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EXECUTIVE SUMMARY #i5EE

ISO 14155:2020 Clinical investigation of medical
device for human subjects has been published
and are available at SIS.

REGULATORY CONTEXT & OBJECTIVES:
B RIBR

Regulatory news and updates affecting the NB
operations.
FINBIZFRYER AN EHT.

KEY MESSAGE
KRR

EUC published a fact sheet on MDR requirements
for Transparency and Public Information, which
includes what data will be publicly available from
EUDAMED.

EEZ RSN T — X TFMDREPEEFIAREEEK
fESEE, HaiE T A ET ssEuREE AR
IRLLES iR,

What is the state of play of the implementation of
EUDAMED?

EREB =TT RR B AT TR A ar?

Commission has confirmed its readiness to deploy
the actor registration module of EUDAMED as of 1
December 2020, but will be on voluntarily basis
until EUDAMED is fully functional.
ERREFANERN20205128 1 HicEcERRE ET 28
HOEERER, (EERRETSBREIEERERIF R
al, BB BRI T,

Covid-19 Impacts on the NB operations.

AR RIESIINBIZEE,

IMDRF terminologies for categorized Adverse
Event

Reporting (AER): terms, terminology structure and

codes are updated
http://www.imdrf.org/documents/documents.asp.

Note that it is mandatory both under regulation
and directive from 20th of April 2021

EfRET M ETWSSIER TR REHD ERE(AER):
ANE, NEESIAIEEIFEL:
http://www.imdrf.org/documents/documents.asp, &
TR, M2021F4F52081#E, XEEANFHES TEREES
AT,

IS0 14155:2020 (EESTaSmilERCINETENSE) BE
hiz, AJ7ESISEf.

ISO/TR 20416:2020 Medical device - Post market
surveillance for manufacturers has been
published and are available at SIS.

ISO/TR 20416:2020 ([EEfrastmiEmRIEHEIE) 2
ZWAR, BIESISEE.,

(EU) 2020/437 on the harmonised standards for
medical devices drafted in support of Council
Directive 93/42/EEC.
XIFHHES93/42/EECEIES MR EIIX T & s
VERE (RRER) 2020/437,

The first Client Newsletter has been published
on our website.
BEPEFEN AR 1ML A7,

MHRA published a guidance on UK Medical
regulation in context of
Brexit:https://www.gov.uk/guidance/regulating-medical-
devices-from-1-january-2021. IMNB have published a
statement on the global and local website,
follow this link.
MHRARZR T REIRE 8 NET ANISE:
https://www.gov.uk/guidance/regulating-medical-
devices-from-1-january-2021. IMNBE7ELTRFN241t:
Wik bR, IEmItiEEE.

Commission Implementing Regulation (EU)
2020/1207 laying down rules for the application of
Regulation (EU) 2017/745 as regards to common
specifications for the reprocessing of single-use
devices. For our assessment please follow the link.

FRRESIEA(EV) 2017/7455p K F—IRIEIREELE
HIE RSB R FEHIE 7 (EU) 2020/1207, HBXEAIN
THEIESIEN, SmEikEEE.

Released MDCG's, Standards and Regulations
affecting the NB operations.
ErrEaminE/ NEAR M TIESNBIZ FIRERT AR,
Switzerland one step closer to recognize MDR.
EEMmMDRIART NG 7—#.
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MDCG GUIDANCE DOCUMENTS

EEfraatinR I ER S

The Table below shows specific MDCG guidance documents that has an impact on your work and responsibilities. If you are interested in getting more detailed information of the
specific guidance please click on V. For the complete list of all published MDCG’ s please follow this Link.

TRER 7SN T EIERES SRR EAET s/ NVEIESxt. RSB T RITFENEINESER,

B V. FTBATHIMDCGIIFEEESIRIBREIX MR,

MDCG 2018-3 Rev.1 Guidance | MDCG 2020-14 MDCG 2020-13 MDCG 2020-15
on UDI for systems and | Guidance for notified bodies on the use of Clinical evaluation MDCG Position Paper on the use of the
procedure packs MDSAP audit reports in the context of assessment report EUDAMED actor registration module and
Guideline MDCG 2018-3 Rev.1 surveillance audits carried out under the Medical | template of the Single Registration Number (SRN)
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REGULATIONS & DECISIONS
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The Table below shows regulation/EUC/Team NB relative information that impact your work and responsibilities. If you are interested in getting more detailed information on the regulations

or the EUC, Team NB or others please click on V.
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MDCG 2018-3 Rev.1 Guidance on UDI for systems and procedure packs. R SiEFENET S ME—RRigmEs

click to get back to page 1

Affected Processes: TD Assessment and Audit SE/ARNTFE A SR EFIEZ

Impact Assessment: {201

The guidance is not intended to be exhaustive in relation to all UDI obligations associated with systems and
procedure packs. The scope of this guidance is therefore limited to the aspects specifically addressed below. For
UDI-related aspects that are not specifically mentioned in this guidance, the reader should make reference to the
relevant provisions of Medical Device Regulation (EU) 2017/745 (MDR).

