4 TP 1 A S AU SRR
the decisions and reports from the notified body as referred to in Sections 2.3, 3.3
and 3.4 of Annex IX.

Bif % IX 56 8 T REH
Section 8 of Annex IX shall apply.

1T a 2588k

the EU declaration of conformity,

WA FR I 5 WHUE, &R TRYE EU A5 SRR, B 0RIF A B K Ta REHT
H13& 5 =% 1A T TR BRSO AT &, IR R AR AR R ZE K

By way of derogation from Section 5, by virtue of the EU declaration of conformity the

manufacturer shall be deemed to ensure and to declare that the class Ila devices in

question are manufactured in conformity with the technical documentation referred to in

Annexes II and III and meet the requirements of this Regulation which apply to them.

XHF Ta SRA8, 1F N5 6.3 T prik vl i — W B 2 T WU L PPt 0 P aze AR
RVEASBG P TURT T P R SO 2 B AT S AR E -

For class Ila devices the notified body shall assess, as part of the assessment referred to in
Section 6.3, whether the technical documentation as referred to in Annexes II and III for

the devices selected on a representative basis is compliant with this Regulation.

FELE PR A MR AR AR dh i, R 2 T HLA N 28 R BIBOR I BB 1, BTk Bk
)38 AN K B 5 VR AR ALY, T g A0 2 AR AR AT (A RIS 45 2R ()
B EYEUmARRED o W2 T LR BT S 30k 5 45 BRORE O B
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10.3

10.4

10.5

11

In choosing a representative sample or samples of devices, the notified body shall take
into account the novelty of the technology, similarities in design, technology,
manufacturing and sterilisation methods, the intended use and the results of any previous
relevant assessments (e.g. with regard to physical, chemical, biological or clinical
properties) that have been carried out in accordance with this Regulation. The notified

body shall document its rationale for the sample or samples of devices taken.

IR SR 10.2 FTHEAT VRAY, &5 RARIA Ha SEEIRAT & B3¢ 1A LD prak SRS, JF
T R ATEFIAER 73 v (3 PR R, R 2 AL R AR A A B 3% 2% 79 AT E 15

Where the assessment under Section 10.2. confirms that the class Ila devices in question
conform to the technical documentation referred to in Annexes II and III and meet the
requirements of this Regulation which apply to them, the notified body shall issue a

certificate pursuant to this Part of this Annex.

VEJNES 7 5 ik W8 PEAS B — 8870, R B T LA N a8 AT T O PR A
Samples additional to those taken for the initial conformity assessment of devices shall be

assessed by the notified body as part of the surveillance assessment referred to in Section
7.

AL FR S 6 FRE, B3 R B AUCR NAE B — R BT A 10 £, 1%
WEE LR, RE LR S
By way of derogation from Section 6, the manufacturer or its authorised representative
shall, for a period ending no sooner than 10 years after the last device has been placed on
the market, keep at the disposal of the competent authorities:
- EUfFa1EA;
the EU declaration of conformity,
- PSR 1A 0L FR AR S A
the technical documentation referred to in Annexes II and III, and
- 103 FHTRIETS
the certificate referred to in Section 10.3.
PSR IX 55 8 T RIEH
Section 8 of Annex IX shall apply.

% B &5
PART B

72 i B E
PRODUCT VERIFICATION

PRI AR B H RO AR e ARG A A S, MRIEEE 19 AR IV R EU fF &1
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12

13

14

/

Y, JFKAESE 14 FTAIEE 15 5 Pk i A OR O S B R SO B AT S BU Bk AR
AR U B 2R T, i A AR ol U E SR I A

Product verification shall be understood to be the procedure whereby after examination of
every manufactured device, the manufacturer, by issuing an EU declaration of conformity
in accordance with Article 19 and Annex IV, shall be deemed to ensure and to declare that
the devices which have been subject to the procedure set out in Sections 14 and 15
conform to the type described in the EU type-examination certificate and meet the

requirements of this Regulation which apply to them.

1) 38 ey SR — V)b B i, DU PR ) i I R A 7 SR 7 S BU 2 U 6 e
P pr Ut B, R AR ol LS (2R . IS TTAG AT, 3 e N 5
SO SCHEE AR, R R S e BB AN UE A R BRSO S
R P LUORAEAE 7= R 267, 454 EU B SRIE b Br i B 0, Bl e A
PR E I AUE R ESR CnE D

The manufacturer shall take all the measures necessary to ensure that the manufacturing
process produces devices which conform to the type described in the EU
type-examination certificate and to the requirements of the Regulation which apply to
them. Prior to the start of manufacture, the manufacturer shall prepare documents
defining the manufacturing process, in particular as regards sterilisation where necessary,
together with all routine, pre-established procedures to be implemented to ensure
homogeneous production and, where appropriate, conformity of the devices with the type
described in the EU type-examination certificate and with the requirements of this

Regulation which apply to them.

UEAh, 0T BT T B A A R T G AR TG B AR A D R, ) A
B 6 A T HIRE .

In addition, for devices placed on the market in a sterile condition, and only for those
aspects of the manufacturing process designed to secure and maintain sterility, the

manufacturer shall apply the provisions of Sections 6 and 7.

)38 7oy N 2 ZROF AN SE T b e MR R, R PMCF T RIRTif OR 1 i R s
5 VII BEMCS B e B AR R UE LR .

The manufacturer shall undertake to institute and keep up to date a post-market
surveillance plan, including a PMCEF plan, and the procedures ensuring compliance with
the obligations of the manufacturer resulting from the provisions on vigilance and

post-market surveillance system set out in Chapter VII.

RS2 T HLR MRS 26 15 2% FITidk T it AT 3 2 R e ANl , DA IE 8 AT 920
DI

The notified body shall carry out the appropriate examinations and tests in order to verify
the conformity of the device with the requirements of the Regulation by examining and

testing every product as specified in Section 15.
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15.

15.1.

15.2.

16.

17.

A G — BOT IR Bk ARG AN @ Y T R T B AR AR il AR .
The examinations and tests referred to in the first paragraph of this Section shall not apply

to aspects of the manufacturing process designed to secure sterility.

I AL AN it e AN G AT SR E

Verification by examination and testing of every product

XPEEAS A AT BAG AE, NEAT SR 8 SR AH SRR E U IE W) B LG B SR 56
6 B[R] S5 9 APl SR BEAT SR AIE , LA RS IRAT & EU Y SUAGr 36k 5 v i 5 B 1 7
X Hi e A d FRE i EsR (& ip .

Every device shall be examined individually and the appropriate physical or laboratory
tests as defined in the relevant standard or standards referred to in Article 8, or equivalent
tests and assessments, shall be carried out in order to verify, where appropriate, the
conformity of the devices with the type described in the EU typeexamination certificate

and with the requirements of this Regulation which apply to them.

KR 2 T LA S AE B AT b B B AR IR, AR P AT 806 AN P H R BR
B EIE TS .

The notified body shall affix, or have affixed, its identification number to each approved
device and shall draw up an EU product verification certificate relating to the tests and

assessments carried out.

L GILFE I, ARG 1(8) 2% A3 T B 9 E g B AR H8 70 1) N LA B0 ¢
B 24 7 i A AL AT SR IR

Batch verification in the case of devices incorporating, as an integral part, a medicinal
substance which, if used separately, would be considered to be a medicinal product

derived from human blood or human plasma referred to in Article 1(8).

iR FEE A, IRIES 1) — T BT AN AR AR 20 (0 N\ I AR B 1 e
YRR 247 b B A BAE 7 SE a3 A S R DR s T LA R ARt 5, IR R A
B 1% P 7% 1R 51236 2 AR 35 2001/83/EC 5484 55 114(2)75 H Al SR [ 45 5 556
ZE MR AR A PN IV B SR AT 2B A 2 B B D7 E T

Upon completing the manufacture of each batch of devices that incorporate, as an integral
part, a medicinal substance which, if used separately, would be considered to be a
medicinal product derived from human blood or human plasma referred to in the first
subparagraph of Article 1(8), the manufacturer shall inform the notified body of the
release of the batch of devices and send it the official certificate concerning the release of
the batch of human blood or plasma derivative used in the device, issued by a Member
State laboratory or a laboratory designated for that purpose by a Member State in
accordance with Article 114(2) of Directive 2001/83/EC.

