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Guidance on harmonised administrative practices and alternative technical solutions until EUDAMED is fully functional
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INTRODUCTION  Hij# %
Article 33 of Regulation (EU) 2017/745 on medical devices' (MDR) requires the Commission to set up a European database on medical devices (EUDAMED’).

According to Article 33(2) of the MDR, Eudamed will be composed of six different electronic systems (so called ‘modules’), which facilitate the collation and processing

of information under the MDR regarding the registration of relevant economic operators (actor registration), devices and systems and procedure packs (UDI), notified

bodies & certificates, certain aspects of conformity assessment, clinical investigations, vigilance and market surveillance as well as post-market surveillance.
EEFRbEEIC B9 2 B (EU) 2017/745 D% 33 55 1 (MDR) (3, BMEZB S EREGRICEET 207 — 2 ~—2 (IEUDAMED)) #&iET 52 & 28K LTw
¥9, MDRD¥ 335 (2) ick 2% &, Eudamed i3, 6 2ORLZET VAT L (0WbWw3 [V a—n]) I, MDR ICitw, RIFEEEOER (774
—BE), FAAB LU AT AETICTFIS 2 (UDD, notified bodies 3 X UL, HAMEFM OB OMIE, HFkaS | Wil 1t s X ol
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On 30 October 2019, the Commission published a notice? by which it concluded that the full functionality of EUDAMED requires the availability and full operation

! 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. 1-175.

2 https://ec.europa.eu/growth/sectors/medical-devices/new-regulations/eudamed_en TAFF]HE
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of all six modules, both individually and jointly. The notice foresees the launch of EUDAMED for May 2022, which correlates with the date of application of Regulation

(EU) 2017/746 on in vitro diagnostic medical devices® (IVDR). In this regard, it is important to note that the official launch of EUDAMED in May 2022 does not

affect the date of application of the MDR on 26 May 2021.

2019 4% 10 A 30 H. BINZEEZIE. EUDAMED O2BEREICIE. fE5E K OEFE DML T, 6 DDEY 2 — /LT X TOA ML ERRBIERLETH 5 L f5wmfTiT 7
W ZRB L7z, Z o, 2022 455 4 @ EUDAMED O EiF 2 BEL TRV . Zhiud, A2 EREE: (IVDR) (2928l (EU) 2017/746 DEM H &
BEL TS, ZOMRT, 2022 4 5 4D EUDAMED O IEAZRN. EFIE, 2021 45 /] 26 H O MDR O HICHEEEZ G202 LICERT L2 ENHETH D,

Article 123(3)(d) MDR addresses the possibility that EUDAMED is not fully functional on the date of application of the MDR (26 May 2021). Accordingly, the
obligations and requirements in the MDR 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) — notice of full functionality of Eudamed. Until EUDAMED is fully functional, the MDR stipulates that 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 of Article 123(3)(d) regarding

the exchange of information.
%123 %% (3) (d) MDR Tix, MDR ®iEHH (2021 455 A 26 H) |2 EUDAMED M358 22 HERE L 72 WV ATREMEIC AL L T D, L7223 > C, EUDAMED (ZB8#9 %
MDR DOFH & EfE, 534 5% (3) [T STV 2% (Eudamed DEFEEEDEE) OFITHNDL 6 MHKO BN OIS D 3%, EUDAMED 2584
(ZHERET 2 £ C. THHMASHICEET 255 123 55 (3) (d) DEIEIZED bAVe&wB 2 K7 B L. 545 90/385 / EEC 3 L1 93/42 / EEC O Xt d 2 HED 51 & fe
TWHENDZ L% MDRITHEL TV D,

In addition, Article 123(3)(e) MDR clarifies that Article 29(4) MDR on the registration of devices, and Article 56(5) MDR on the registration of certificates, start to
apply 24 months after the date of publication of the notice referred to in Article 34(3) MDR.

SHIZ, 1235 (3) (¢) MDRIZHLNIZLTWD Z &iE, T34 ZAOREIZET 5% 29 & (4) MDR, B LU
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W

RSB 55 56 5 (5) MDR %, 34 5
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3 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, OJ L 117, 5.5.2017, p. 176-332.

* 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. 17-36

5 Council Directive 93/42/EEC of 14 June 1993 concerning medical devices, OJ L 169, 12.7.1993, p. 1-43.

Copyright © OfficeVillage 2021



Article 122 is outside scope of this guidance.

FI22R0F, ZOHA X U ADHFHBNTH 5,

SCOPE  #iPH
This document provides guidance to Member States and other relevant parties on the application of certain MDR provisions during the absence of EUDAMED. To

that end, this guidance intends to describe harmonised administrative practices and alternative technical solutions for the exchange of information until EUDAMED

becomes fully functional.
ARIFE(L, EUDAMED 73 72 W R ORFE 0 MDR SR DTE NI T2 I A & 0 2 & I E R L OZ OO BERE RIS 2, Z070I12, KA 2 A%, EUDAMED
DESERITHEET D L D127 D £ T, HFMAHD IO OFIFID & 7o B EEIT & RBEOHINTAR R ZHH T2 2 LA HIE LTV 5D,
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The proposed practices and solutions aim to enable Member States and other relevant parties to meet their obligations under the MDR effectively while minimising
any potential additional burden on the parties concerned. This guidance addresses in particular cases where the exchange of information would be difficult, or even
not possible, to achieve based on the corresponding provisions of Directives 90/385/EEC and 93/42/EEC. In doing so, this guidance takes into account the decision
of the Medical Device Coordination Group in its meeting of 12 March 2020 where the group agreed that the Commission makes available to Member States each

EUDAMED module as soon as it is operational. This approach also has an impact on the means by which relevant information collected under the MDR will be made

available to the public, which shall take place on a gradual basis.

REINMEIT L REREIE. MYEE L thoBEY 2. BRYEE ~OBENZEMAEZ 5/NNRBICHI 2 2285, MDR ICED K 2RI R 23 2 & & AlhE
KT ex%HMNELTWS, KAEA X2, 54 90/385 / EEC 5 X 1893/42 / EEC OMGT 2 HUEICH D W T, [HHROKELZER T 5 & & W F 72 13 47]
RECIADIFEDHEICHNLS 2, 25T 252 LT, AHA X RiE, 2020 4£ 3 H 12 HOXECOERKEGEFE SV —TORELZFRBICANT NS, Jr—7
3. RESH% EUDAMED £ 2 — A 2@ AMGEIC 2 O KEEMBEEICIRMt T 2 C L 1A E Lz, 2D T 7 r—F13, MDRICHED W TIUE & n7- BlEEHR % — % ic
KT 2 FERICOHE R RITT, THIFEBENICITONS,

The proposed practices and solutions set out in this document do not affect the general obligations of the parties to comply with the requirements under the MDR,

including those contained in the provisions referred to in Article 123(3) letters (d) and (e) MDR.
ARLEICTEHIN TV AIREINTZIBITB LOMIREIL., F 1235 3) (d) BXY (o) ITHHE SN TWARBIZEEND HDEE D, MDR ICHED B4 574
HUBEEFEDO R RBE I BEE 525D TR,

Whenever this guidance makes reference to CircaBC® as alternative solution, the Commission and other relevant parties should endeavour to make use of already

existing CircaBC directories to the extent that this is possible and appropriate.
COHNAXVYABRREY YV 2a—2ave LT CircaBC6 ICEMT 25&IFHIC, MMNEZEERB L2 OfoBE Y EE L, A n[EEd D@ Y] 2 HiPH <, BEfFD
CircaBCT 4L 27 PV ZFHT 2L 5B0IETH S,

Parties should also take note of the MDCG Position Paper on the use of the EUDAMED actor registration module and of the Single Registration Number (SRN) in

¢ https://circabc.europa.eu/faces/jsp/extension/wai/navigation/container.jsp
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the Member States.”
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in Part B of Annex VI related to that device.

1 BEEEIL, W AZ L AL RSN ORERE BT 5R0C,
27 S5 2 HITHUE SNT-FAITHEEROBLEITHE N, MEE VI /N—
F CICEZESNT L HITHAD UDI-DI ZHEERICEI 0 YT, MEE
VI O/3— | B ITHE STV D Yzt B 2 2 oo =27
T—HEHR LI, UDI 7T —F =R LR i e 6720,

2. Before placing on the market a system or procedure pack pursuant
to Article 22(1) and (3), that is not a custom- made 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.

2. BEEFOSARANEITENG, 8522 555 1 HIB L0 3 I

H1-41H

Eudamed THERENFIHFTEEIC 2 D &3 <UD,
Eudamed D&FEREDEHI A S HRETTH > T
by VAT LET S ADBEIHEMNTE B,

Nevertheless, manufacturers should refer to the
national provisions in Member States establishing
product registration schemes.