MNMERA M TEFR MRS KA EFEAEXINATE ETsiE—nRER, BEit, MNEESeRRTFLATERTR
75 HE. EFANES IRBIRENRNETSME—TRREXNER, 1ZENSHET M AM(RRER)2017/745 (MDR)) Y&
KL,

Exemption with regard to "system or procedure pack producer"

X "RASFERFEATE" REAR

Based on a request of a client or hospital, a natural or legal person in the supply chain may make available together
different products, including CE marked devices, which are —in that entire combination — neither placed on the
market by that natural or legal person, nor intended by that natural or legal person to be used together for a
specific medical purpose. Devices made available in the described manner are not considered as systems or
procedure packs in accordance with the relevant definitions provided in Article 2 of the MDR. In this case, that
natural or legal person is not regarded to be a system or procedure pack producer in accordance with Article 22.1,
and is considered to be a distributor as per Article 2(34) of the MDR. It is to be noted that an importer may also
make available devices to a client or hospital, in such manner.

MRS PEERNER, HAEPNERASGEATLREANERI M, SIECERSHIRE, XL MAG-BAR
BIZERABGENR 7, (EARRZERASENTE—ERTRHENETEN. LA LRS= R RIS
BiEFE, FFEETSEMEN (MDR) S2FMEITEREN. EXMERT, RiES2215%, BRABEATHRIINR
FEGERFEETE, FHRIEETEMZEAN (MDR) 5525 (345K BAlADHE. N=AEHIRE, ORI
B EEFEER R,

Registration of systems and procedure packs

REAEFRATER.

The system or procedure pack producer shall apply for registration as a system or procedure pack producer and
obtain an SRN. Systems and procedure packs shall undergo a UDI registration, as described in Article 29(2) of the
MDR. Before placing on the market a system or procedure pack pursuant to Article 22(1) and (3), thatis not a
custom-made device, the system or procedure pack producer 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. The UDI
data elements applicable for systems and procedure packs are listed in the Annex to this guidance.
RENSREETENRE A RRNIRELEE, FHNEE—IMSHE, BUSEFFaNL. RAFEFREHTE
TTERRME—ARIER, SIMDRES295LEE2FAMA. TERIESE22 (1)FI(3) K EERIRENRASIEFERMTHIAHZAT,
RANFEFOETENRRAI TSI, MEFSEFELE— EANETSEME— R —EdERmAN, FEEE
B BB IREIR S IZ AR EEF BB XA DETE TR — RS E TR — N REUERE. ERTRERRE
FE R Rt — R TT =5 T AN ek 4

Specific UDI rules for systems and procedure packs ZZF I RO AV EHIET S E— mSEn

The Basic UDI-DI shall identify systems or procedure packs having the same group of components and the same
intended purpose, regardless of the original components manufacturers.

T RIREENERTIE, AR — R — RN e RS ER A AR E R T RIRN R REE .
System and procedure packs shall be assigned and bear their own UDI (including both UDI-DI and UDI-PI), in accordance
with Annex VI, Part C, points 3.7 and 6.3.1. of the MDR



REEFENIRIRE TR (MDR) ROBH47S, CEBS, 583.7m=#0566.3.1~iTHEe, HEABCHET S MIE—
FRR(EFEUDI- difiuDI- pi),

Conclusion: Z5ig

If a natural or legal person in the supply chain make available together different products, including CE marked
devices, which are —in that entire combination — neither placed on the market by that natural or legal person, nor
intended by that natural or legal person to be used together for a specific medical purpose, based on a request of a
client or hospital, the natural or legal person shall be considered as a distributor. In other cases the system or
procedure pack producers shall apply and obtain an SRN number and place Basic UDI, UDI-DI and UDI-PI in
accordance with MDR 2017/745 and this guidance document.