B E

Administrative provisions

)38 7o B ARAR BLAE e Jm — s i 220 10 52 N, A SO E D 15 E W,
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18.

18.1.

18.2.

18.3.

18.4.

BTN, RE DU S

The manufacturer or its authorised representative shall, for a period ending no sooner than
10 years, and in the case of implantable devices no sooner than 15 years, after the last
device has been placed on the market, keep at the disposal of the competent authorities:

- EU fF& P 3

the EU declaration of conformity,
- 512 TR s,

the documentation referred to in Section 12,
- % 15.2 FTIRIET,

the certificate referred to in Section 15.2, and

- M3 X ik BEU B A 500F 5 .

the EU type-examination certificate referred to in Annex X.

Bif % IX 56 8 i RNEH
Section 8 of Annex IX shall apply.

& T Ha X881

Application to class Ila devices

AIEA RS 11 WHLE, HIERATIRYE EC fFAE, WRORIF S BIAHOC 1a a8 i
G5 I AN I P BRSO &, IR R AR LA DR EE 5K

By way of derogation from Section 11, by virtue of the EU declaration of conformity the
manufacturer shall be deemed to ensure and to declare that the class Ila devices in
question are manufactured in conformity with the technical documentation referred to in

Annexes II and III and meet the requirements of this Regulation which apply to them.

H R A e MUAH BE S 14 35 EAT 2R UE 2 FH TR A a 28802 75 45 & 3% 1L A1
I TR BRSO, DL 153 R AT o A B 5K

The verification conducted by the notified body in accordance with Section 14 is intended
to confirm the conformity of the class Ila devices in question with the technical
documentation referred to in Annexes Il and III and with the requirements of this
Regulation which apply to them.

N AR 18.2 FTHEATIAE, 45 A Ta SEERIRAT & Bt s IR IIT ik HoR S, B
LA 530 R AR R T A SR R, R 2 T AL IR AR A A B 3% 127t BAIE B .
If the verification referred to in Section 18.2 confirms that the class Ila devices in question
conform to the technical documentation referred to in Annexes Il and III and meet the
requirements of this Regulation which apply to them, the notified body shall issue a
certificate pursuant to this Part of this Annex.

WAL F S 17 WHE, HER B RBURR A e — DA b h 2> 10 £,
BTN, RE DU S

By way of derogation from Section 17, the manufacturer or its authorised representative
shall, for a period ending no sooner than 10 years after the last device has been placed on
the market, keep at the disposal of the competent authorities:
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- EU fF& P 3

the EU declaration of conformity,
- By 3% 10 A0 TIL ik £ R S A

the technical documentation referred to in Annexes II and III, and
- 5% 18.3 FTIRIETS .

the certificate referred to in Section 18.3.

Bif % IX 56 8 T NEH
Section 8 of Annex IX shall apply.
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Bt XTI
ANNEX XII

B A SEHASER HEF
CERTIFICATES ISSUED BY A NOTIFIED BODY

BIE
CHAPTER 1

—RER
GENERAL REQUIREMENTS

S FH B B e b — e 18 S R R

Certificates shall be drawn up in one of the official languages of the Union.

RS L 22— R 5 PV (R

Each certificate shall refer to only one conformity assessment procedure.

UEAS N A 45— S T, R A 35 PR o 7 2 PR LR 5 26 30 2% i 11
L ARG EM A S 2

Certificates shall only be issued to one manufacturer. The name and address of the

manufacturer included in the certificate shall be the same as that registered in the

electronic system referred to in Article 30.

UE A5V IS B 8 R e ot ) 25

The scope of the certificates shall unambiguously identify the device or devices covered:

(@)

(b)

EU SR SCAPEASIE 1S EU 2 S0AG 96 1E 15 A0 EU 7 it B0 1 1IE 5 82 B 25 B AR 1R
BAEASATR. TS KA, UG GG e w5 0t 2l
FrE VPR PO &) XU 30 LR S 27(6) 2 BTk i1 4 UDI - DI
=3

EU technical documentation assessment certificates, EU type-examination
certificates and EU product verification certificates shall include a clear
identification, including the name, model and type, of the device or devices, the
intended purpose, as included by the manufacturer in the instructions for use and in
relation to which the device has been assessed in the conformity assessment
procedure, risk classification and the Basic UDI-DI as referred to in Article 27(6);

EU i &% A RUEHA EU 5t OR R UE B0 35 S s IR B s il 4L ) XU
Fal, XF T 1Ib ZEAR L N AL HE T T &

EU quality management system certificates and EU quality assurance certificates
shall include the identification of the devices or groups of devices, the risk
classification, and, for class IIb devices, the intended purpose.

2 UK LR L B % Ul BE B TR a2 . (R —) @b o> T ALK B S BE W 1 7
IEF P e il CEIEE DRI MRS
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The notified body shall be able to demonstrate on request, which (individual) devices are
covered by the certificate. The notified body shall set up a system that enables the
determination of the devices, including their classification, covered by the certificate.

6. @M, RPN AL E AR T SN LT iE Sk, 3 AR AVE AR 1K 53—k
15
Certificates shall contain, if applicable, a note that, for the placing on the market of the
device or devices it covers, another certificate issued in accordance with this Regulation is

required.

7. MREEEE 52(7)%, TEAGHMAND 1 KM EU &5 HA RIUEHA EU F&E
TRUEIEF SR — A A B, P B2 S5 LA T o 1) Jot B R 3 ol A A BR 1% B SR 1 7
[ia
EU quality management system certificates and EU quality assurance certificates for class
I devices for which the involvement of a notified body is required pursuant to Article 52(7)
shall include a statement that the audit by the notified body of the quality management
system was limited to the aspects required under that paragraph.

8. HIEAN. B CCECE H MUK UE I, B N S IR A K 255 TR A R
PAR AR TR IR
Where a certificate is supplemented, modified or re-issued, the new certificate shall

contain a reference to the preceding certificate and its date of issue with identification of
the changes.

B
CHAPTER II
EBRBEAE
MINIMUM CONTENT OF THE CERTIFICATES
1. AHEVMAEAHKR. HbERFRIR S,

name, address and identification number of the notified body;

2. HER ARG (W& D 144 PRI

name and address of the manufacturer and, if applicable, of the authorised representative;
3. EBHMEARR S

unique number identifying the certificate;

4. HORA, B 31Q)FFTR ARG R B M
if already issued, the SRN of the manufacturer referred to in to Article 31(2);

5. ik H 1,

date of issue;

6.  RAHW;
date of expiry;
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10.

11.

12.

13.

14.

15.