TS b 63, USSR E, R REA F —
LN L TOW S IMEEOENBREZ SR 544
b D,

Manufacturers should note that the obligation of
UDI assignment (Basic UDI and UDI-DI) to a

Article Provisions related to the use of EUDAMED (as referred to in Art. 123(3)(d) | Alternative solutions to submit and/or exchange | Responsible actor(s)
EE| MDR) information (as required under the MDR) B EE

EUDAMED O HIC B3 2 HE (55 123 % (3) (d) MDR TEK) | Bl EZRHB L OVEL I T 57200V U

2—3 a2 (MDR CEREShL5E

Article 29: 1. Before placing a device, other than a custommade device, on the | Paragraphs 1-4: Manufacturers
Registration of | market, the manufacturer shall, in accordance with the rules of the | As soon as the functionality is available in Eudamed, | (device registration,
devices issuing entity referred to in Article 27(2), assign a Basic UDI-DI as | the system may be used for registration of devices | assignment and
%29 & defined in Part C of Annex VI to the device and shall provide it to the | even before the notice of full functionality of | labelling)
2R D B Gk UDI database together with the other core data elements referred to | Eudamed has been published. pubcEoea

(P iix, HF0 4
THEEINY >
7)

7 MDCG 2020-15.
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YL L CH AL DA A RSN DV 2T NFE T ITE Ry 7 % |
T DN, FITHEEROREIHE > T, JeAD UDI-DI % & AT A
FITALE S 7 ZEN0 T fEE VI 2N— |k BRSNSk
VAT NETATGE Ny 7 \ZBEE T 5 E O a7 T —Z g L I
\Z. T3 % UDI 7 — & _— AT L 22 AR B 70,

3. 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.

3. BIBICHLE STV A RSOV, NB T, MBS XIT & 1 &
% 4 FiD@IZHE > THIT SN TRBEEEO A D UDI-DI O A5
O, MtEE VIS— b ADF 22 {ilCHESNIFRP/IELN & %
Eudamed [ZBWTHERE L2R2ITIUT R B 720, MaZadilb &3 81T S 4
Tote, ROEFER L, Wiz LT 212, MEE VI DO/S— K BIZH
EINTVD YR ST 2 2 oo a7 7 — 2 3 LT,
FR® UDI-DI % UDI 7 — & ~— R L 22 T Ui 7e B 720,

4. Before placing a device on the market, other than a custom-made

device, the manufacturer shall enter or if, already provided, verify in

device applies from 26 May 2021 (Art. 27(3) MDR).
Labelling requirements apply gradually, starting
from 26 May 2021 (Art. 123(3)(f) MDR).

FLESEE 1T, T3, A~ UDI 1 24T (JEA UDI
F LUV UDI-DI) DOFH2S 2021 45 A 26 HxHiE
HENDZ LICERTLI2RERDHD (275 3)
MDR), 7 ~/UAHF BRI, 2021 25 A 26 Hir D
rxlCEH 5 (Art.123 (3) (f) MDR),
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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.

4. BUEZEAT, W AZ DAL FRESRUSNA OSSR Z BT 50, [t
JBEVI A= M AF2H (2720, 205 2. 2 Bk IChES
NTW L% Eudamed I AT L, F723BIcEE S h TV 556
(T ZAVERRRE L. T LA 2 B IS ORTRIZ L TR 72T
LR B 720,

Article 31:

Registration
of
manufacturers ,
authorised
representative s
and importers
531 54
RERE | BT
REANB LT
LN E R
£

1. Before placing a device, other than a custommade 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

1L AL B AA NgERUSN O 2 B 2a0c, fEEE, el

PR KO AER L, BT D701, EE VI S— b A% 1

(CBUE S Z 5 30 RICHESHTIZE AT AT ATHEH L2

AN ECASP AN

[-]

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.

55 52 ZRICHERL L C AR TR NB OB G2 MEH L T 556

(3. FEE VIS— b A1 FICHE Sz ffiid, NBIZHEET %

ATC, B AT AlRtEn 2T hde bwn,

2. [

number (‘SRN’) from the electronic system referred to in Article

] the competent authority shall obtain a single registration

Paragraphs 1-3:

As soon as the functionality is available in Eudamed,
the system may be used for the registration of
manufacturers, authorised representatives and
importers even before the notice of full functionality
of Eudamed has been published. Nevertheless,
manufacturers, authorised representatives and
importers should refer to the national provisions in
Member States. Please refer to MDCG Position
Paper on the use of the EUDAMED actor
registration module and of the Single Registration

Number (SRN) in the Member States.

B1-3 1

Eudamed DFERED M FIREIC 72 U K5, Eudamed
DEFEREDHHB NI NDZHAITH - ThH , BESE
BHOEEMREA, BLXUOWMAETEOEFRKICZ DY X
TLXMATE 2, Zhichrrbod, BiEE
B FEERMAS X O AEE X, MEEOENE

Economic operators
(registration)

PR ()

Member

(issuing)

IR
(F&17)

States
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30 and issue it to the manufacturer, the authorised representative
or the importer
2.5 30 RICHESNT-BE AL AT ANLHE—BE#%E5( I[SRNJ )%
AFL, ThaibEEs, EERBEAEITmMAEE~FITLRT
AN ECANCRAN AR

3. 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.

3MUEREE L, BB 29 RICHESS BHE LT 701, WA MR

B L Eudamed ~D7 7 & 2% NB IZIKHHT D BRI, SRN 2/ L

TR B0,

ExRZIRT 2080 H 5, EUDAMED 7 7 2 —%
EY 22— LBIUOMBECTCO B —&KxES
(SRN) offifjic o Tid, MDCG £V g v
—N—%ZWT L L,

Article 32:

Summary of

safety and
clinical
performance
532 54
e LW
i IR M g oD 2
4

1. 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.

1. W AZ DAL R F 72 TIR BRI LA O B 3 BLIABE &R 6 K
O 7 A1 #es & LTSN YA, BEER L, Zetis IO
BRIRMERE D LK) & R L 722 1T U B 72V, 2 aihds KO IRMERE

Paragraphs 1:

The SSCP shall be made available to the public upon
request without undue delay or the manufacturer
shall specify where it is made available to the public.
As soon as the functionality is available in Eudamed,
the system may be used for the upload of the SSCP
even before the notice of full functionality of
Eudamed has been published.

51

SSCP [FERITIE U TEM 72 < ARICABA S 4, &
T2 BUEEH I & TARICAFEN D N EIRET
5HD LT 5, Eudamed THEREIFIH AIHEIZ 72 D

W5 Eudamed DO SFEREDBHIN A SN DHHITH
S5Th, YAT L% SSCP DT v 71— RIZHEHT
&2,

Manufacturers

BLEEH

Notified Bodies
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DERE, BRTL2HEMEL LO, BHET 254613, BT LT
DY TV HIETRE S, Eudamed #5 L CTARDBFIH T 5
IolzEnpirnidie b, ZatER JORRIRMERE O B O Fifg
13, 5 52 ZRICHESL L CE S PERFAT (2 BI4> % notified body (24 &4
55(%0)*%'(“2% Y | notified body (Z & > TZ4 N wéhiﬁ T
X722 5720, EOZUMEOMER% . notified body X, AREK S
Eudamed |27 v 7' 1m— R L7ART UL 67220, BEEFIL, 701
FEIFEBIEREIC AR DO AFLRERR LT HUEZR 5720,

2. The summary of safety and clinical performance shall include at
least the following aspects:

(a) the identification of the device and the manufacturer, including

Paragraph 2:
Please refer to alternative solution for Art. 31.
W2 BN KORBEY Y a—va 2R T5

the Basic UDI-DI and, if already issued, the SRN; Z &

[-]

2. 2R LOERMEREOERIZIX, D72 &b ROMEEZE O

TR 5720,

(a)Bitdnds L OMBLESEE ORIIE A, A D UDI-DI 3 X OBEIC#AT

SITWEGAITEL SRN 25
Article 33: [---] Paragraphs 2 and 4:
European 2. Eudamed shall include the following electronic systems: The submission of the different sets of required
database on | (a) the electronic system for registration of  devices referred to in | information will become possible on a voluntary
medical Article 29(4); basis from the date when the Commission makes
devices (b) the UDI-database referred to in Article 28; available the respective EUDAMED module (see
33 5% (c) the electronic system on registration of economic operators | introductory text).
RO = % 25 | referred to in Article 30; E2HEB LIOE 4 1H .
F— B _R— 2 (d) the electronic system on notified bodies and on certificates | FRINZE BN ZNEH D EUDAMED £ 2 —/L %

referred to in Article 57;

(e) the electronic system on clinical investigations referred to in

FIAFBEIC LI H D, M%rﬁc%i&@éié“iﬁt
v NOFEHN B FMIC 272D BN TFA &
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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.

[-]

2. Eudamed |3, ROEF T AT La@dERITNITR LR,

()% 29 55 4 TIHIE SN TV D3RRI BI T 2 v A T A
(b) 5 28 SRICHE SN TV D UDI 7 — 4 — 2

(O 30 FRITHEIN TV HRFFEEOBEKICET BTV AT
N

(d)#5 57 SITHIE STV 5 notified body 36 & OFRFFEICET % &
T AT A

()2 73 FRITHIE SN TV HERARRBRICET 2E A7 A

() % 92 RITHE SN TV S ERE IO R GHEICET 5%
AT I

(25 100 RITHE SN TV D TEHAICET 2B AT 4

4. 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.
458 2 HIZHE SN TWAET VAT AMIET L FREICED HNT
LI olz, =%, IMEAE. notifiedbody, #RFHFEHL LW
%%Wﬁﬁ_iof&mmmmﬂﬁéﬂﬁihiﬁb&m RN 2=
2%, Budamed OfEHFE T3 L CHANAF L OVER EOSR 4 2
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L2 iF 7 6720,

Article 40: [---] Paragraph 2: Commission
Nomination of | 2. The Commission shall maintain a list of the experts nominated | The Commission has made available the list to | (CircaBC)

experts for joint | pursuant to paragraph 1 of this Article, together with information on | Member States by means of a dedicated secure | FRINEEH S
assessment of | their specific field of competence and expertise. That list shall be | directory in the Communication and Information | (CircaBC)
applications for | made available to Member States competent authorities through the | Resources Centre for Administrations, Businesses

notification electronic system referred to in Article 57. and Citizens (CircaBC).