WR—PM BRI EATEHAEHRHAR R R, SiECERRAIEEH, X 2B M E—TIC BE B AT E AR T%, AT
BEHBEASEA—ERTHSFENEZB ETERNE Y E BASGEAR S LER., EEMER N, REgdE
FEAT N EREREE— TSRS, FHERBMDR 2017/745/ 8534 MEEARIUDI, UDI- diflUDI- pi,

MDCG 2020-15 MDCG Position Paper on the use of the EUDAMED actor registration module and of the Single
Registration Number (SRN) in the Member States

MDCG 2020-15 BEfrastitniE/ a1k RE RN T et EUERE A Bl A AN A — SIS (SRN) R A,
(click to get back to page 1)

Article 33 of Medical Devices Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017
(hereafter: ‘'MDR’) sets out that the Commission, after consulting the MDCG, shall set up, maintain and manage the
European database on medical devices (EUDAMED). EUDAMED shall be composed of multiple electronic systems (so called
‘modules’), including an electronic system on registration of economic operators, also referred to as the actor registration
module. In accordance with Article 30(1) MDR, the actor registration module shall allow for the creation of a unique single
registration number (‘SRN’) referred to in Article 31(2) and to collate and process information thatis necessary and
proportionate to identify the manufacturer (including producers of system/procedure packs) and, where applicable, the
authorised representative and the importer. As such, the actor registration module forms a prerequisite for the use of the
other EUDAMED modules and facilitates a secure way of accessing EUDAMED. The responsibility to assign SRNs to
economic operators lies with the Member States. To that end, Article 31(2) stipulates that, after having verified and
validated the data entered by an economic operator, the competent authority of a Member State shall obtain an SRN from
the actor registration module and approve the issuing of it to the requesting manufacturer, authorised representative or
importer.

BN AFIEESES2017F4858(TFR:  "MDR" )NET=ei AR (BREE) 2017/7455833FME, ERATESHETES
WA, RIEENZ, 4HFFIEERUNETRRMENE~ZE(EUDAMED), EUDAMEDNHZMEFRS (AMBRY &
R ) Hpk, BENXTEFREEEECHRFRR, RALEEMECER, RIESE305E (1), AFEMER
RIFePFOESE31456(2) FMAMEAIME—SR—ECS( "SRN" ), HEIHWMEVEFMEIRIYEE, LIREISS (BERER
[FEFERAEFT) | FEEHREERCRIIHOR. B, QaLEMEany 7 R MERER T2 ME R AYS TR
£, FHERHTIHOR BETSRMEBREENZEAR. REREGSESHIEREHEAEFEES. A, %31
(2) FE, HEZABOIE T EEERNENEE, RREEESBNMA TSR E— R — ST,
FHEUESERGERAISIER. SRRSO,
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 of all six modules in accordance with the technical
specifications and confirmed by an audit as referred to in Article 34. The notice foresees the launch of a fully
functional EUDAMED for May 2022. However, at its meeting of 12 March 2020 the MDCG agreed that the

Commission makes available to Member States each EUDAMED module on a gradual basis as soon as it is
operational.

20195F10A308, EREAAM 70BN, EZENT, ZERAEHES, NEETRRMETEFNSEIREREEMNE/
REBIERRANUSIRAEETT, FHESBIAFHERREREA. ZBRII ST 202265 BHEH— M IR 2AIRNEE T =8



WEGER. AT, ETsstiE/IVEER2020F38 12BN ERIE, —BERAETRMEIRERRIHREE, ERE
BELRpRERAZIEIR,

In line with the MDCG decision referred to above, the Commission has confirmed its readiness to deploy the actor
registration module as of 1 December 2020. The members of the MDCG strongly encourage the use of the actor
registration module by all relevant actors on their territories, including the use of the single registration number by
actors as stipulated in the MDR (e.g. indicating the SRN on certificates).

The members of the MDCG agree that double registration requirements for actors should be avoided as much as
possible. Therefore, actors that obtain an SRN should be considered in compliance with the actor registration
requirements (for manufacturers, authorised representatives, importers, system/procedure pack producers) to the
extent that national laws accommodate for this. In such cases, those actors should follow the obligations and
requirements of the MDR related to both the registration of relevant actors (via the actor registration module) and
the use of their SRN as required.

TRIE AT SSMANERRE, ERACHIMNERE2020FE128 1 HFHAERATI IR, AEREKREZIEm
FEEMTANFFEE XA TSR EMER, BEAEERMDRITIENSE— SR GIHEES _LiERSHIRAID).
BTSN INERRRR, MREBEHTNEINESTER. Fit, KEA RSB TR AT
AESK (S FHIER. BRER. #OB. RR/EFRELAT ), AEREZEVEHRAREITEER, EXHERT, B
S5EMZEFMDRIINSHIEK, XUNSMEKRSHEXSSENTMEITS SEZ EMER I IRR—EASHERY
{EFEX,

Conclusion:
The actor Modul will be made available the 1st of December 2020 on a voluntary basis. MPA decides not to enforce
the use of the module which means that the is on voluntarily basis until EUDAMED is fully functional.