FEEr s TER 3 56 4 7A€ B s i AR IR 7 Bt (& AP
data needed for the unambiguous identification of the device or devices where applicable
as specified in Section 4 of Part I;

WEH], ZHAEE 15 8 T E KIS ATE TS

if applicable, reference to any previous certificate as specified in Section 8 of Chapter I;
BEAT RS PR VRS BT 225 I ARV MR 50 Y 3%

reference to this Regulation and the relevant Annex in accordance with which the

conformity assessment has been carried out;

PratAT BRI ARG, BIIARSC CS MIZ Bkt P RARAE . R0 i o A e A% AR A 5
examinations and tests performed, e.g. reference to relevant CS, harmonised standards,

test reports and audit report(s);

IR i g T T RS BRSO AR SR AR IEF S B BERE (gD
if applicable, reference to the relevant parts of the technical documentation or other
certificates required for the placing on the market of the device or devices covered;

AHHE I EFES (g

if applicable, information about the surveillance by the notified body;

PR UREE XS AR OGBS AT S R VR 458
conclusions of the notified body's conformity assessment with regard to the relevant

Annex;

EF5 A RA M 1 2% 1 BRI Al

conditions for or limitations to the validity of the certificate;

P a AR I R R B R AR AR I A SRR 4
legally binding signature of the notified body in accordance with the applicable national

law.
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Mt XIII
ANNEX XIII

S il B RE P
PROCEDURE FOR CUSTOM-MADE DEVICES

Lo XFE bl e, sl m s RAGER N EE A, fE U TER:
For custom-made devices, the manufacturer or its authorised representative shall draw up

a statement containing all of the following information:

- 3G R ) AL AR, DA A R 2R R

the name and address of the manufacturer, and of all manufacturing sites,

- WnE A, AR B4 L,

if applicable, the name and address of the authorised representative,

- FEVFIR AT K 1 4 1 K8

data allowing identification of the device in question,

- PSR TR B B, AR AR R E B AU AR R,
a statement that the device is intended for exclusive use by a particular patient or

user, identified by name, an acronym or a numerical code,

- THabT5 w4, I SRR A B IR N 44, S R IT B Y
PR CandEH D
the name of the person who made out the prescription and who is authorised by
national law by virtue of their professional qualifications to do so, and, where

applicable, the name of the health institution concerned,

- Kb T3 T BT i I AR RFAE

the specific characteristics of the product as indicated by the prescription,

- PR G AR BRAT A BT o 1 Pkl ] 22 4 SRR R, @], WMIRZE SR E
fRIE FH 22 4 5 T RE R S B
a statement that the device in question conforms to the general safety and
performance requirements set out in Annex I and, where applicable, indicating
which general safety and performance requirements have not been fully met,
together with the grounds,

- WE, FRIZAMNBR R I 7222012 SEHIFTR A EAWA S, A
MR BRI R I RT AN, N B R B 2H 24 sl e
where applicable, an indication that the device contains or incorporates a medicinal
substance, including a human blood or plasma derivative, or tissues or cells of

human origin, or of animal origin as referred to in Regulation (EU) No 722/2012.

2. L ORAE 5 T HLA RTS8 AR S P, A BB 1 B
ErEAERE, IS TUITERE, DMEREVES AT S AR LEOR

The manufacturer shall undertake to keep available for the competent national authorities
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documentation that indicates its manufacturing site or sites and allows an understanding to
be formed of the design, manufacture and performance of the device, including the
expected performance, so as to allow assessment of conformity with the requirements of
this Regulation.

3. TG R RCREC V) BRI, B DR AR A T2 A B A AR R v
55 2 W PTIR SO R DR
The manufacturer shall take all the measures necessary to ensure that the manufacturing
process produces devices which are manufactured in accordance with the documentation
referred to in Section 2.

4. MRAESH 1 WHSRED, ZAPRAES TS RAF R 10 Fo TR
UL HRR R 5/ 15 4.
The statement referred to in the introductory part of Section 1 shall be kept for a period of
at least 10 years after the device has been placed on the market. In the case of implantable
devices, the period shall be at least 15 years.

Bf % IX 56 8 T REH
Section 8 of Annex IX shall apply.

5. IR NV FE FICRAEA P R B IR Ak, BRI XTIV 2R B 0 T A
PMCF, JfRHBUE 24 (1) T B SEAT A o SR A IE A8 T o 1) 368 385 A8 3R B AT AR 7 H A 1
(B T A A IR 2 )5, SERIRAE S 87(1)4k A L AL R
The manufacturer shall review and document experience gained in the post-production
phase, including from PMCF as referred to in Part B of Annex XIV, and implement
appropriate means to apply any necessary corrective action, In that context, it shall report
in accordance with Article 87(1) to the competent authorities any serious incidents or field

safety corrective actions or both as soon as it learns of them.




L117/370

[ ENJRR B 75 A 4 5.5.2017

% XTIV
ANNEX XIV

Il PRYPHT AN _E T ) i R R

CLINICAL EVALUATION AND POST-MARKET CLINICAL FOLLOW-UP

1.

R

B AF:
PART A

I PRIEAY
CLINICAL EVALUATION

AT IFC SRR VRO, i3

To plan, continuously conduct and document a clinical evaluation, manufacturers shall:

(@  EIIFEFIRREO IR, iR =D N

establish and update a clinical evaluation plan, which shall include at least:

i 22 A SRR ER U, 7 A I PR 1) SCHF
an identification of the general safety and performance requirements that

require support from relevant clinical data;

S 0TI FH 3 15 T 5

a specification of the intended purpose of the device;

P TS0 A5 8 DA B B 2 SR AN 28 Sl
a clear specification of intended target groups with clear indications and

contra-indications;

FERARAMINE IR R GRS HOT 0 23 T I PR 2 AL B 1E 48 158 B 5
a detailed description of intended clinical benefits to patients with relevant

and specified clinical outcome parameters;

G0 W PR 22 4 P 0 7 Ak R U T ) 92U B, O B AR 100 R 3 XU
AR F B € J7 1

a specification of methods to be used for examination of qualitative and
quantitative aspects of clinical safety with clear reference to the
determination of residual risks and side-effects;

R 8 2 27 v B s 1t ) BT R 45 A 2% i IS AN T 3k ) 52 2 XU
B AR AT 42 32 A% F A P 1) 2 B 98 s 1R 37 S 3 Y 5

an indicative list and specification of parameters to be used to determine,
based on the state of the art in medicine, the acceptability of the benefit-risk
ratio for the various indications and for the intended purpose or purposes of
the device;

YL Gy A B 550 5 RGO AT R (0 32 2 U R, BN 25, ARE PEEh )
BRI E
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an indication how benefit-risk issues relating to specific components such as
use of pharmaceutical, nonviable animal or human tissues, are to be

addressed; and

- G5 — A RIT AR, RS R IR R & (A IR N AT
Fo AATHEREFT SES0EF0) BRI Cn o8 i m AR 08 ) Rk e ;
DA FF G AP S 28 B 23 BITidk (1) PMCF, itk PMCF % 1) H B R % 9 15 B
TERAE 0 ST 14 5
a clinical development plan indicating progression from exploratory
investigations, such as first-in-man studies, feasibility and pilot studies, to
confirmatory investigations, such as pivotal clinical investigations, and a
PMCEF as referred to in Part B of this Annex with an indication of milestones

and a description of potential acceptance criteria;

(b) I RGEHIRE IRV, B E 5% e O 5 I AT i R s B FL T i
A K it PRI 34 o AT A 22 5
identify available clinical data relevant to the device and its intended purpose and

any gaps in clinical evidence through a systematic scientific literature review;

(c)  IEITVPAN I PR ECHE 75 AL 2 22 4 PN B8 U T 003 P 1k, ) 4 P 5k i R
PE A PP 5

appraise all relevant clinical data by evaluating their suitability for establishing the
safety and performance of the device;

(d)  IRIERIARB AR, i & BB B IR REI T, A RO D BILAF 10 i 5 AT A
TR B A D i PR 9 5
generate, through properly designed clinical investigations in accordance with the
clinical development plan, any new or additional clinical data necessary to address

outstanding issues; and

(e)  HTETA MK R B, LAMEARS IS0 2 A PR YERE, B4 I /R 52 2 7 T
HUECRIN
analyse all relevant clinical data in order to reach conclusions about the safety and

clinical performance of the device including its clinical benefits.