5540 55 2BMEZEB ST, AREOH 1 HIZE SO TEMENHMZEDO Y | §21H

WEIHGE O | 2 h a2 REORESEORES B L OEMMEICET O HR L & | INEZERIT, T8, 2%, RO O@EFH

[ REAf D 72 8 | BITREFLRT IR SR, AV A NI, FSTRICHESATY | VY =2 ¥ —(CircaBCOOEMOLELRT 4

DEMEOA | 2E VAT L& LTUNESEOBGIYHAFHTEL L9l | b7 MY AFEHLCTOMBEERY X Fh&2FHTE S

i IRT UL BT, Kot

Article 42: [---] Paragraphs 4, 7 and 8: Commission
Designation 10. When publishing the notification in NANDO, the Commission | %5 4 I, %5 7 THI L OV 8 TH . (CircaBC, NANDO
and shall also add to the electronic system referred to in Article 57 the | The relevant documents mentioned in paragraph 4, | publication)
notification information relating to the notification of the notified body along with | and the opinion and responses referred to in | BRINEE S
procedure the documents mentioned in paragraph 4 of this Article and the | paragraphs 7 and 8, are made available by means of | (CircaBC, NANDO
542 5 opinion and responses referred to in paragraphs 7 and 8 of this Article. | a dedicated secure directory in CircaBC (organised | ¥1T)

fRER Lo | [] by the Commission).

O TFNE 10500 Z5 22515, NANDO (Z3@H1 & AR 4 2 BRIZ, notified body @ | %5 4 TETE RS LT\ 2 BECE, 5 7 HB L O

HANCET A1EHE . REHEOE 4 HICHEIN TWHICE, EW
WCARKREORE THBIOE SHEICHESIN TWAIERBIOHE L
CHIZ,BSTRICHAE SN TWDAEF T AT HTBEM LR T2
SR AN

BIETEMEINTWEER L MIEIL., CircaBC (BX
MNBESVFEM) OFHHORERT 4L 7 PYICk
> CTHIHA[REIC 72 % 6

Paragraph 10: The publication of notifications
continues to take place via NANDO

5510 I ¢
WHDFEITIZ, NANDO %41 LTl &fe&iThh
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%
Article 43: [---] Paragraph 2: Commission
Identification 2. The Commission shall make the list of the bodies notified under | The information continues to be a made available | (NANDO
number and list | this Regulation, including the identification numbers that have been | via NANDO. publication)

of notified
bodies

43 4%
notified body @
e Al & 5 s K

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 kept up to date.

92 I
THHRILE] Z %X NANDO Z 41 L TR AlREIZ 72 B

KN ZEE S
(NANDO %47)

WY R b 2 MZE R 21T NANDO (2BW T, ABANZE SV T@Mm S Lz
notified body ™ Y A k (notified body (Z#| V) 4T LN 7-i#BHE 5, A
BRI TER SN @S MERAGEE), @ S o as O 2 5 1)
Z—MICAB L id e 6700, AU A BEL 557 RICHES 1L
TWLEF VAT AIBWTHARS TR 60, BRINZE
BT, VAR FICERFTORETH D Z & 2 RGELR TR D
AT
Article 44: [---] Paragraph 12: Member States
Monitoring 12. [+-] The summary of the report shall be uploaded to the electronic | Member States should upload the reports to the | (CircaBC)
and re- | system referred to in Article 57. secure directory in CircaBC referred to under the | I & [H
assessment of | 12. 45 EOERIT. & 57 FLICHESNTWBEFT AT AIZT v | alternative solution for Article 42. The Commission | (CircaBC)
notified bodies | 7' — RIN72 i 1LiE7e 5720, should make available to the public the summaries | Commission (data
of the reports. upload, medical
%12 E devices Europa

MERAEE, 2 42 ZOoREY Y 2= arTEK
ENTWA CircaBC DL T 4 L7 FUIZLR
— Ty T —RTLO0ERDH DL, KINEES
X, VAR— FOERIZ —RICAHT D LER D D,

website publication)
KRINZE B &
(F=277a—F,
EEHER EU v 7
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Y4+ ARK)

Article 46: [---] 7. In the event of restriction, suspension or withdrawal of a | Paragraph 7: Member States
Changes to | designation, the authority responsible for notified bodies shall: The information in relation to requests for | (communication )
designations 7. FBEDOHIIR, —FHEIEE 72X LM Thiv7z4 . notified | suspension or withdrawal of certificates is managed | JN¥E 4 [E
and body (ZxF L CEMEZFOYRIL, L FOFEEZITH21THL72 57 | at national level. The obligation to inform the | ()
notifications UV, competent authority for medical devices of the
46 5 [---] (d) enter into the electronic system referred to in Article 57 | Member State in which the manufacturer has its
f8 & F &£ Vil | information in relation to certificates of which it has required their | registered place of business should take place by
O suspension or withdrawal; suitable communication channels (e.g. secure

(d) s 1 F - 1T B0 1 L A2 sk U- e o B3 A 4 & 57 | directory in CircaBC or e-mail). Information shared

FIHESNTWDIETFVATAICANTHZ &, by electronic means should be encrypted whenever

(e) inform the competent authority for medical devices of the Member | possible.

State in which the manufacturer has its registered place of business | 5 7 I :

through the electronic system referred to in Article 57 of the | #halkiy D — {5 I E 72 1XH Y 1H L O ZERIZEIE 3

certificates for which it has required suspension or withdrawal. That | 21F#HI%, E L~V TEHIND, BUEEENH

competent authority shall take the appropriate measures, where | #k S AV FZEFT 2 A3 5 N0 [E O E s O il

necessary to avoid a potential risk to the health or safety of patients, | 2 JHIZ B T 5 FH X, WU R @EE T ¥ * /L

users or others. (CircaBC D277 4 V7 NY £7213EF A —

[-] NI E) TR TITONDVERH D, BEBFHIF

() —WHEILEIIWMV I LA NE L THRAEL, 6 57 FIHE | BICK > THA SN D HHRIT, FTHEZRIR Y B 57

ENTVWEIEF VAT LAZEU T, MBI NG FETE2HT D | DBRERD D,

IR E O BEFEIR OIS Jm~@aT 25 2 &, SEHARIY /I, A

F. A 2 OMOE OWEEEE T IX L R~DOEER Y A 7 Z[alkE

T2 IO 2R E) 72458 A5 U2 T TR 57220,
Article 53: | [--] Paragraph 2: Commission

Involvement of

2. The notified body concerned shall, by means of the electronic

Notified bodies should wupload the required

(CircaBC, template)
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notified bodies
in conformity
assessment
procedures
in conj. with:

Section 4.3 of

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.

2.44%% notified body I&, BWAEMEFHMIZEET HREZ FI RIS, 5 57
FIHESNTVDEF VAT L EANT, HEEZERY T 5 R

information to a dedicated secure directory in
CircaBC, using a pre-defined template as soon as it
becomes available (organised by the Commission).
The required information may also be made
available via a national system, provided that

compliance with requirements on notification of all

KRINZE B &
(CircaBC, 7 v 7L
—b)

Notified Bodies (data
upload)

Notified Bodies

Annex VII HEFITOWVWT, o notified body (ZiB %1 L 722 1T #Lid7e H 720, other notified bodies is ensured. (F—HT7 v 7 a—
55 53 %% 552 )
notified body notified body (X, MERFHRAFIHFIREIZ /2 D RE
i A PERE A (KM ZEERD M), FRIERSNTT VT L—
NEA~ DB N&fEH LT, CircaBC OB ORERT 4 L7 b
Annex VII 4.3 V7 vy 7a— RT3 0ERDH L, odT~To
HePELT notified body ~ DS B2 BEE~ O HEHLASRAE
ENTWOEAIF BERFEREZE DL AT LEIr
LTHIHTED L2526 TE D,
Article 54: [---] Paragraph 3: Commission
Clinical 3. The notified body shall notify the competent authorities, the | Notified bodies should notify the relevant parties by | (CircaBC, template,
evaluation authority responsible for notified bodies and the Commission through | uploading the required information to a dedicated | expert panel
consultation the electronic system referred to in Article 57 of whether or not the | secure directory in CircaBC, using a pre-defined | platform)
procedure for | procedure referred to in paragraph 1 of this Article is to be applied. | template as soon as it becomes available (organised | BRJNZEH %

certain class III

and class IIb
devices
554 5%
772 1 B&
W7 7 A 1b D

i E O R )

That notification shall be accompanied by the clinical evaluation
assessment report.

[-]
3. notified body I Hifil 2 5. notified body (Z%f L THEEAZFFO Y/
FORMNEEZITH L, 85T RICHESNTVDELF VAT L&
LT, REHEOHE | HITHE S TWD FIHDEH O AN T
HET L2 AUE 7 e, MEAAICIR, ERIREHm O s A

by the Commission).

93 IH

notified body 1%, HE 72 {F#H % CircaBC DHH D%
BRTALVIZ VLT y 7u—F L HHERI N
o7 v 7L — FBHAAEEIC R D KB BRMNEES
DEME) . BURE IER T 2 LERH 5,

(CircaBC, 7 v 7L

— k. EMZSxL

77w N7 —21)

Notified Bodies (data

upload)

Notified Bodies
(FT—47 v a—
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B R B A O B | IR LT 720, Note on expert panels: R)
W% FIE The Commission will provide and manage a

technical platform related to the functioning of

expert panels. Guidance on this technical solution

will be provided separately to relevant parties.