é|:|1-lf;
TEMEDIGT20205F12 8 1 HEEBAIEM HRE, MPAREREHIERZER, XEWREEIRETSHEtEETER
1EERZR, (ZESREBEEERRY.

MDCG 2020-13 Clinical evaluation assessment report template |IE/RIHG IR SRR
(click to get back to page 1)

A clinical evaluation assessment report (CEAR) is a report used by the notified body to clearly document the
conclusions of its assessment of the clinical evidence presented by the manufacturer in the clinical evaluation report
(CER) and the related clinical evaluation that was conducted — a core requirement of the Medical Device Regulation
(EU) 2017/745 (MDR). The clinical evaluation must be a part of the manufacturer's quality management. It should
also be aligned with and reflected in other aspects of the technical documentation, such as:

PRI S (CEAR)Z M A S TG T B CRAMR S EXHIERInRIHSIR S (CER) HRERIIRRIERIN SIS
VHTRUBRIGARTFAS-EErastii 2 (RRER) 2017/745(MDREFZOEN). IEARHEL/RER ISR REEEN—BD
BN SHAS IR SR —E T RIREE S, fign:

The interface of the clinical evaluation with the risk management process and its appraisal and analysis of the
preclinical and clinical evaluation and their relevance for the demonstration of conformity with the relevant
requirements in Annex .

IRFRHES R EIERENED, eRFIIRRHSIRE SRS, LURE( SRR EMF—EXERAE
KM,

Post-market surveillance including any corrective and preventive actions involving the device.

P L HEEE, RS RIZES A ER TR,

Post-market clinical follow-up plan and where appropriate the post-market clinical follow-up report.
FiEInREEERERTR, SRR EhEIRRERER RS

Instructions for use, which provide adequate information on mtended purpose, proper use and warnings about
risks to patients and healthcare practitioners.

{EFRAE, RAKTIEIRE. [ERERIRSER, MRBEMETAIERNRES.



As part of its conformity assessment activities the notified body shall examine, validate and verify that manufacturers'
procedures and documentation adequately address the requirements relating to the technical documentation and clearly
document its assessment.

{EAERITE N8, ASTWINEE. WIFBGERIEEIREFFINE RO RESAERNER, FHisk
HEICREHN.

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, which includes:

NEHERN RS ER IR AR MRS PREAIERIEHELN B TAREXIRART, 8F

Assessing the suitability of using data from claimed equivalent devices, 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.

TR RHNMREEEINERY, EREFEREMERER, AW SECRERTATRIIEN
. RATIERASHASERRER AR S MRS, T EhERAREA S e mE R R
H, AENWIRGHE RIS KRR SR BNIRARRIFIIRARESRLAR KB S HrEIsTE.

Verifying 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.

KnHRARIEEFIRARIHNZFSHY, FHRAGIEHIERESHREC ARSI IR ETMEREER. ZIGIEN
BRSNS XBGHE. NIQETE, FRRE. BFEIFSEE LSt RO, HEETEEEN
A9_ErhIEARERERT R A AT FE M (GIEFD).

Considering the clinical evaluation and the benefit-risk determination, and whether specific milestones 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.

E RIS -KISHRE, N EEREEXISENEER, LRIFASHWIHEER EhEE EihEm
PREREREGRE - ERYIRPARERA ST,

The outcome of this assessment must be clearly documented in the CEAR. A harmonized CEAR template provides a
standardised method for documenting the notified body’s assessment of the manufacturer’s clinical evaluation and related
documents. CEARs in this format will also support specific additional requirements such as the clinical evaluation
consultation procedures and reviews by designating authorities.

MR AR ARSI CRAIRRHSHRET. S—NIRRIHMERSERIEHR T —FnENREE, BFERASETIWEXY
FNERSIRARITSEFIES RS, XAMER RGP SR SRS SHFERTRINEK, MiGRHMYESEFTEESB
HEE,

This template applies to MDR Annexes IX section 4 and Annex X section 3. It also applies to assessments of technical
documentations on a sampling basis for class Ila/llb devices in accordance with Annex IX sections 2.3 and 3.5 and Section 10
of Annex XI(A). Aspects related to the clinical evaluation assessment are also laid down in Section 4.5.5 and other relevant
sections of Annex VII. It also applies to medical devices for which clinical data is not deemed appropriate,9 to demonstrate
conformity with Annex |, and the demonstration of an adequate justification for this.