I PRVPAN SR N L2 R, I [ B S JBAT R AN 00 o G R AR 2 8L 5 T i 25 B 1)
PEBT . 202 TUUIH g AR . & A oS e i) A B AR AR

The clinical evaluation shall be thorough and objective, and take into account both
favourable and unfavourable data. Its depth and extent shall be proportionate and
appropriate to the nature, classification, intended purpose and risks of the device in

uestion, as well as to the manufacturer's claims in respect of the device.
q P

e PR DA IR 2 1 AT I B 55 BT 3 45 ok 5 ] PR AH S 25 ok ) s PR 5080 o 3IE B 5 [ 1 1
IR B RE DL HOR L A A I R 1A

A clinical evaluation may be based on clinical data relating to a device for which
equivalence to the device in question can be demonstrated. The following technical,
biological and clinical characteristics shall be taken into consideration for the
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demonstration of equivalence:

- BORKFE: SHCRA R AR T BA AR s 1,
TEVPA AR, INAER R . OGRS REEE . RIMRHE. Pk, BAFEE
Sy MERIRRAERETE (AR - BA R TAR IR EA S It RE 2K .
Technical: the device is of similar design; is used under similar conditions of use;
has similar specifications and properties including physicochemical properties such
as intensity of energy, tensile strength, viscosity, surface characteristics, wavelength
and software algorithms; uses similar deployment methods, where relevant; has

similar principles of operation and critical performance requirements;

- AR AR PRAE A [R] B AR BRAL 7> 55 AR [R) B A A SR i e fi,  HL 3% fi
RAIME A IS (] 2L, DA R SR OB TBCRF I, B4 B A W) R AT VA H 0
Biological: the device uses the same materials or substances in contact with the
same human tissues or body fluids for a similar kind and duration of contact and
similar release characteristics of substances, including degradation products and

leachables;

- e PR A P8 = 122 8 0 3 [R] — Il PR 17 0 B8 H Y, LA SR ABL R 0 ™ FELRE B AT BL
BEXS BRI A —EB AL, T RAUNEE, OIEER . M mA Ry B
RALRAE I, B AR T PR SR AT A9 SRA R 6 25—y S T 32 114
FH IR BENE BE -

Clinical: the device is used for the same clinical condition or purpose, including
similar severity and stage of disease, at the same site in the body, in a similar
population, including as regards age, anatomy and physiology; has the same kind of
user; has similar relevant critical performance in view of the expected clinical effect

for a specific intended purpose.

55— B AR AR SRACURE J5E I A A5 5 10 22 2 1k AR PR A2 B 7 T T S 255 0 i PR 22
5o REEFVER) B L AU LI T S BB ARG . VT B RERE, BAH
T 2 3 W ) 3 T A 78 2 A 2 AR IR R A S5 TR A S 2 i s

The characteristics listed in the first paragraph shall be similar to the extent that there
would be no clinically significant difference in the safety and clinical performance of the
device. Considerations of equivalence shall be based on proper scientific justification. It
shall be clearly demonstrated that manufacturers have sufficient levels of access to the
data relating to devices with which they are claiming equivalence in order to justify their

claims of equivalence.

4. PR VEA 0 45 SRONUH 2 T 0 PR UE 8 10 S A8 e PR A 40 i b, T e o A D
FEBAT A VTS R B
The results of the clinical evaluation and the clinical evidence on which it is based shall be
documented in a clinical evaluation report which shall support the assessment of the
conformity of the device.

o PR I3 A0 S s R ASE T 5 92545 21 0 AR s R 08 DA S HLARAR S — 2, B2 A SR P
) 365 o I D TR A W AL T & A S PR RE R, IR BLVE N i a8 IR SO R i —
i
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6.1.

The clinical evidence together with non-clinical data generated from non-clinical testing
methods and other relevant documentation shall allow the manufacturer to demonstrate
conformity with the general safety and performance requirements and shall be part of the

technical documentation for the device in question.

I PR VAT H 225 B AT R AN TR 5080 AR 3 4 3 AL 3 E R SR
Both favourable and unfavourable data considered in the clinical evaluation shall be

included in the technical documentation.

% B &5
PART B

LT e R R R
POST-MARKET CLINICAL FOLLOW-UP

PMCF NAZMN i — NFEE R IR AN (S B AR A W05 61 %) MidfE,
IR 3% B BT S B v R b . FEREAT PMCF I, i3 i 82 3 shUs s SR iE Aok
H T2 2 I R EE , SRS N AT CE bRl BT R B S A M e B2
SR T T3 P9 BENAE T 5 A2 56 0E 78 58 A 5 A P U P 74 iy v 8 000 22 4 P A
PEAE B 2 O VR XU B4 S w4 52 M, LUK B A 2 T S SR A 008 B 3 g UG
PMCEF shall be understood to be a continuous process that updates the clinical evaluation
referred to in Article 61 and Part A of this Annex and shall be addressed in the
manufacturer's post-market surveillance plan. When conducting PMCF, the manufacturer
shall proactively collect and evaluate clinical data from the use in or on humans of a
device which bears the CE marking and is placed on the market or put into service within
its intended purpose as referred to in the relevant conformity assessment procedure, with
the aim of confirming the safety and performance throughout the expected lifetime of the
device, of ensuring the continued acceptability of identified risks and of detecting
emerging risks on the basis of factual evidence.

PMCF 14T I 24384 PMCF -5 B e 10 s 16 757
PMCEF shall be performed pursuant to a documented method laid down in a PMCF plan.

PMCF RIS E THERFE R, DME T sh i Sy (il Rt , B/
The PMCEF plan shall specify the methods and procedures for proactively collecting and

evaluating clinical data with the aim of:

(@) WA AR FL T A i N B 22 A AT R BE
confirming the safety and performance of the device throughout its expected

lifetime,

(b) WU R AR 0 A R M R B B P AN 28 i
identifying previously unknown side-effects and monitoring the identified

side-effects and contraindications,

(c)  FETFSUEYE B A Rl 20 B R KR

identifying and analysing emergent risks on the basis of factual evidence,
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6.2.

(d)

(©
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B ORAEBT 5% 128 1 5 AN5E 9 b Frik (1 32 ot/ KU B RRSE T #6321, DL
ensuring the continued acceptability of the benefit-risk ratio referred to in Sections
1 and 9 of Annex I, and

WU S AHCRT BE R AR AN 2 GE RS AT, RASGIE FL T 38 15 IR 1
identifying possible systematic misuse or off-label use of the device, with a view to
verifying that the intended purpose is correct.

PMCF % 2 /> R A5 -
The PMCEF plan shall include at least:

(@)

(b)

©

(d)

(©

8]

()

(h)

PMCF & H B8 I 5 AN, e B BT 3045 1 i PR 28 56 R0 5 S A5t ik
T2 SCHR M I PR B8040 10 JHG A AL

the general methods and procedures of the PMCF to be applied, such as gathering
of clinical experience gained, feedback from users, screening of scientific literature

and of other sources of clinical data;

PMCF 1& H] (5 52 75 EE AL i A SN B2 8 PMCF T 72 FOTEATY 5
the specific methods and procedures of PMCEF to be applied, such as evaluation of
suitable registers or PMCF studies;

Ca) Al (b) HFTIR 7 iR AR 72 7508 2 B B
a rationale for the appropriateness of the methods and procedures referred to in
points (a) and (b);

XHER 4 71 TR BT BRI PR PP A 5 R G 20 AT PR 3 TER 3 71 rR T I 1) JXURS: LY
EILEE

a reference to the relevant parts of the clinical evaluation report referred to in
Section 4 and to the risk management referred to in Section 3 of Annex I;

i 3 PMCF 58 iR AR H A

the specific objectives to be addressed by the PMCF;

X 45 ] B A AL 25 B PR A 5 i R 308 0 1A

an evaluation of the clinical data relating to equivalent or similar devices;

22 1)) 3 7 A A AT R S8 FHAITE (CSD « BhAARHERT PMC F AHRHR S

reference to any relevant CS, harmonised standards when used by the manufacturer,

and relevant guidance on PMCF; and

H 132 P BUAT (9 PMCF 353l (anxt PMCF 8 i) A A 2D i B 78 43
A B A 2 HER

a detailed and adequately justified time schedule for PMCF activities (e.g. analysis
of PMCEF data and reporting) to be undertaken by the manufacturer

il i 7 N 23 AT PMCF 1045 8, JR7E PMCF Al &5 Fid 3645 5, 1t PMCF 53k
5 NAE RIE RPN 4R 5 A B AR ST — 5843

The manufacturer shall analyse the findings of the PMCF and document the results in a

PMCF evaluation report that shall be part of the clinical evaluation report and the
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technical documentation.