B SR UCHOW T DR EHIE

RRINZE B2, BRSO S A v D HERE I Bl 3 2 Bl

7Ty b7 — LRt LOERT 2, O

Mgy Y 2 —> a VIcBT 2 74 X v 2 id, BfRE

ARt n s,
Article 55: 1. A notified body shall notify the competent authorities of certificates | Paragraph 1: Commission
Mechanism for | it has granted to devices for which the conformity assessment has been | Notified bodies should upload the required | (CircaBC)
scrutiny of | performed pursuant to Article 54(1). Such notification shall take place | certificates and other mandatory information | FRMEES
conformity through the electronic system referred to in Article 57 and shall | referenced in that paragraph to the CircaBC | (CircaBC)
assessments of | include the summary of safety and clinical performance pursuant to | directory referred to under the alternative solution | Notified Bodies (data
certain class III | Article 32, the assessment report by the notified body, the instructions | for Article 54. upload)
and class IIb | for use referred to in Section 23.4 of Annex I, and, where applicable, | 5 1 I8 : Notified Bodies
devices the scientific opinion of the expert panels referred to in Section 5.1 of | notified body (¥, Z DEE TCHZMIN TV EIMLER | (T—FT v 7 —
955 4 Annex IX or Section 6 of Annex X, as applicable. In the case of | FilF ¥ L N2 DD MEERZ . 5 54 FZORE | K)
77 A 11 $ & | divergent views between the notified body and the expert panels, a | ¥ ) =2 — 3 ¥ T2 I T\ 3 CircaBC 74 L
W7 Z A 1IIb | full justification shall also be included. MV Ty T =T ERERD S,
DR x| ]
% i A PEFEA | 1. notified body I, 2 54 456 1 TEICHERL U Cail A PERTAM % 5266 L 7=
DFEE DA | BEERITHR U TERAS L7 RREEIZ W THUSRY SR~ % L7 1 iude &
% R, HEEAIZIE, B ST RICHESH TV DES VAT Az v

TATHAL, EHXMRE 2 D5A1X, 532 RICHEILL 2 ZetB LV
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PR MEREIC B35 B4, notified body (& & 2 B E, MEZET O
F 234 HITHUE STV D BdRE I E, NS T 556, WE
FIX OF 5.1 HiF7IIMIEE X OF 6 SilCHE SN TWDHHEME
IXFV ORI L% B D 72 T UL 5 72\, notified body & BEHE
NNV E DO RN R D56, TOELYELHET L A%<
EWRTIUTR D,

Article 56: [---] Paragraph 5: Notified Bodies
Certificates of | 5. The notified body shall enter in the electronic system referred to in | Certificates will be made available upon request or
conformity Article 57 any information regarding certificates issued, including | will be uploaded in the national system where
% 56 % amendments and supplements thereto, and regarding suspended, | required.
e M EEE reinstated, withdrawn or refused certificates and restrictions imposed 'Eﬁ 518 ;
on certificates. Such information shall be accessible to the public. FRREEIL, RIS U THATE D K212 50,
[-] VEIZE U CEDO Y AT JMIT v Fr— K&,
5.notified body 1%, #81T L7=#8GEE (Z DIEIER, fiEx &), —0F
fEi, EE, WO LI5S SCRGEE ., B L ORREFIZHE | Note:
SNTHIRICEAT 2H 6P D IEWMEH 57 & Cfﬁﬂi SN TWATEF | As soon as the functionality is available in Eudamed,
VAT LI AN LT RR B, DX D AT, — T4 | the system may be used for the upload of the
B S22 T LR B 7R uy, certificates even before the mnotice of full
functionality of Eudamed has been published.
I
Eudamed THEREDSFI M FIEEIZ 72 U YREF, Eudamed O
EREREDBIIN AR SNLDRTTH > TH, VAT 4
ZEH L CEERELY Y v 7'r— R T& 5,
Article 70 1. The sponsor of a clinical investigation shall submit an application | Paragraph 1: Sponsors
Application for | to the Member State(s) in which the clinical investigation is to be | The application for clinical investigations should | (application)
clinical conducted (referred to for the purposes of this Article as ‘Member | take place via the respective national procedures | {RBRUKHEE (H i
investigations | State concerned’) accompanied by the documentation referred to in | applicable to clinical investigations. Commission
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E RS
B IR 3 Bk o> Hf

2%
LG ]

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.

1. ERREBR OARFEE 1L, BRARRER S 32t S U 2 NEAE (ARSI D
b TEEOINEE] &9°2) (ISR L, WEE XV OF T EICHE S
NTNHIELE & HICHFELRE L hEh bRy, ZOHE;
FIHEDBRCHESNTOLIES VAT KMo TRHLRITH
725 ZhiCk Y £ OBKREBRICE D 54T Om@E BN E
BRIk THEH SN D - ORI E A OMNE 5 5 E L7 T
MUTT2 B2, MRz EL, HEEEOZMEE 10 HLINIZ, T O
IR AHHANCZ G T 50 E 50, BLOMEE XV OF I #iZ
P> THFEFEICNMA RN E S IR HE (@A L 722 T 1
X2 67200,

¥IE
ERARRBR O HEE L, BRARRBRICEA S s 2 Th
DOEOFEIEZN L TITILEND D,

2. 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.

2. RBRIKIEA L, MR E XV 0% I FEICHE ST % B SCEO
ZEHAR THABLINIZ, 5 713 RICHES N TV D E VAT AORH

Paragraph 2:

Non-substantial modifications will be notified to
the Member State before its implementation, via
respective national procedures, unless otherwise
defined by the Member State.

521
FEATRWER T, YN EIC L - THIBOE
BWRWVIRD | ZNZENOEOFRE 2@ LT, 3

(publication)
KRINZE B &
(AF)
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T EEH L, ZTOXEOET Z MR TE 5 CEIC LT
T B2, Bt BRI AT A2 H L CYRZn Y EIC @ En
INRT IR B2,

3. 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.

[-]

3. HEE S N ERIRERBR S BRI D %f 5 & 72 B 72w & 4320 E A3
ROTEE . ETITHEERNIAEN S 256, Uiz EiE L, %
BRIBHESNTWDEF VAT LEMHH L THRRIKEEIZTOE
ZBE L, IBBRIKEE N ZENICOWTHAEZ T 5 E T, I3 HEE
(CRHBERETOLEZRET S ETOHM L, KoK 10 HFERIT R
TR B0,

RN S IR E @I S5,

Paragraphs 2 and 3:

The notification of the relevant information should
take place via the respective national procedures
applicable to clinical investigations. A list of national
contact points for submission should be published
on the Commission website. The new clinical
investigation application form developed under the
MDR framework may be considered at national level
to the extent possible.

2B KO 3

BEEF OB AL, BARRBRICEH S D22
DEOFIREZN L TITONDLERDH D, #HO
OOENEKEND ) A M, ZBEOY =7
A P THRBASND~ETHDH, MDR 7 L— LU —
7 O FCTHIF S8 LW R B EE Z1d, Al6E
RIRY E L~V THRE SN D ATREMER B 2,

Article 73
Electronic
system on
clinical
investigations
573 5

i PR 3R I B
TLHEF A
7T I

1. The Commission shall, in collaboration with the Member States, set
up, manage and maintain an electronic system:

L BRMNZEEZE, MEAEL AL, ROBBTEF AT LAEK
T, EE R L OHER L 220U b7,

Paragraph 1:
B

(a)
investigations referred to in Article 70(1);

(@)% 70 &5 1 HITHE S - BRREBR EA OMOIE 552 Ek T 5
72,

to create the single identification numbers for clinical

a. Eudamed?2 issues a Union-wide unique single
identification number (the ‘CIV-ID’) for clinical
investigations upon submission of the required
information to the system (continuation of current

MDD practice) .

Member States
(Eudamed?,
communication)
IR

(Eudamed?2. #if&)

Commission,
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a. Eudamed2 1%, ME2fFHE AT AIEET D
L (BIED MDD 77 7 7 4 ADHERT) . BB
DI=DITERERT—FOH—OMHFE 5 ([CIV-
D)) =%1T3 5,

(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;

(b)H5 70 5. 55 74 %k, 55 75 Sk, B X ONE 18 RUICHE STV D
RO TORFEE L ITBEMEORL, BLOZHIZE#ET 2
ZOMOETOT — % DI E 137 — F W OBR A LS & L TR
HI 2728,

b. This should take place via the respective national
procedures applicable to clinical investigations.

b. ZiUE, BRARBRICEH S D 2N ENDED
FIEZ ST L TN DN ER S D,

(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;

(OARBLANZAE N, 5 70 36 L O 76 RICHIE S WO H A
. A ER R KON E & RN EE & & o TRIRRERIZ
BT D 1EHa s 5720,

c. This should be facilitated by means of ad hoc
exchange, e.g. through regular teleconferences, or
collaborative platforms (for example CircaBC or
other online platforms).

c. ZHIE T RABy 7 BB > TS D~
ETHD, Bl EWIRRERESW, o= TR
—¥a 77y M7 4—25 (CircaBC °F DDA
YIAT Ty R TF =Ll ) ZLT,

(d) for information to be provided by the sponsor in accordance with
Article 77, including the clinical investigation report and its summary
as required in paragraph 5 of that Article;

(d) 577 FRITHEV, REHEOHE S HTER SN TV SRR S
EB IO OMEZ B TIF R BRI NMEM T 2720,

d. This should take place via the respective national
procedures applicable to clinical investigations. CI
reports and the respective summary reports should
be published via the use of a dedicated publicly
accessible CircaBC directory. The publication
process should be coordinated by the MDCG to

Member States

()
OIS ESNpI IR
G
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avoid duplications.

d. Zhid, BREBICEH WD 2 ZnoEO
FEZ I L THTONDLERH D, ClLLAR—FL
TNENDOEK L AR— MI, AT 7 & AFEE7R
BHO CircaBC 74 L7 NU ZEH L TAKT S
VERD D, BELZET L7202, K7 rER
[TMDCG IZ L » THESNDBLEND D,

(e) for reporting on serious adverse events and device deficiencies and
related updates referred to in Article 80.