HARARIER T MDRIHEHIXBATHIHXSE3 T, ERERTRENTG52 3803 55 41—(a)58 10353 la/I1b3E4<=s
THRETAERTRASI. BE584.5 STHFEMMERE S EAE 7 SRR FIHEEXRATSE. SHERTIRREER
INATESRIET R LAEBBRFE N —, LUIEREN A7 E.

Conclusion: Z5ig



F103-4-5-MED-MDR CEAR form should be updated to look like MDCG 2020-13 Clinical evaluation assessment report
template -July 2020 and W103-4-5-MED-MDR should be updated to describe how the above template should be
used.

F103-4-5-MED-MDRIfEFRIFHREEE M EHRIMDCG 2020- 13l RiFHG IR ENR- 2020-7, W103-4-5-MED-

MDRREFTLASER R _EiAMER,

By doing this multiple of the other MDCG guidance documents will also be included in this update.
B, BT e S e R EXREH .

MDCG 2020-1

MDCG 2020-5

MDCG 2020-6

MDCG 2020-7

MDCG 2020-8

MDCG 2020-14 Guidance for notified bodies on the use of MDSAP audit reports in the context of surveillance audits carried
out under the Medical Devices Regulation (MDR)/In Vitro Diagnostic medical devices Regulation (IVDR)

RIEET R S/ A NS T eS e 2 (VDR BH TR B HRi%, FEFIMDSAPRRIHREMASHISHEES

(click to get back to page 1)

The purpose of this document is to provide guidance to notified bodies on how to take into account

MDSAP Medical Device Regulatory Audit Reports issued by MDSAP auditing organizations when performing
surveillance audits under Regulation (EU) 2017/745 — Medical Devices Regulation (MDR) and Regulation (EU)
2017/746 — In Vitro Diagnostic medical devices Regulation (IVDR). This is of particular use when a manufacturer has
undergone an MDSAP audit and wishes to present this audit report (including the associated attachments) in
context of the regular surveillance audits performed in accordance to the MDR or IVDR.

A ERRFRASHHRAYES, RIBAERIE (BRER) 2017/745-BEfrasiZ(MDR)F (BREE) 2017/746-
TRIMNZIATEETT 28 AUV DR)H T i B BT 5 FEM DSAPERIHELUR FRIMDSAPE TRR A I B HTHRS) . HfiliE
FIRHT T MDSAPER:, H&HZEFEARIEMDREIVDRFTHIEH R BRI MRS (AR /Y, XEH55!
B,

Given that surveillance audits, their periodicity and EU auditors’ competencies are mandated by law, yearly surveillance
audits need to be maintained. However, it could be possible to take into account the scope and outputs of manufacturers’
recent MDSAP audit reports as an input for developing surveillance audit programmes. The taking into account of MDSAP
audit reports could define in a more precise manner the activities to be performed during a surveillance audit. For example,
the positive quality management system conformity appraisal through MDSAP might lead to a reduction of the focus on
aspects already covered by MDSAP audit reports. The notified body may then focus their surveillance audit on specific
MDR/IVDR requirements which are either not covered or only partially covered by the MDSAP audit report. Non-exhaustive
list of examples (alphabetical order):

ETITEHR. HEEMEEESEZRE R FENEN, RFEERSTERERR, A, LS EEIRNEERR
AIMDSAPERIZIREAS BRI, (FATIEITEHRZIIR=AEA. EEEIMDSAPEIHRS TLXE/EE%M*”’EEHV
HAREEFRRAYEN. I4N, BIMDSAPHTHMRAIR B EIR AR SIEHE T RER R O XIMDSAPERI HR S BEIREATTT
HAOXE. RE, XETWERTLUSHITERZNERBEMDR/IVDREARER E, XEERBEARA TR, BARE
MDSAPEHR SRR, NFRAMIFER (RFEIRFHS)

clinical evaluation/performance evaluation process (including post-market clinical/performance follow-up),

PRI/ S i (B TR SRR/ SR R);

EU authorised representative contractual provisions,

R REREA,

EU UDI assignments within the quality management system,

[REETRR R NAIR T 2RSS,

manufacturer financial coverage in respect of potential liability,



KT BESERIBIERMSRE,

person responsible for regulatory compliance qualification and role,

NE SSRGS

records control,

ICRIEH,

system for risk management,

XL ETERSE,

vigilance and post market surveillance activities, including the associated corrective actions and preventive
actions.

LN LR ENES), EERRAV AN TR EE.

Similarly, non-conformities identified in recent MDSAP audit reports can trigger the notified body to pay particular attention
to those aspects in the MDR/IVDR planned surveillance audit.
FHt, FEFIAAIMDSAPETHREFARIMAT ISR LUREASHTIEMDR/IVDRITR S &R TR LS H.