8. AUARINZEE A FEE 61 25 h IR i R VP b LK B i 156 3 74 v Bk Adg IRy 2
75 FE 21 PMCF AR 5 14518 . #5181 PMCF #iiE 1 T AN/ B2 1k i it ) 6 22
P, U] 3 2SI it AP S5 it
The conclusions of the PMCF evaluation report shall be taken into account for the clinical
evaluation referred to in Article 61 and Part A of this Annex and in the risk management
referred to in Section 3 of Annex I. If, through the PMCEF, the need for preventive and/or
corrective measures has been identified, the manufacturer shall implement them.
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2.1.

2.2.

2.3.

24.

Mt XV
ANNEX XV

Il RAE
CLINICAL INVESTIGATIONS

FIE
CHAPTER [
—fRER
GENERAL REQUIREMENTS
A ER R
Ethical principles

PN = e 0 B VA T S B | /AT B S (7 N R S S s B S VA SR /AL VN
(46 3 J5 0]

Each step in the clinical investigation, from the initial consideration of the need for and
justification of the study to the publication of the results, shall be carried out in accordance
with recognised ethical principles.

Fik
Methods

e PR VR 7 R E sz B f T PR A 2 R R IR R 3 4 70 7 SR IR R il kAT, IRaEAT 32
SCBAE S e 55 62(1) 7K HF T id #5 OH 5% 1) 22 A L Pk RE AT 9% XURG: - 52 2 R 1
MG A ] R LRI R AN A 2 R ECE, ROREZR R 2 Rk . A
PRES T E 55 3.6 TRt — b U W BT AR S Se T 5 iR i B

Clinical investigations shall be performed on the basis of an appropriate plan of
investigation reflecting the latest scientific and technical knowledge and defined in such a
way as to confirm or refute the manufacturer's claims regarding the safety, performance
and aspects relating to benefit-risk of devices as referred to in Article 62(1); the clinical
investigations shall include an adequate number of observations to guarantee the scientific
validity of the conclusions. The rationale for the design and chosen statistical
methodology shall be presented as further described in Section 3.6 of Chapter II of this

Annex.

PHAT I PR I 25 T P DA N 3 P a6 ) 4
The procedures used to perform the clinical investigation shall be appropriate to the

device under investigation.

PAT I PR 25 T FH BRI 8 0732 03 T a6 D 88 0 o
The research methodologies used to perform the clinical investigation shall be appropriate

to the device under investigation.

o PR R 250 7 A % e 1) YIS P 3 42 BT PR 38 v R 7 T AR H A S8 AR
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2.5.

2.6.

2.7.

2.8.

) TR IR 25 A PR PRIA B P AT o X 281l PRI B AT P = XTIV 28 A #R23 h
JITid B AR VA Tl o

Clinical investigations shall be performed in accordance with the clinical investigation
plan by a sufficient number of intended users and in a clinical environment that is
representative of the intended normal conditions of use of the device in the target patient

population. Clinical investigations shall be in line with the clinical evaluation plan as
referred to in Part A of Annex XIV.

M) — D0 2 BRI REARFAL, A2 i b &2 A R Atk BE U7 T A RS AIE, DA K
THUSUD AR e A 25 SR A T 2 BT Pl 2 A B . NEER A2 A8 B SR M RERFAIE A
P ES T A 2SR SR

All the appropriate technical and functional features of the device, in particular those
involving safety and performance, and their expected clinical outcomes shall be
appropriately addressed in the investigational design. A list of the technical and functional
features of the device and the related expected clinical outcomes shall be provided.

e R0 ) 2% 5 S O s R PO T3 Im PR32 o VEREAN 22 41tk . & Rl A
FFEA R 7 E R BT B € FIVPAl o B SRS AR I PRAH SSPE DL AL

The endpoints of the clinical investigation shall address the intended purpose, clinical
benefits, performance and safety of the device. The endpoints shall be determined and
assessed using scientifically valid methodologies. The primary endpoint shall be
appropriate to the device and clinically relevant.

AN LA AU T S 5O 2% B R M m PR s . 2 5 R AN SN 52 58 T IEfR AL
PR AT i R R Rl A Clfe R 6 o B8 BV ) 7 T R AR I, 31X
BRI N T DASSUE, AR ZER B 70 N2 HE %38 R

Investigators shall have access to the technical and clinical data regarding the device.
Personnel involved in the conduct of an investigation shall be adequately instructed and
trained in the proper use of the investigational device, and as regards the clinical
investigation plan and good clinical practice. This training shall be verified and where
necessary arranged by the sponsor and documented appropriately.

F U 2N R 7 OO e PRI B A 5, A 378 X T PR 1k A I v i 8 38 1 P A7 s 110 7™ A%
e, HSASE T SO R .

The clinical investigation report, signed by the investigator, shall contain a critical
evaluation of all the data collected during the clinical investigation, and shall include any
negative findings.

B
CHAPTER II

Il AR R 2 F I SO
DOCUMENTATION REGARDING THE APPLICATION FOR CLINICAL
INVESTIGATION

XFF AR 62 s i I A ARG IR AR ARE S 70 SR I ZORIE BRI 5 F A3
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i g

For investigational devices covered by Article 62, the sponsor shall draw up and submit the

application in accordance with Article 70 accompanied by the following documents:
FHiER
Application form

HIFRNIHG 8, BEMEE:

The application form shall be duly filled in, containing information regarding:

1.

I1.1.

1.2.

1.3.

1.4.

L.5.

1.6.

1.7.

FEIPNRIAFR MBI RN IR T30 ISR 62(2) 248 € M H R B i e
RELANMIRES . HBERIE R 70 (A& iD

name, address and contact details of the sponsor and, if applicable, name, address
and contact details of its contact person or legal representative in accordance with
Article 62(2) established in the Union;

i PAS 1 25 5 A ) 1) 32 e AR BRI A4 AR . B AIER R 0730 G 38 1.1 1A
EHD

if different from those in Section 1.1, name, address and contact details of the
manufacturer of the device intended for clinical investigation and, if applicable, of
its authorised representative;

et PR 1 2 4 A

title of the clinical investigation;

I PR A RS R AR (RDEE — R8RS FHRIRASAE KB XD
status of the clinical investigation application (i.e. first submission, resubmission,
significant amendment);

et R DA T S R P15 /5 B 5

details and/or reference to the clinical evaluation plan;

KT [F— 8, & EHRAZ AT SIS i G, W H S 2% 40 5 A SRl
RAHIMZH 95, BHEERBEMELL T, MSHFIRHE. AN
if R L RO T A AR B DL R AT AR BE R B, ) A T AR BART B 3 AL
P BAG PR 2 0y o W B G R IEAT AT BE G

If the application is a resubmission with regard to a device for which an application
has been already submitted, the date or dates and reference number or numbers of
the earlier application or in the case of significant amendment, reference to the
original application. The sponsor shall identify all of the changes from the previous
application together with a rationale for those changes, in particular, whether any
changes have been made to address conclusions of previous competent authority or
ethics committee reviews;

F SRR 5362014 BEHAISRRI S 4IRS RR IR
O IEEN S

if the application is submitted in parallel with an application for a clinical trial in
accordance with Regulation (EU) No 536/2014, reference to the official registration
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1.12.