[-]

(e)H 80 RICHESN TV D EELAEFL, MIBROAMiE LU
T D IHEMO T 2 M T 5720,

e. This should take place via the respective national
procedures applicable to clinical investigations and
as described in the MDCG Guidance on safety
reporting in clinical investigations.

ZAUE, BRRBRICE T S h D T 2 OE O FIF
LT, BERRBRICK T 222 ®EIcET 5
MDCG HA Z > AT SN TND L HITHT ) db
D,

3. 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;

Paragraph 3:

The accessibility of all sets of required information
for the Commission, the Member States and the
public, except in case a national system provides so,
will be possible from the date when the Commission
makes available the respective EUDAMED module
or, alternatively, when EUDAMED becomes fully
functional.

B3I

N Z R, AR, B IO Kl RICHER S
RTOER~DOT 72 A%, BN AT A58k
LaabrE . ZEARNELNLNO EUDAMED £
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(c) effective supervision of the conduct of the clinical investigation by
the Member State(s) concerned.
[...]
21 HCOICHE STV o fFEid, MBS ER K UEMNEEZO

:&%éh&ﬁhﬁﬁ%ﬁwoéa@%@@:ﬁménfmé%
WL, RONT DRI LV IFHROET I 2T —H OB MEN
ES L ENRWERD | —fRIZABR SR T UT R 6720,
() BLHI(EC)N045/2001 12 L H AT — % @f% &
(b) B IR EE O | 2 DO T HHEEROM A MEF M ORI E B
JE L7opsizE LoWEE o, 27120, Fﬂ'ﬁmf“%ﬁ'ﬁ Shondko
RS2 D56 2 kR <,
(c) 47N ¥ N X 2 i R 30 5 it 0D 2 SR ) 72 487 B

nu

Ta— ) EFHAREIZLIEZENLL, BHDHWIX
EUDAMED 78 524 HERET 5,

Article 74
Clinical
investigations
regarding
devices bearing
the CE marking
574 5

CE ~—% v 7
DA T 6T
i RN S )
%Ti%ﬁ%ﬁ

1. Where a clinical investigation is to be conducted to further assess,
within the scope of its intended purpose, a device which already bears

(‘PMCF

investigation’), and where the investigation would involve submitting

the CE marking in accordance with Article 20(1),

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), Article 75, Article 76, Article 77, Article 80(5) and the
relevant provisions of Annex XV shall apply to PMCEF investigations.
[-]

FRRER S, 2 OEKT 2 HRYOFPHN T, % 20 558 1 HIZHE

Paragraph 1:
The notification of the relevant information should
take place via the respective national procedures

applicable to clinical investigations.

%A
REE S RO AL, BRRBRICE ] Shbs 2
@E@ih ML TITONDMLER D D,

Sponsors
(notification)

BB (o)
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5T CE =—F 7D STV AR5 2 B INEHI 9 5 7212 5
ME S D%A( TPMCF G4 ). £70. #BRE X L C Y anidar ol
HOMALRIE T TITbAS bOICEBMLEFR, BIXOES LR 52
BT E I ZAHO D5 FIRDTON 2R OYE . 1hERkiE
FHIL B DBRIHAESNTOWDLEF AT L& T, BRI
4B 30 B ATE TIOY MRS ENZ@ A L2 hud7e 5720, 1RBRIK
HEIX, 2ommo—E s LTHEE XV OF I BEICHE ST
HXEZFZORITIULR B 720 5 62 55 4 THO(b)~ (k)3 L DN(m),
7555, 7655, BB 775, F 804 S HBXUMEE XV 0%
WIHSREN, PMCF A IZHEH Sz i iudie 5720,

Article 75
Substantial
modifications
to clinical
investigations
575 4%

i PR 3R o 52
ZENY AT

1. 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 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.

[-]

L 1RERIKHEE Y PR D24, R X 23R, H D WITE DR
BRCHR LN DEIRT — % OREEF I IXEFEEICKRE e 5 2
LER 2 REABRIINA X 5 LT 256, 1BBKIEE I, 5 73 &I
BRESNTWDOIETFI AT AL LT, BRHERNEf S5 %
T FERTETH L MEEIC, ZEOHMB LANEE 1 HELIANIZE

Paragraph 1:

The notification of the relevant information should
take place via the respective national procedures
applicable to clinical investigations.

51

B OB A, FIRRBRICEHE S EnEh
DOEOFNEZ I L THTONDLERH 5,

Sponsors
(notification)

BB (o)
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HL2ZRTUE72 B0 IRBRIEKEE X, To@mmo—iHe LT,
JBEXV OF 11 FICHE SN TV 5 BESCEORHTRZ IRA LT
e B, BECEOER L, PIHEISENTE 5 b O TRITHh
X2 B0,

Article 76 [---] Paragraph 3-4: Member States
Corrective 3. Where a Member State has taken a measure referred to in | The communication of the relevant information to | (CircaBC)
measures to be | paragraph 1 of this Article or has refused a clinical investigation, or | other Member States and to the Commission should | %4 [#
taken by | has been notified by the sponsor of the early termination of a clinical | take place by uploading the required information to | (CircaBC)
Member States | investigation on safety grounds, that Member State shall | adedicated secure directoryin CircaBC, using a pre-
and communicate the corresponding decision and the grounds therefor to | defined template once available.
information all Member States and the Commission by means of the electronic | 5 3-4 I8 :
exchange system referred to in Article 73. O MR E I L OEB S ~DOREEGF RO =T, F)
between 3. MNRED, REHEOE 1 HICHE SN TWOHIFELZR U, B | HAlgRICR W IR FRiER I N7 T L— &
Member States | IKiBRZ AT L7256, £33 EOBHm S EEREBRO RHh | 8 LT, LERE#R % CircaBC OHFHOLERT
7576 5% 1L 2RI L @M S nBa, TOMEEL, ZOWEBL | 4 V7 FPIICT vy 7R =252 818> TITH
MRS EIC X | ORRIUZSNT, BB RICBESHTOWLEF AT LAZMNT, | BBERH D,
HREHER | 2TOMRERLOINEERITHOERITER S22,
SOV I ES 4. Where an application is withdrawn by the sponsor prior to a
] D1 A Ha 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.
4. MAENRIEZ FTIRNIRBRIKEE DSR2 I T s6. ©
OIFHRIT, F B RICHESNTVWDIEFV AT LEN L, 2TOM
HEB LOINEB SN AFTERITNIER LA,
Article 77 1. If the sponsor has temporarily halted a clinical investigation or has | Paragraph 1: Sponsors
Information terminated a clinical investigation early, it shall inform within 15 days | The communication of the relevant information | (notification)
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the

sponsor at the

from

end of a clinical
investigation or
in the event of a
temporary halt
or early
termination
577 4

i PR 3R o %
Tk & 5 W
RIEF 7213 7
ik o B o
18 BRI A >
B DI H

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.

1. TABRIUE 75— IS0\ BRI SR I L7380 S 7 101 B
BRI UL LIS, AR, IRIE S 7 LR DB %
TNEIEY ETHHBELRATE 73 RIBRESNLTWLETF VA
T LB L, BRI F 3R & A MR AEIC 15 H
VIRIZ#E L2 iE e 720, JRBRIIEE 232 & OB 2> 6 i
RARBR 2R L E 73R L L7256, BRIKEE 05 %,
IRFRER 2N 32 S 5 2T ONMBAET, 24 BERILINIZHE L722 T
(ESANSYAAN

should take place via the respective national
procedures applicable to clinical investigations.

B

BEEfE WO T, BRRRICE N S b e Eh
DEOFIEZ I L TITON D LER D D,

5. 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 [
and Section 7 of Chapter III of Annex XV. 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. Where, for scientific reasons, it is not

possible to submit the clinical investigation report within one year of

Paragraph b5:

The upload of the relevant information should take
place via the respective national procedures
applicable to clinical investigations.

B 5 TH

BEFHOT v 7 m— Fid, BARBRICE] S )
FNENOEDOFINEZNT L TT I LER D D,

BB (i)

Commission
(CircaBC)
KRINZE B &
(CircaBC)
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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 II of Annex XV shall specify when the results of
the clinical investigation are going to be available, together with a
justification.