Conclusion: £5i¢:

Based on this guideline we are currently looking at the option to consider MDSAP audit report in establishing the
audit program for clients under MDR 2017/745. This project is handled by COE and further details will follow.
BEFX—5S5%, BiIERIEEERIEMDR 2017/745 N B B I ERiZAEFATE BMDSAPRIHR SEAMEIR. iZIIEH

COESME, [SENS/ ME—TRYHT
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Fact sheet on MDR requirements for Transparency and Public Information

The purpose of this fact sheet is to list information which will be available to the public in accordance with
transparency obligations in MDR considering that some requirements will be applicable only once the European
database on medical devices (Eudamed) is fully functional.

Transparency is a key objective of the Medical Devices Regulation (MDR) aiming at providing a large access to
relevant information to the public and strengthening public and patient confidence in the safety of medical devices
placed on the EU market.

K FMDRIEFEFATSRE R SRR

BRI ERIZSIHERIEMDRAVERRE NS EARNRHANER, &SRBk (RN R T 2 iEE
(Eudamed)2mEi{EFAIERA.

BEHERETSMEN(MDRIFT— M EER, EEALNRIBREMEXEERERE, FHIBE AR IEEXIEEMN7 L
ENETSERZE RIS 0.

1.

2.

List of key information which will be accessible to the publicin Eudamed
ARET RN R T R R R SRR SR IE R
Registration of all manufacturers, their authorised representatives and importers
FrETiERs. EENAEREHORA%EM
Registration of devices, the core elements of the UDI database
BEM, ErsaE—tmREeEEN OER
Registration of certificates of conformity
BISIEBRYEIC
List of notified bodies designated under the MDR
MDRISEIINETISBER
Scientific opinions of the expert panels
S/ NMNERIZEER
Clinical investigation reports and their summary
IR R SR EHE
The summary of safety and clinical performance
REHIRRFRIMAYEES
Manufacturer incident reports and field safety notices
FhEE SRS RSB
Summary of the results of market surveillance activities
MR EEREE
List of key information which shall be publicly available outside Eudamed
RERRBREETT sSMEURREE LA MATHRSRIRIERIE
National measures taken by competent authorities for the placing on the market of single use devices
which are reprocessed
FE LB TR (RS riAT RN E R B
Types and levels of fees
ZEFARYSREIRIKTE
National measures governing the assessment, designation and notification of notified bodies
BERAETNIRTHEL, EEMMENESER
List of standard fees from notified bodies
kEAET IR EEFER
Commission annual summary report of the peer review activities of authorities responsible for notified
bodies
ERENSNEEESBRVEE ENINFERERS
Declaration of interests of top-level management of notified bodies
AETEISEEEA R

10



Declaration of interests of each member of the MDCG, of its sub-groups except for stakeholder

organisations, and of the advisors within the expert panels and expert laboratories

ETmiANENE MR, FRRAEERELINMYNME, TRINEFIE RIS =ERIBIEAF SR

Advice provided by the expert panels

BHRNERHYSEREN

Names and affiliation of the members of the MDCG

BT R NBR RSB TR T KRR

The above lists indicates the information which will be made available to the public respectively in Eudamed and
outside Eudamed, respectively from the entry into application of the MDR (May 2021) and the release of Eudamed
(planned for May 2022).
EAiESFIH T EMDRERIE(20214E5 B) FIEEA E e MR AR (I TF202285 B)FHA, 155 BIFERR A= T sstsdE
EERNER R T T st EE LAINE A AR ER).
However, it does not necessarily mean that the information made available in the future will be strictly limited to
the one listed. Transparency in the context of the MDR can be considered as a step by step process that may include
other areas in the future.
B, XHIA—ERWRE ARSI ™SR TSI, ATEMDREENAEHEN A—MEFHANTE, &
SReTRe R R b,
More information, could progressively be made available in Eudamed based on experience gained on the impact of
transparency in particular on the various reporting activities and the way this information is beneficial to the public.
TRIBEEEERRN, 55 BER Y SR S B R I X E BRI A ARAVFE S EFFBSHYELE, TJLAERIERE
T eSEE R PRI E ZAYER.

What is the state of play of the implementation of Eudamed?