1.13.

1.14.

1.15.

1.16.

1.17.

number of the clinical trial;

1.8. AN Z b B [EF FT R — 520 T BEAT Bl RIS, 75 F 3 I VR 3 T 76 F A
A28 = S R
identification of the Member States and third countries in which the clinical
investigation is to be conducted as part of a multicentre or multinational study at

the time of application;

1.9, RAE I Z U . FANAR TR AR OMT 2 S R P b EE ) AR R
a brief description of the investigational device, its classification and other
information necessary for the identification of the device and device type;

1.10. #eb02 B2 0, B4 AR MR R FIATAEY), B R T e 2R P2 IR
FHAR A A4 55 W) 20 2R e 40 B s AT A D RO A 545 R
information as to whether the device incorporates a medicinal substance, including
a human blood or plasma derivative or whether it is manufactured utilising

non-viable tissues or cells of human or animal origin, or their derivatives;

IR E TR RS, BFRKIAENEK. SR, Z2ulE KRR 2lE

WEPFEHIbRE . A AR 18 i 5 B2 . WA BT o IEATT 78 A0/ s BE LT 7T,
LA T U R0 e R AR 1A 5 1) 1) 34
summary of the clinical investigation plan including the objective or objectives of
the clinical investigation, the number and gender of subjects, criteria for subject
selection, whether there are subjects under 18 years of age, design of the
investigation such as controlled and/or randomised studies, planned dates of

commencement and of completion of the clinical investigation;

WEH], ST RS SR AE R, T AR IR EERT ST 0 75 1 23 2845 B ARAE B
if applicable, information regarding a comparator device, its classification and

other information necessary for the identification of the comparator device;

LI NIRBERGUEDE , UE B I P A 2 AR 2537 P 2L 4% 2 I PR 138 T ) BE AT e PR IR

7
evidence from the sponsor that the clinical investigator and the investigational site
are capable of conducting the clinical investigation in accordance with the clinical
investigation plan;

VA2 (0 U 4 AN S B 1] 1R TR 44 2

details of the anticipated start date and duration of the investigation;

T E A S PG TEARE S, Infelm AR R & gk B e
details to identify the notified body, if already involved at the stage of application

for a clinical investigation;

BN TP N RS EE N AT 5 PP B C PRl S R G B R 2 R .
confirmation that the sponsor is aware that the competent authority may contact the
ethics committee that is assessing or has assessed the application; and

540 IR
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the statement referred to in Section 4.1.
2. HENTFM

Investigator's Brochure

AENTFM (IB) N E 5 HIF FEAH ORI H 135 2 I S (3 10 18T 25 P Al 1) e PR A i
PRAG S o X 1B (AR ] SE 38 sOHT R U AR R AE 2, BRI SR U B R . M
HiAriR 1B, FFAEA & LU RE R

The investigator's brochure (IB) shall contain the clinical and non-clinical information on

the investigational device that is relevant for the investigation and available at the time of

application. Any updates to the IB or other relevant information that is newly available

shall be brought to the attention of the investigators in a timely manner. The IB shall be

clearly identified and contain in particular the following information:

2.1.

2.2.

2.3.

24.

ar PRCEIAR VAN B, LG 5T TUY H A4S 8 AR BT 5% VI A8 XU 7 2 A5
(173 S HIN | bl 10 L T A 1 3 DA R A — AR SR AR SR AL ek ) 51

Identification and description of the device, including information on the intended
purpose, the risk classification and applicable classification rule pursuant to Annex
VIII, design and manufacturing of the device and reference to previous and similar

generations of the device.

HIE R R T 223 . dRdP . Ed0 DAARMENGE T, GLFE Ak A A AL BE 5 TH A 467
AR AESEBEILAE BN, ENSEARSE EROE R, AR BT T 5 a8 — kiR
M E . Ak, @ EARAA SR IS B

Manufacturer's instructions for installation, maintenance, maintaining hygiene
standards and for use, including storage and handling requirements, as well as, to
the extent that such information is available, information to be placed on the label,
and instructions for use to be provided with the device when placed on the market.

In addition, information relating to any relevant training required.

Y IR R R SN0l )7 N TIRE N M vk 7 I P a e o AN N S
AR S HLBE A TR . KE A AT IR IR
AN PEREI K LSO AE A B R A A 2 AR P (& DD

Pre-clinical evaluation based on relevant pre-clinical testing and experimental data,
in particular regarding indesign calculations, in vitro tests, ex vivo tests, animal
tests, mechanical or electrical tests, reliability tests, sterilisation validation, software
verification and validation, performance tests, evaluation of biocompatibility and

biological safety, as applicable.

BUAT IR A e«

Existing clinical data, in particular:

- APOR/EAE R BRI e e R R IR Z A8 BT R PE AN
TIUTFH 38 AH 5C AT FH OGBS0k
from relevant scientific literature available relating to the safety, performance,
clinical benefits to patients, design characteristics and intended purpose of the

device and/or of equivalent or similar devices;
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3.

2.5.

2.6.

2.7.

2.8.
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- A I R A R B R A ) e A . PRRE . R RIIRIR 2 A . oty
PEANTHUY g AR ORI AR BT e PR, B4 B SPEREVPOY . Il PR
RORE 22 4R 9% ) /DA SR B 2 IE 4 7t
other relevant clinical data available relating to the safety, performance, clinical
benefits to patients, design characteristics and intended purpose of equivalent
or similar devices of the same manufacturer, including length of time on the
market and a review of performance, clinical benefit and safety-related issues

and any corrective actions taken.

PR32 2 73 55 ARG PR L &, 0368 60 BmT FAL ) IRURGE AR SR B4 B S AR AT
AREER . ZESE A .

Summary of the benefit-risk analysis and the risk management, including
information regarding known or foreseeable risks, any undesirable side-effects,

contraindications and warnings.

X T2 S AR, AR AR MR B R AT A, B R AR PR
TR BB A 4 SO AT AR, 2 254 B A 23 s AT AR ) B VR AR (5
B B 2 A SRR R B2 . 2H S BN R L AT AR AR DG (R R
BRI MR VRS R, DA SAB NI B8 B 73 e G T 8 B 8 Wi R A5 SR A / 22 4
P FR B I 2 A E 9

In the case of devices that incorporate a medicinal substance, including a human
blood or plasma derivative or devices manufactured utilising non-viable tissues or
cells of human or animal origin, or their derivatives, detailed information on the
medicinal substance or on the tissues, cells or their derivatives, and on the
compliance with the relevant general safety and performance requirements and the
specific risk management in relation to the substance or tissues, cells or their
derivatives, as well as evidence for the added value of incorporation of such
constituents in relation to the clinical benefit and/or safety of the device.

TEAH UL JEAT I % 1 TSI AR DG A 2 s M RE BRI 4136, B 36 A R Bt i
MRIARHERTE RS (CS) » BLERIH AL, XEEFRHER CS iR BAL A7
1 B Bk = I AT 30 FH 22 4 1t A0 e K R o T 2R B U

A list detailing the fulfilment of the relevant general safety and performance
requirements set out in Annex I, including the standards and CS applied, in full or in
part, as well as a description of the solutions for fulfilling the relevant general safety
and performance requirements, in so far as those standards and CS have not or have

only been partly fulfilled or are lacking.