[-]

5. FRRFBROFERIZ L B, 1GBIKIEE 13, BRREROK T 1 4
DN, FERMFR o 50X RIS 3 A LNIIC, MEE
XV O 1 55 2.8 fiiids LOEE I 5258 7 il HUE S 40T 5 BRIRRR
Breps A BEIREER DY FEf S 7R ENC R L2 T e 672
VY, BB FICIL, BT O2EHE LR S ICHMR TE 55
TR INTMEZ AT LR T TR 6700, [RRikEE 1L, 573
FIHESNTWDETF VAT L%EN L, MEEL LOEZ LI
R U nudZe 6700, BHErY7R Bl €, BRI L 2 B
ARERAE T 6 1 LRI TE RWGE . RIES AR kil 72
DB L2 TR 670, 20846, MEE XV S I EDK
3 HICHIE ST 2 PR AR i 2 | R PR AR O 5 R D AF A3 7]
RBE ENORHAZ, TNEZEYS LT B & IR LT
ASPITAN

7. 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

Paragraph 7:

CI reports and the respective summary reports
should be shared and published via the use of a
dedicated publicly available CircaBC directory. See
also guidance on Article 73(1)(d) above.

97

Cl LAR— b EENTNOER LA — ME, AR
NWTWHEHD CircaBC 74 V7 MU ZEHLT

Copyright © OfficeVillage 2021



26

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.

7. REHOE 5 HITHE STV A & FRRRBR SRS L. E<
EB MR 29 RICHES TRESNDRHIB LU Efiand
BIE T BB RICHESNTWDIET VAT L& LTARS
AT IR B, B IEE 72T —RERIRIEOSG AR, BEE L
WEFIT, BERT A S RITNIER LRV, HEERoBiz L
R ENAREDRE 5 TUZERLL THET VAT DA She& 1
LRI, 5529 RITHE» THES DS BE S LTV W IEE, T O
EHEEFIL, TORRTARShZRTITR R0,

4

EEBIOARTAIMLENDD, LEOH 73 &
(1) @ KETIHAFE AT H L,

Article 78
Coordinated
assessment
procedure for
clinical
investigations
578 4%

B RS I
IR R o BF Al
FNE

1. 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.
L BBRIEENTOLEF VAT LEZHAT L LT 20H
LLE N E ¢ I S 2 BRARRRBR O RHEE 1T, 55 70 RICBET D H
EEA LRI RV, FoBEEIL, ZEGT I, BRR
BRI S5 B TOMEEICEFIICEESNLD,

8. 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
the all Member

Notwithstanding the first subparagraph, a Member State concerned

to be conclusion of States concerned.

Paragraphs 1, 8, 11 and 12:

The procedure is mandatory as of 27 May 2027.
Prior to that, the application of the procedure is
voluntary as decided by the Member States willing
to participate. The MDCG may provide further

guidance on the  voluntary procedure, if deemed

necessary.

BOIE, 8, 1 HBIOE 1211 :
ZOFREEIL, 2027 5 A 27 HORFRCHZET a
b5bH, TNLHINT, e HL3 2 NMEEIC L - T
WREINTZEBY, FREOBEHIIEETH D,
MDCG /&, HEIZIE U T, HEMRFRHREICHET D
EORDHITA T AT 2556038 5,

Sponsors
(notification)

BB (i)
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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 (b) 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.

[-]
8. WHHE S AUTCRHAI O REBIZ BE S 2 FHEE A 2 9 5 NER E O fsEw A3
BRIREBR O IR T AR AIRE TH D, T ITRE DR~ DE S
BRE LTZITANDBARETH D & SNH5E. ZOMmiE. 4
N E O RR & A7 ST T b, BIBRIZh2Db 6T, K
(ORTIRIUZEES S GEIT, BB ENT, 9% S 77 o bk
B L 2 S 3 2 N E O Ic BE 2B 2 Th L,
() ERRBRICBINT 5 2 & T, BRE R ZOLFIMNBEETZIT 518
HWOERE YD bADIRREZIT D 2 L1025 L O MRZhn L E o
(b)ENIEDER, E72iF
(D% 4 HO@IZ XV S PRE O R 2B XL OT — 2 OfE
M & ZEMEICE T 5 E R
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YN EO 1 PEPREOFEICESNTHERICERHZ LB 5%
A, TOSFMBE T, BRFEBSLOENEIEY &3 55k %
RN ZE B2, AT oMo L2 N4 Ed X OVEBRKIEE I, 5 73 &
ICHE SN TWDE VAT L& L TCHE LTI 5720,

11.Each Member State concerned shall notify the sponsor through the
electronic system 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.

1. A 4RZMEENE 73 RICHESH TV DET VAT Ladr
FRARRRER DS KGR S NI E 9 Dy RS TKR I N2 E D D,
FINIAAGENH T S NI E D IO THRBIKEE ([CE A L7221
AT B 7200, AL, &4 HO@ICHERLL ., — D> DORTEHIEZ i
FEFEA R B OME 24T 5O MEEIC LY 5 HEWNIZHEE LR hiE
BBV, 2B, BRRBROARLJMATE THLHEE, 208D
IRGAEIR, BRIRERBR OMEE b, KGR A e R R Tl 723 2 &8
TERWVWHDIZIRS,

12. 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
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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.

12. 55 75 RITRTEENRETIL, 5 73 RCHESNTNLE
VAT L& L, SRNEAEIES LR TR b v, REHE
D 8 HMHPEBIZHIE STV D EFEORMA & 5700 & 5 DO
I, BRI EIZ L > TERERRHl S D MEE XV 5 I EO
2113 8, 55 313 . B 4.2 i, 5 4.3 Mk LU 4.4 FIICET S
FENLEE2RE WBEZ2HEY T2 MAEOHEHO FTEm I
RINTTR B,

Article 80

Recording and
reporting of
adverse  events

that occur during
clinical

investigations

ERIES

i o A 5 1 R
FIZHAT D
FEEZOT
Frds L O

[...]

2. The sponsor shall report, without delay toall ~ 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:

2. WRRIKIEE 1L, ISR T W TN AE LES6 . & 73 RICHE

SNTWDLETFVAT Lz L, Big, BARRARZEwRT 5
ETOMBPEITHS L iEm sz,

(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;

TRERESS . o IR S 72 13 FIE & RERBIfR 235, B/ LI

AR R KRBERO RN 2 AT 2 EE LA EFR

(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;
WEIZREEN T DR T2GE . A U F—_ v a UM ThI

Paragraphs 2, 3 and 4: The reporting should take place
via the respective national procedures applicable to
clinical investigations and in accordance with the MDCG
Guidance on safety reporting in clinical investigations of

medical devices under the Regulation (EU) 2017/745.11

H2, 3B L4 AT, BRAHEICEHS L
5HENENOEOTFIEEZ S LC, #HAI (EU) 2017
/74511 \ZHES < EFREIRORIRMRAIC 1T 2 %4
PEHREICBIT D MDCG H A & 2 AZHE > TIT 5 W
ERH D

Sponsors (notification)

BB (o)
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BT HBE HDHVIFEENRVIRIICH > T2HEIT, HERA

FRERICORN o7 LB Z BN DR KM

(c) any new findings in relation to any event referred to in points (a) and
(b).

(@~0b) ITHESN TV H LD LHERIZET 5H 6 D7 /ekk

ES

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 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

L.

WEZAT O WML, FROEEEZZE L RTNER LRy, HR

IR DB IR G A IRBRIEEE IR e — R R 2SR L

T, B bEERWEELRZHEL TH v, BARBRS LS5

IR E 2B OERER HAUE, BBREEA T, & 1 HIIHE ST

WD ETOFRZREL LRI 67220,

3. 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.

BARBRUEE 12, ABAOX G L 2 DWRKHBRICEHN SN b o L
(] — DR PR EABREH R (iR - THF = E T M S TV 2 B REAER I
BOWT, FB2HICHESNTODINTNOOERRZREA LIGA D,
BB RCHESRTOABETF VAT LM L, KRR FH S
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MDA EICEHE L 57,

4. 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.

ATRBRIHEE N 18 RICHIE SN TV 2 1 BOHGEE CTHIEZIT -
TeBRARRBRIC DWW TIE, BRI E 1S, ARREDOH 2 HITRT W
NWIPOFERPEELIZSLE BB RBRESNTHLE VAT L
ZRER L CHE L by, RREITZEE FRRHC, BR
RN I S N D & T OMRAEICEFRISEE Lad T b
VY,

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.

F 78 KRB 2 HITHE SN TV DAY I 5 I E 0RO T,
IR EL, BEE A FFGI L OWERR O KO Rl 2 F5%E L T3k
B L, ERIRSABROZEE , 45 1L E 2 ITIRIEZAT 9 2, F7o Y%K
AERIZE T 2 KGR Z I T A IRE L2 IE R B 7wy,
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
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such measures.

COHT, oA EAM A TR & S D MR, B L OAR
/L L BB DL EMEORE ZIRGES 2 B TABANCHE - THIE %2
i U OMERNC B Z KT LTI b2, FiEA4 Y3 2 I ES
FOBIMNEZRERIT, 20X 5 el ORI KOG U b A&
DT, FIHE L TR ITILUZ R B2,

[...]

Article 86:
Periodic  safety
update

(PSUR)

report

5 86 5%
E W% ek

BRATR

[...]

2. 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 PSURs and
the evaluation by the notified body shall be made available to competent
authorities through that electronic system.