BREA T eSS EE ST VEA R A?
The development and implementation of Eudamed is a high priority for the Commission
BRI TR T e R R E R IS E T
The Commission, in agreement with the Medical Device Coordination Group (MDCG), is going to make
available the different modules on a gradual basis as soon as they are functional
TRIEETESMEINERINY, ERABENRISRE FRES R AIX AR
The module on Actor registration will be the first module made available. Deployment of the module takes
place December 2020.
EAFHERES P LERUER, ERATEREE 202051287
The module on UDI/device registration (second module) and the module on Certificates and Notified
Bodies (third module) will become available by May 2021. Afterwards, the remaining modules will be
displayed as soon as they are functional.
BT et —tRE/ B EA R (B MR FRE BN SRR (E=MER)ET20215E587 A, 2Aa, H
REEECI IR FRE BN Rk,

Commission Implementing Regulation (EU) 2020/1207 laying down rules for the application of Regulation (EU) 2017/745 of
the European Parliament and of the Council as regards common specifications for the reprocessing of single-use devices.

ZRSEFWRRER)2020/1207S 545, FRGHNSHEESSRY (SHIEREE)2017/745) (KT —RIEREBMIEATHR
AU HIEFRHIERIN.

This Regulation lays down rules for the application of Article 17(3) of Regulation (EU) 2017/745, where national law
has permitted reprocessing of single-use devices and a Member State has decided not to apply all of the rules
relating to manufacturers’ obligations laid down in that Regulation as regards single-use devices that are
reprocessed and used within a health institution.

ZEFE TIER (RUER)552017/745S4[15817(3) AN, HPESRFEIFN—RMEERSMETEIINT, fm—
MR ERENERZEGIFRERNK RN N ER I TAE AN R — R E A HNER X SHFTE RN,
Note: This does not mean that reprocessing of disposable products according to MDR will be allowed in Sweden.

XA AR RER IS FRIEM DRI — R = S TR N L,
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This must be incorporated into national law. The government assignment to investigate the conditions for
reprocessing of disposable products previously announced is still ongoing and will be reported at the end of 2020. In
the event that reprocessing is permitted, such activities shall take place in accordance with the specifications in the
implementing regulation.

XINEZRE, BIRFKTRESRIEMI—R M mBI TSRS EHTH, FASE2020F KRS, ENIFS
INTAIBRT, LSS ERINIEARSCIERGIPRINE Bt T.

Team NB A £ H1#thS
(click to get back to page 1)

The pandemic situation affects the MDR implementation with regards to pushed preparation and implementation
work from both the industry and NB’s to prioritize the changed circumstances affected pandemic situation.

As such, a new task force based on Team NB members has been set up to participate in a joint approach to
European Commission concerning the COVID-19 challenging situation affecting the Notified bodies operations and
certification activities under the MDR. This task force is headed by Ella Helgeman as chair.

BB T MDRAVSLHE, SNBSS TANN SRR FSCETIE, LM B IhEBE s
e B, BEMSI T MNANETUSIHSRRAAERIFN TR, LS5SHMEBEERASREHX TR A STEE
MDRTH RIS FHAMEEHICOVID-19k R AMIBRS L. 1Z TEEHMRElla HelgemaniB(EEE,

Position paper and several open questions has been raised and sent to the Commission and we are currently seeking for
response and negotiations to solve the operational concerns and challenges to the MDR certification activities. The greatest
impact for NB’s is that there is no guidance available of how to deal with MDR assessments and certification activities under
the COVID-19 pandemic. Travel restrictions to countries, and in some cases within countries, makes it impossible to execute
initial audits onsite. So far, the Commission has not envisage the possibility of initial audits against MDR. As a consequence,
onsite audits may not always be possible due to quarantine and travel restrictions.

EREZERSRHBENBN—EAREEE, HIERIEESKRESHNH, LERAMDRINESHEIGHAEIEEAIIE.
MAEHHIREAFINE, IRBXTAMIMECOVID-19K5HMT FMDRASITHEFBAIEERRHES. FHEEZRAINI THRE,
PARAERLIE R FTERNERIRI TR, HERAEIAITERFZ, BIERIAL, ERAEHEKZEXIMDREITEIRE
ZageTRett. B, ETORFNIRITIRGI, ATReH A SR TIAHZ.

Team NB has raised the attention to the use derogations as stipulated in the MDR art.59, so far this has not been taken into

consideration to find adequate solutions to address concerns due to the COVID-19 situation and how this affects the
notified bodies.

REHEIHSELIREXIMDRESIFHEREREIRANERE, BIERIAL, EREEEEIX—R, LEREESARFRD
i, BRRCOVID-19&=1E5 HERIKY), LANIXUMAISAEA S A,

Other Hfth
(click to get back to page 1)

Note that it is mandatory both under regulation and directive from 20t of April 2021

BEER, M2021548208E, IXTEEFER FEEEHIMERT

Release Notes for IMDRF Terminology Edition 4.1

EFRETREMEETAEISin (IMDRF) AKig4.1hRAYAFRIRA.