X 1 P U e A S P PRI PR RE e A2 Wi K R PR U B e )52 R A Ao i
5 1 W I PR SRR S R

A detailed description of the clinical procedures and diagnostic tests used in the
course of the clinical investigation and in particular information on any deviation

from normal clinical practice.

s PR IR T )

Clinical Investigation Plan
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I PR 2 TR CCIPD BEREE e PR 1 2 (B R S Al . H AR W&ﬁ?ﬂim‘ AR /K TN
SR ARAF LA L W 5 e FERIRF ) B & A I S P BA5 JE o A X AR 20 BORE DL — 3 B
ML T ERAS, BAE CIP i B .

The clinical investigation plan (CIP) shall set out the rationale, objectives, design
methodology, monitoring, conduct, record-keeping and the method of analysis for the
clinical investigation. It shall contain in particular the information as laid down in this
Annex. If part of this information is submitted in a separate document, it shall be
referenced in the CIP.

3. s

General

3.1 Ef T0(1) K TR Bl R T A PR iR
Single identification number of the clinical investigation, as referred to in
Article 70(1).

3.2 R ESAM S OEE—F P ANRLFR Mtk R T2, WiE
H R N B € e AN IR 5 62(2) 2% AE BR B L)
T RN 111 e

Identification of the sponsor — name, address and contact details of the

sponsor and, where applicable, the name, address and contact details of
the sponsor's contact person or legal representative in accordance with
Article 62(2) established in the Union.

313 B IEHEHU N T BT T DR IR T K45 S A AL 1k
R AR A WU 1 R T R SRR T e #2803 AT 55
R 5T R 58 5T REAE CIP o i B E

Information on the principal investigator at each investigational site, the
coordinating investigator for the investigation, the address details for
each investigational site and the emergency contact details for the
principal investigator at each site. The roles, responsibilities and
qualifications of the various kinds of investigators shall be specified in
the CIP.

3.4, ki PR A 2 I £ LU BA R X 2 A0 N S LA 2 TR TS R B AL T
Y.
A brief description of how the clinical investigation is financed and a
brief description of the agreement between the sponsor and the site.

3.5, SR B R E K LB D5 S e S A PR A A
Overall synopsis of the clinical investigation, in an official Union
language determined by the Member State concerned.

3.2, S¥MMIARIRAN U], G AT ) iE R e E L U AR
BR NARIIRRE S A2 AL AR T S IR ST BN RIE o DA S b ZE ) A F %
WIAIAE P 2256« 7 T S5 SCHR SRR < 2 A5 i PR = 2 A BT R K Jig
TP BLOR -
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3.3.

3.4.

3.5.

3.6.

| EN | B T AR L117/383

Identification and description of the device, including its intended purpose, its
manufacturer, its traceability, the target population, materials coming into contact
with the human body, the medical or surgical procedures involved in its use and the
necessary training and experience for its use, background literature review, the
current state of the art in clinical care in the relevant field of application and the
proposed benefits of the new device.

AR S0 2t B DX RS AT PR 32 7 /L4 7 Il PR ) 2 T el oA 2 U M PR 35 R )
LR
Risks and clinical benefits of the device to be examined, with justification of the

corresponding expected clinical outcomes in the clinical investigation plan.

A i PR S B B BILAT 3 AR R JRE 7T T 56l A 1A 780 4 S A28 F 15 B
Description of the relevance of the clinical investigation in the context of the state
of the art of clinical practice.

Wi PR 8 25 140 H AR AT AR 2

Objectives and hypotheses of the clinical investigation.

e R B BTt B LR 2 0 AT FE P AN Rk (3 24 UE B .
Design of the clinical investigation with evidence of its scientific robustness and
validity.

3.6.1  EAGRE, WlESRA, IF U R VEOT T ) b RE % Tk
Apl. AEKIEHMEH.
General information such as type of investigation with rationale for
choosing it, for its endpoints and for its variables as set out in the clinical

evaluation plan.

3.6.2 I PR A v s AR BRI Y ik AT AT LT S5 BRI AR ] At 2 i 24
ARG R
Information on the investigational device, on any comparator and on any

other device or medication to be used in the clinical investigation.

3.6.3  ZAHEMKMMEE . AR, FEFRAREREL, T HAR ARERI0T
RNFAEK, L (i@ h]) prid K gs#h 2B HoemfE e, Bl
He JLE. REIRTE. BENE.
Information on subjects, selection criteria, size of investigation population,
representativeness of investigation population in relation to target
population and, if applicable, information on vulnerable subjects involved

such as children, pregnant women, immuno-compromised or, elderly

subjects.
3.6.4  REREMDIWZE (BIHANFENLAL ) 75 R A T8 78 VR 2% R 3R 1 4 2
ITELEME B

Details of measures to be taken to minimise bias, such as randomisation,

and management of potential confounding factors.
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3.7.

3.8.

3.9.

3.10.

3.11.

3.12.

3.13.

3.14.

3.15.
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3.6.5 Wil PRI A AR SR I RIERE AN Wi iR iU, R4S ) 9 5 1 i PR
SRR I A A 22
Description of the clinical procedures and diagnostic methods relating to
the clinical investigation and in particular highlighting any deviation from

normal clinical practice.

3.6.6 W,

Monitoring plan.

Geit T RS, IR BB, WA TR (ERD .
Statistical considerations, with justification, including a power calculation for the

sample size, if applicable.
B
Data management.

Xt CIP FUEfMEE R -

Information about any amendments to the CIP.

FEVA BRI BRERANE B CIP (AR i 22 L K WA 25 11 CIP # e AR IR BUR

Policy regarding follow-up and management of any deviations from the CIP at the

investigational site and clear prohibition of use of waivers from the CIP.

XF M) BT 5 1) 2 1 Xk S A ) A P S 068 e PR 1 v 5 P 253 B T R A S
TRIERAE T SV 2 B e e ) 2R

Accountability regarding the device, in particular control of access to the device,
follow-up in relation to the device used in the clinical investigation and the return

of unused, expired or malfunctioning devices.

AP RN B B A VAR F RN L (i R 6 ot 4 PRRYE ) DA S
L EL SR A A B

Statement of compliance with the recognised ethical principles for medical
research involving humans, and the principles of good clinical practice in the field
of clinical investigations of devices, as well as with the applicable regulatory
requirements.

Xt A R R AR B

Description of the Informed consent process.

AR, AR A R R F AR X s AR . R
A [A] £
Safety reporting, including definitions of adverse events and serious adverse events,

device deficiencies, procedures and timelines for reporting.

SEA BT IN I R A 2% 16 2 S5 0 S B AT ERER L 0T R R 1 R A Y
S AT ERER , DL SR 32 1 BEAT BRER (0 v DU AN GRS o X TR AN
I3 S W DV G IRCRTIB =R G

Criteria and procedures for follow-up of subjects following the end, temporary halt

or early termination of an investigation, for follow-up of subjects who have
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4.1.

4.2.

4.3.

withdrawn their consent and procedures for subjects lost to follow-up. Such
procedures shall for implantable devices, cover as a minimum traceability.

3.16. Wil PRI &S5 AR 2R FH T L L H U], BRI E 25 1 I R 2 A
B B IT A IR U SR IR, FRAT BN B AR A 0 B
A description of the arrangements for taking care of the subjects after their
participation in the clinical investigation has ended, where such additional care is
necessary because of the subjects' participation in the clinical investigation and
where it differs from that normally expected for the medical condition in question.

317, ARMEEE T E LS 1T b Ao B2 RGP DU o) M P R 2 4 7 A A 5 R
3 TH F LR
Policy as regards the establishment of the clinical investigation report and
publication of results in accordance with the legal requirements and the ethical
principles referred to in Section 1 of Chapter 1.