2.7 7 A 1l O¥ERFIFHAMESR OB A, BUEER 1T 5 92 &I
BESNTWDLEFTAT LML, % 52 FIHEV, PSUR 21
A HERHIIZ B3> % notified body (ZHEH L 72T 4LIX72 5721, notified
body I3, HEMEEL L Ea— L, TORHE & U7 FE O &
EBICEAS AT ARG LT TR 5720, 2% PSUR BLO
notified body |Z X D #FHliiX, B AT L% L, MEYR23FH T
DL L RITNIE R B,

Paragraph 2: For class I1I devices and for classes Ila, and
IIb implantable devices, manufacturers should deliver
the PSURs to the relevant notified bodies by appropriate

means.

B2 7 FAMTNA A, 77 A a, BLVIb
DA O E . BOERF 1TE Y72 FB: T PSUR
Z BT 2 B EE R AT D M ER H D,
Notified bodies should provide the PSURs and
corresponding evaluations to the manufacturers and
make them available upon request to the competent
authority.

Notified bodies (£, PSUR 35 & USkHii 3 2 Al 4
EEE R L TEET~OERIIECTERD
ZRMTEL LD ICTLORENH D,

Manufacturers

(notification)

BuEH (@kn)

Notified Bodies
(data upload
notification)
Notified Bodies
(FT—47T v a—
[NBEERSHY)

3. For devices other than those referred to in paragraph 2, manufacturers
shall make PSURSs available to the notified body involved in the conformity
assessment and, upon request, to competent authorities.

BEARDS 26 2 THIZHUE STV DR LIS oI5 6 | BLE 4 13 PSUR
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% A VEREM I B4 % notified body (ZHEflk L. EiENH DHA L.
Y R B L vt e 57280,

Article 87:
Reporting of
serious incidents
and field safety
corrective

actions

587 %

HRKAEA v
VAR O
DR K N
IEfIE o

1. 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:

BRNDEE 55 TAF R TREZR, TRBREE RS LIS Ol D RUEZEE 13,

592 &R 5 HB XU 7 HIZHEW, BIET 284 RIS R OHIH

EHE L2620,

(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;

LA AU I LB L S TW D, HESCGENTERILSNT

WD, BEUH 88 RIZ L » THIAIME DR E R > TV DTS

LRWEM ZBR< . BRINES 8 TAFRIRE 28R 2 b 5 2 TOE

RigA Tk

(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.

T2 VR EHEE OB 23 = [E CAF A BR e aHZ IRE LT
RONGE T, BINES TS TH BB AFTRERESRICE L, &6
—ETHE L o iiGZ et ERE L ST, BNES 1Y TAF

Paragraph 1: Manufacturers should report serious
incidents and field safety corrective actions to the
respective/relevant national vigilance systems. The new
MIR form has already been adapted to MDR
requirements and should be used accordingly. The
current FSCA form should be used (the additional
information required under the MDR may be added to the

general comments section of the form).

81 I BGESERE, BRSSO’ E
BiE 2 2N ENO/BET 2 EOEHR Y 2T AMIH
HETDHMENDH D, HLW MIR 74— AET TIZ
MDR EAEIZH# G L TWA 2o, ZHUdit UTHEM
TOHVEND D, BIED FSCA 7 +— L ZEHT 5
VERH D (MDR CTRERBINERIT, 74—
O—fRrax s by va BN Ens5E
mWdH D),

Member States
(national vigilance
system)
PIIREES
(EoBEHEY AT
L)
Manufacturers (data
submission)
RUEE
(F— &)
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TIRE 7o BRI 5T B AT O i Ze t B IEREE,

ATEEICHIE SN TV AHEEIT, F R FICHEINTVDHET VA
T LENLTRBENRTE R B2,

[...]

9. 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.

9. [Al— D £ IXRMOEER IR AET HRBOE KRR A T
Y MZOWT, TOMAWZLFABBEICRE S TWD 0 L
EERIERERHE L ON TV DO HE, YA T b —
BT, BELS MDA T b Th DA, B 89 & 9 THIC
BUE ST 2 B 223 2 B 4 R 23, 55 92 558 8 THD(a) T Bl
ESNTWDEHMN LR & Wako b, EHRERHREZEORNK. A
ABIOBHEICE LREREFREICFEZELTHWD &0 ) T, RS
Fix, lx DERRA T FOREFEICRA T, EHRERHR
HEEH LT XV, — o0 FEE 92 &5 8 HD()B LT
OICHES N TV D56, JEREIT, ORISR L FRENES
Nictk, EMAERWE Z-H LTS L,

Paragraph 9: The current PSR Form should be used (the
additional information required under the MDR may be
added to the general comments section of the form). It
should be transmitted by the manufacturers via the

national vigilance systems.

% 9IH : BIfED PSR 7 4 — L &M HTIHMENH
% (MDR TREZLBEMEHRIT. 74— L O—KAY
RAaRX bR a ZBMENDIBERD D),
ZTHEXEOEH S AT A&/ L TREERIC L -
TEFEINDHRETHD
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The reports referred to in the ninth subparagraph shall be submitted through
the electronic system referred to in Article 92.
BOHTERINIWEIL FRETERINDIET VAT LEiH
LTSN DbDET D,

[...]

Article 88: 1.  Manufacturers shall report, by means of the electronic system referred | Paragraph 1: Manufacturers must submit trend reports to | Member States
Trend reporting to in Article 92, any statistically significant increase in the frequency or | the respective / relevant national vigilance systems. The | (national vigilance
o 88 5k severity of incidents that are not serious incidents or that are expected | current Trend report form should be used until its | system)
e m e s undesirable side- effects that could have a significant impact on the | updating for MDR compliance. IR
benefit-risk analysis referred to in Sections 1 and 5 of Annex I and (HoEHRY 27
which have led or may lead to risks to the health or safety of patients, | % 1 IH : fLEEF T, HHREZ2 2 0/BE | L)
users or other persons that are unacceptable when weighed against the | 3~ 5 [E DB A7 MR T HXLERH DH, i
intended benefits. TEOMEERE 7 +—L1%, MDR MEHLO 72 I ZHHT | Manufacturers (data
[...] SNDLETHMTOILERD D, submission)
FUEFEZIL, B R RIHESNTLET VAT AL T, ERXTIHE RUEE
BNA T TR VG E L ZRWEIE] OB (F— &)
L < IZEEEOREFRICAH R EM e #E Loy, Z
5 L7z, MEE 1 0% 1 Hids LU 8 MillcHE ST~
X7 4 b VAR L TERREELHEZHELHDOT, &
K3 25_%27 4y MIRRlICm-o7z L &, BF, EHEEITZO
OFE DR E T IT LT HHRTERNY A7 IZHRR o0
Dy, ETNIDRMMBDAREMEDN B D,
Article 89: [...] Paragraph 5: Manufacturers should submit the final | Member States
Analysis of 5. The manufacturer shall provide a final report to the competent authority | report to the respective / relevant national vigilance | (national vigilance
serious incidents | setting out its findings from the investigation by means of the electronic | system. system)
and field safety | system referred to in Article 92. The report shall set out conclusions and IR
corrective where relevant indicate corrective actions to be taken. %05 REER T, RRHEELENTAOM | (EOBERS AT
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actions

5 89 &

BERpA v
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MRt

RS E D 53T

SHUEER T, REMEEZHEMYBICRIEL, F 2 RIcHESN
TWDOEFVAT ALY | ZORBIER LRI RTITR B0,
ZOWETIL, Mmater L, BETI5AITHE L & BIEMHKE
e L2 idZe 67w,

HY DEOEMR S AT DMRHT D LENH D,

7. 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.

TARKLHEDH 3 BT Tl o FE it . #4245 24 5 2 Hi 2 5
T, BRFTHESNTWDIES VAT ALY, B BiE
HENHE T EI TR LR EHE, FREERRA VTV b
DIV A7 2 i/NRIZT D72 DICHIERER ICER SN D B E
T, FE o EREB I ORHlOR RO @ Z D T, oK
JZI@A L2 i 7z 5720,

Paragraph 7: Communication with other competent
authorities should take place through a dedicated secure
directory in CircaBC (organised by the Commission) for
MDR devices. For Legacy and older devices, the existing
Eudamed?2 system for NCAR should continue to apply.

57 OBIHY R & 0% L, MDR 731 A
H® CircaBC (ZESNEM) OFEHOLRERT 4
VI RV ENLTTORERDH D, LIV —BX
NEHEWT NS 2D A, NCAR H o BEfFE D
Eudamed2 ¥ A7 A% 5| &t EEHT 2 LEN S,

8.[...]

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.

[...]

BELEREE L., R RIHESNTWVOET VAT KGR
WBHIZANTI L, ZOVAT L& LT, i artminz a6 Lk
TR B 720,

Paragraph 8 (third sub-paragraph): Manufacturers should
submit the field safety notices to the respective/relevant
national vigilance systems. The respective/relevant
competent authorities should make these field safety
notices publicly available/accessible to the public in
accordance with their national legislation.

%58 H (5 3 Beg) « WUEHEH 1T, G artiEmm
ETNTHO/MEES L EOER Y AT MR
LVENRD D, FIENO/BEET D HHY /I,
EPNIEICREV, Zh b OfiG L atdme — il n

L)

Commission,
Member
(CircaBC)
BROMNZR 2, IR
(CircaBC)

States

Member

(Eudamed?)

PIREES
(Eudamed2

States

Manufacturers

(data submission)

RUEE
(F— &)
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9.[...]

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
competent authority.