3.18. I ARFITNERFIESIZR, B B 50 i a5 1B AR R T BERHAIE o
List of the technical and functional features of the device, with specific mention of
those covered by the investigation.

3.19. &% HH.
Bibliography.

Hitfs B

Other information

P T i3 1 2 P A R B AR N BGE N2 5 (s B, A R T Il PR O 2 P IR 5 1) 5 T
A, PRSI ) H AR T T AT A B 2 A S TR RE R, IR BN il PR T i
W75, CR I VI TR & ok DR 32 18 g RN 22 42
A signed statement by the natural or legal person responsible for the manufacture of
the investigational device that the device in question conforms to the general safety
and performance requirements apart from the aspects covered by the clinical
investigation and that, with regard to those aspects, every precaution has been taken
to protect the health and safety of the subject.

MR SR EME (E D A2 — MR B R A 2 R WAIA . AR 9 [ 2K
FEHE, AT BEARZ RIERMN IS B R RS KR U, NAE SRS Ja KR AL
—IME B B 2R LRI A .
Where applicable according to national law, copy of the opinion or opinions of the
ethics committee or committees concerned. Where according to national law the
opinion or opinions of the ethics committee or committees is not required at the
time of the submission of the application, a copy of the opinion or opinions shall be
submitted as soon as available.

EZREZ RN G F IO, RS 69 AN R 1 E SR H R E #3814 AR Bk
[GEESTIE AN
Proof of insurance cover or indemnification of subjects in case of injury, pursuant
to Article 69 and the corresponding national law.
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44, FTBASEREK SO, 05 B E BRAFE Rt
Documents to be used to obtain informed consent, including the patient information

sheet and the informed consent document.

4.5 UBIST R TS NBURHRI AN GRS & PR K 22k, )2«
Description of the arrangements to comply with the applicable rules on the
protection and confidentiality of personal data, in particular:

- NSRBI AN« PR KA T SR R I A B TR R A N B
BHITAE th 22U HoAR 22 4
organisational and technical arrangements that will be implemented to avoid
unauthorised access, disclosure, dissemination, alteration or loss of

information and personal data processed;

- OUTRRRZ A B A SR LA N TR R S 1T St 0 £ e ) 5 5
a description of measures that will be implemented to ensure confidentiality of
records and personal data of subjects; and

- TR R A 2 A TR R R B I, DAY T RE A A B
a description of measures that will be implemented in case of a data security

breach in order to mitigate the possible adverse effects.

4.6.  FORSCAFHATERAETT, a0 AE 8RS 2 A/ BEOCA Bk E T AR T ) B R AR
REFE AR, MERHERIER.

Full details of the available technical documentation, for example detailed risk

analysis/management documentation or specific test reports, shall, upon request, be

submitted to the competent authority reviewing an application.

gFimE
CHAPTER III

EVIYN:EY BE
OTHER OBLIGATIONS OF THE SPONSOR

Lo FIPNRARVEGRSE ) [ 5K E A 2 R iR (0 @ BT SO, UME AR 26 11 &b i

RSO R RS o #7 I AR AR ST AR I ] 88 T B AR NBTE N, X — X
AT i I N E BB AT .
The sponsor shall undertake to keep available for the competent national authorities any
documentation necessary to provide evidence for the documentation referred to in Chapter
IT of this Annex. If the sponsor is not the natural or legal person responsible for the
manufacture of the investigational device, that obligation may be fulfilled by that person
on behalf of the sponsor.
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The Sponsor shall have an agreement in place to ensure that any serious adverse events or
any other event as referred to in Article 80(2) are reported by the investigator or
investigators to the sponsor in a timely manner.
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The documentation mentioned in this Annex shall be kept for a period of at least 10 years
after the clinical investigation with the device in question has ended, or, in the event that
the device is subsequently placed on the market, at least 10 years after the last device has
been placed on the market. In the case of implantable devices, the period shall be at least
15 years.
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Each Member State shall require that this documentation is kept at the disposal of the
competent authorities for the period referred to in the first subparagraph in case the
sponsor, or its contact person or legal representative as referred to in Article 62(2)
established within its territory, goes bankrupt or ceases its activity prior to the end of this
period.

4. EBPAPAEA— ML T AN R 5, DA OR A I CIP. Clln AR5 5=
BRI AR BRI AT
The Sponsor shall appoint a monitor that is independent from the investigational site to
ensure that the investigation is conducted in accordance with the CIP, the principles of
good clinical practice and this Regulation.
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The Sponsor shall complete the follow-up of investigation subjects.
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The Sponsor shall provide evidence that the investigation is being conducted in line with

good clinical practice, for instance through internal or external inspection.

7. EBRANGE - HIRRRERS, ikl M ESEE BN AR
The Sponsor shall prepare a clinical investigation report which includes at least the
following:
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Cover/introductory page or pages indicating the title of the investigation, the
investigational device, the single identification number, the CIP number and the
details with signatures of the coordinating investigators and the principal
investigators from each investigational site.
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Details of the author and date of the report.
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A summary of the investigation covering the title, purpose of the investigation,
description of the investigation, investigational design and methods used, the
results of the investigation and conclusion of the investigation. The completion date
of the investigation, and in particular details of early termination, temporary halts

or suspensions of investigations.
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Investigational device description, in particular clearly defined intended purpose.
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A summary of the clinical investigation plan covering objectives, design, ethical
aspects, monitoring and quality measures, selection criteria, target patient
populations, sample size, treatment schedules, follow-up duration, concomitant
treatments, statistical plan, including hypothesis, sample size calculation and

analysis methods, as well as a justification.
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Results of the clinical investigation covering, with rationale and justification,
subject demographics, analysis of results related to chosen endpoints, details of
subgroup analysis, as well as compliance with the CIP, and covering follow-up of
missing data and of patients withdrawing from the clinical investigation, or lost to

follow-up.
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Summary of serious adverse events, adverse device effects, device deficiencies and

any relevant corrective actions.
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Discussion and overall conclusions covering safety and performance results,
assessment of risks and clinical benefits, discussion of clinical relevance in
accordance with clinical state of the art, any specific precautions for specific patient
populations, implications for the investigational device, limitations of the

investigation.
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B3 XVI
ANNEX XVI

HEH 1 (2) FHHTRTBET B #1775 AT 5
LIST OF GROUPS OF PRODUCTS WITHOUT AN INTENDED MEDICAL
PURPOSE REFERRED TO IN ARTICLE 1(2)
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Contact lenses or other items intended to be introduced into or onto the eye.

2. I e e E B AR AL TR G045 ) T SRR B TN AR AP
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Products intended to be totally or partially introduced into the human body through
surgically invasive means for the purpose of modifying the anatomy or fixation of body
parts with the exception of tattooing products and piercings.
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Substances, combinations of substances, or items intended to be used for facial or other
dermal or mucous membrane filling by subcutaneous, submucous or intradermal injection
or other introduction, excluding those for tattooing.
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Equipment intended to be used to reduce, remove or destroy adipose tissue, such as
equipment for liposuction, lipolysis or lipoplasty.

5. ORISR HMARST (i, Z0AMZR. R WORAIERSN D TR AR EREAT RS L
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High intensity electromagnetic radiation (e.g. infra-red, visible light and ultra-violet)
emitting equipment intended for use on the human body, including coherent and
non-coherent sources, monochromatic and broad spectrum, such as lasers and intense

pulsed light equipment, for skin resurfacing, tattoo or hair removal or other skin treatment.

6. T I FL UL BRI B B 3 2 8 P SRAB ORI P B 22 e id 31, AU 8 14
Ao
Equipment intended for brain stimulation that apply electrical currents or magnetic or
electromagnetic fields that penetrate the cranium to modify neuronal activity in the brain.
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