9. LT HHHL /L, B R RIIBESNTVWDLEFTAT
Lz LT, BUESEE | MOMEY F LOINEERIZ, RFR,
AL T 28R E LToOREIZH TS L 2@ LR Th
(ESAP AN

Paragraph 9: The coordinating competent authority shall
inform by email or other suitable communication
channels, the other competent authorities, the
manufacturer and the Commission that it has assumed the

role of coordinating competent authority.

oI GRS T O MMIE /I, B A E
T OB Y 7@ E T v RS KD OIS
F, BUESERE . BLUOBUNEESICHEZH YT 5
B mokElz5l &=l L z@mT o260
92,

Article 90:
Analysis of
vigilance data

£ 90 4%
BT =50
53T

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.

[...]

RN ZESIE, MEEEEWH A LT, #iltie ) 27 3L eto
BSFEHLPHALNCRD KT —#hom, ~F—r £
T FNEENTATED, VAT LABLOY rEAAZEALT, B
MR, B8 R RICHESHTWDESF VAT AT TE 57 —4
R L2 nuide b 7au,

The monitoring of data will become possible from the
date when EUDAMED Vigilance module is made
available.

EUDAMED Vigilance € ¥ = — /L3I A REIC 72 >
TZRING, T—F OB FREIC R D,

Article 93:
Market
surveillance

activities

[...]

4. 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.

Paragraph 4: Competent authorities should notify other
relevant authorities by uploading the summary document
to a dedicated secure directory in CircaBC (organised by

the Commission).

Commission (CircaBC)

K2z 5 23(CircaBC)

Member States
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W LT 5720,

554 31 HHRY R, ERISCEZ CircaBC (BRINZE
E£>}ﬁ9@$m@§ BRT4VI PIET v
n— R4 252 &80 hoBEY /I @I 5 2%
b5,

(data

communication,

upload,

publication)

PIREES
(FT—47T v T a—
NS AFR)

7. 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.

TAELRETOBHI Y RIL, AFRHEOE 6 HICHEIN TV DL HEE
DAFIZONT, BEOMNRTH LB FER s L2RTIER
BV, A EH AT D0, BHS RIEE A, B
REZRETOIEEZ 52 RTNTR LR, ZORMKESEREE
L 8 100 RICHE SN TWDEAF AT AMCAD Laaidhidia s
AR

Paragraph 7: Competent authorities should make the
final inspection reports available to other authorities by
uploading the document to the CircaBC directory

referred to under the alternative solution for paragraph 4.

BT RS EL, FAHEORE Y 2a— g v
TEZREINTWD CircaBC T4 L7 FJIZ R¥x 2

AV NET v TR—=RTLHZEICLY MDY RN
RIERE VR — 2R TED L5122 HENR
Ho,

8. 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.

Paragraph 8: The EUDAMED functionality will be
available before the obligation starts to apply. Before this
date, Member States may make the summaries of the

results available to the public on their websites.

% 8 1A : EUDAMED #%fElX. FHEH I D Hj
WCRIHATREIC 2%, Zo AL vanc, MWEEZ

Copyright © OfficeVillage 2021



39

[...]
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BLOIMNEBSIBE SR T IER 5220, I E. 2 100
FIHESNTWDEET VAT AL T, BROENEZAR LA
T e 6720,

HEOEXAFAEOY = 7 A4 N C—RICABT
HZEMWTEB,

Article 95:
Procedure  for
dealing with
devices
presenting  an
unacceptable
risk to health and
safety

95 & fdEE

BXOZA2IC
T HHRT
Xhwnwl Ry
5z 5
W9 5 F
JIE

[...]

2. 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.

2RISR, B <L BONER RS, o MBEAE, BXT, % 56

AT > CUFBGR OBREEDFIT SN TODHEIT, £ OIS

%3817 L7 notified body (2, #&7F FE4 (CHRE L7z affiids L OYEE

DFERZH 100 RICHESNTWDLEF VAT LICLD, @R LR

TR B0,

4. 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. 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

Paragraphs 2, 4 and 6: Competent authorities should
notify other relevant parties by means of e-mail or by
using other suitable communication channels, using a
predefined template (once available). Information shared
by electronic means should be encrypted whenever

possible and deemed necessary.

W2, ATEB L6 H  HHIYN R, FRTEES
nier 7 v—nbh (FIJHFRER) 2R L, Ef 2
— LV E I Ow ) 7@ E T v KA LT o
BRE BT A LNERS S, BIHTEICL-
TIAINDHERIT, FTRERRY K 5L, 3
ThHEARRINHERETHD,

Member
(communication )
PIIREES

(L)

States
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Article 100.

45 1 FICHE SN TV HRERFEEN. F 1 HIIHES A TS
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6. 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.

[...]

6. FIHZBA4A L7 MBEEUAOIMEAET, Bk, KINEES

BROMOMBAEIC, & 100 FICHESNTWDLET VAT L%
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WEHESNTZENFEICR—EH0NH 556, MBEAE, B,
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Article 97:

[...]

Paragraph 2: The Member State should notify the

Member

States
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Other 2. Where the economic operator does not bring the non-compliance to an | Commission and other Member States by means of e- | (communication )
noncompliance end within the period referred to in paragraph 1 of this Article, the Member | mail, using a pre-defined template (once available). | 14 [E
%97 & State concerned shall, without delay, take all appropriate measures to restrict | Information shared by electronic means should be | (H#%)
% Ot @ 73 | or prohibit the product being made available on the market or to ensure that | encrypted whenever possible and deemed necessary.
& it is recalled or withdrawn from the market. That Member State shall inform | %5 2 IH : IR EIX, FRIERINTZT 7L — |k
the Commission and the other Member States, without delay, of those | (FIHFEERR) AL, EFA—1L %L T, K
measures, by means of the electronic system referred to in Article 100. INZEE =B XL UM ONNEEI @ T 5 0ER D 5,
[...] EHFEIC L o T SN D IHHIE, FTRE7ZRR Y
2. R FHEE D ARHEOHE 1 HICHE SN TV L HIRINICRNES | kS, BETHLLHBRINDINETH D,
FHAWE SERWGE, U EE. B35 TAFT6E
725 2 & ailiRE U IFEEE 5, Eidmisg 5 EIGE U < 134
WT D200 H 6P LR FERZ B2 HELRTNIERL AR
Vo ZOMPEENE, 5 100 RITHESNTWDEF AT Lz v
T, ThHOFEZERR, BINEERB X OMOINEEAEIC
H LRI nEe 6720,
Article 98: [...] Paragraph 2: The Member State should notify the | Member States
Preventive 2. The Member State referred to in paragraph 1 shall immediately notify the | Commission and other Member States by means of e- | (communication )

health protection | Commission and all other Member States, giving the reasons for its decision, | mail, using a pre-defined template (once available). The | I - [H
measures by means of the electronic system referred to in Article 100. information shared by electronic means should be | (H#%)
%98 & 2. 1 HICHE SN TWAINEEE, B HIZ, 5 100 SICHE S 4L | encrypted whenever possible and deemed necessary.
TR ER | TOWDETF AT L2 T, BINERESB IO oA EIS, | % 2 31 mEER, FiERshiz7 7 r—1F
TR D F B ZDOWREOHH Z @ L2 T e 5720, (FIHTFTRER) ZFEH L, A — L& LT, K
INZEE B L OO MEEIZ @ 2 BEN D D,
B FRICK > THA SN D HEHIZ, WHEZRIRY
i, RETHDHLEAREINDINETHD,
Article 99: [...] Paragraph 4: Competent authorities should notify the | Member States
Good 4. Where a measure adopted pursuant to Articles 95 to 98 concerns a device | relevant notified bodies and responsible authorities by | (communication )
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administrative for which a notified body has been involved in the conformity assessment, | means of e-mail. The information shared by electronic | /¥4 [
practice the competent authorities shall by means of the electronic system referred to | means should be encrypted whenever possible and | (HIHE)
599 & in Article 100 inform the relevant notified body and the authority responsible | deemed necessary.
2 F L W& B | for the notified body of the measure taken. 55 4 31 B Y /IXESE T 5 notified bodies 38 LY
Bl 4. 55 95 S5~ 98 SRITHE - TERIR SN7=FBEAY, notified body 23 | EEZ AT 5 4 RICHE T A —/L ClAT 5 LER
A PERHI TR G- L7288 BRI 23556, Ml YDk, 5 100 &I | H25, EFHFERIC L o TG SN H1EHIT. 7TRE
HESNTWDE VAT LW, Bi#Ed 5 notified body 35X | ZRIBOKESLEN, LETHD LR INDHRET
O @ notified body (2 LEEZ AT 2 YFIC, L ONT-FEL | HD,
WHI L 22T TR B0,
Article 120: [...] Paragraph 3: Member States
Transitional 3. However, the requirements of this Regulation relating to post-market | The alternative technical solutions set out in this | (certificate registration,
provisions surveillance, market surveillance, vigilance, registration of economic | document should also apply to legacy devices where | Eudamed?2)
%120 55 operators and of devices shall apply in place of the corresponding | appropriate, taking into account the availability of the | 14 [E
LSBT requirements in those Directives. respective EUDAMED modules. The registration of | ( ZE A & % & |
.U L, ilte s, iR, BEAL, Ry SR S L OWEER O X% | certificates issued in accordance with the Directives | Eudamed2)

FACBREST D AMAIOERFH T, ZRODEAFD, JHUTHET
LESRFHIZRb o THH S h 2T iR 6720,

should take place in Eudamed?2.

3T AR RNF 2 Ay MIGHi STV A REBOH
iy U a—a %, £NED EUDAMED £
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W%,

Copyright © OfficeVillage 2021