Edition 4.1 is a minor update to improve usability of the IMDRF Terminology. There are no changes to any terms,

codes, and definitions since Edition 4.0 published on 20 April 2020 with the exception of two editorial corrections
indicated below.

ARAANB—AVNER, LUESIMDRAARENRIAM, BH20205F48 208 A%R04.0MRLLE, BT TRANMRESIES, H
RIS, HEEFIE IR R E T,
Overview of changes: ZMYAEA:
1. Addition of Code Hierarchy information to all Annexes.
BTN UBER S HER.
2. Addition of Status / Status Description information to Annexes A, E, and G, to indicate major changes made
since Edition 3.0 and to clarify that some level 1 terms should not be used for coding.
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FEMRA. ERIGHRMMAS/NSHIAMER, LIRIBE3.ORLLCRIMIIEEEN, HEEF1RAREARR TR,
3. Addition of a Mapping Table to Annex E. The content of the mapping is unchanged.
FERHHE FRIEINT —MNREIR, BEAEIZERIL,
4. Correction of definition of Display to reference the correct code for Touchscreen
EATETNIEN, ISEARRFRIERRR
5. Change of term G04040 to Cusp/Leaflet and inactivation of term G04081 due to duplication of "Leaflet."
BARIEGO40408 R /iBAH, FHTF "HIAH" NESMEAIEG040815KE;

Brexit ZXEIRER
(click to get back to page 1)

They have decided to create their own regulatory system for medical devices, and they will only accept CE marked
medical devices until June 30, 2023.

ITRERZBCHNETRMIRERR, 202356830822, thi1REZHE CERGHETEe .

Summary of key requirements for placing a device on the Great Britain market

R E M7 IR — TS A R e R

From 1 January 2021, there will be a number of changes to how medical devices are placed on the market in Great
Britain. These are:

M021F1B1HEE, B REmizaiiosisaE LR, XEE:

CE marking will continue to be used and recognized until 30 June 2023

Certificates issued by European Economic Area (EEA)-based Notified Bodies will continue to be valid for the Great
Britain market until 30 June 2023

£20235F6H30HZR1, CEAREISHREAR(ERFNART.

FHRGMERST X (EEARI A B WSS RRIERIGE20235F6 5 30 A Z AESE A AR,

A new route to market and product marking will be available for manufacturers wishing to place a device on the
Great Britain market from 1 January 2021

M021FF1B1HiEE, HERiRBCE SIS E— I mimCiR R,

From 1 January 2021, all medical devices and in vitro diagnostic medical devices (IVDs) placed on the UK market will
need to be registered with the MHRA. There will be a grace period for registering:

M 20211 B 1 B2, St ASEAHEE T SRR A N EET SRi(V Ds) SRR B T A

(MHRA) Efft. EEE— R

4 months for Class llls and Class IIb implantables, and all active implantable medical devices

NsZEFNIbREAN R FFEIB AN ET =41,

8 months for other Class Ilb and all Class Ila devices

HftblIbRAFrBladkasis B

12 months for Class | devices

12588t 12
The above 12-month grace period will not apply to manufacturers of Class | devices and general IVDs that are
currently required to register with the MHRA.
If you are a manufacturer based outside the UK and wish to place a device on the UK market, you will need to
establish a UK Responsible Person who will take responsibility for the product in the UK. Further detail on the UK
Responsible Person is set out below.
FiR124 BRIBEBREA N E T B Al e e E 2 S E AR ISR B AR A M2 iR SR AR,
MR RELONISIER, FEE— IMERETA LR, (REREE T EERE, XMERGEREX
XA R, RERRIFERERINT.
From 1 January 2021, the MHRA will designate UK Conformity Assessment Bodies (CABs) to conduct assessments against
UK requirements for the purpose of the UKCA mark. UK Notified Bodies currently designated under the MDD (BSI, SGS and

UL) will become “Approved Bodies” automatically as of 1 January 2021 without having to undergo a new designation
process with MHRA.
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M021F1B 18, RESSSEERESTETEN I (CABS) T RIREERH TUKCAIRSHYFE, BRIFEMDDT
IEERISEENSHMIBSI, SGSFIULM2021F1B1 BB "SI |, TR SREA W THIHsER

=,

Switzerland one step closer to recognize MDR

In T EHEIMARIMDR,

Switzerland and the European Union benefit currently from a Mutual Recognition Agreement (MRA) which facilitates
market access especially for medical devices.

Thanks to the European Commission’s decision to postpone the date of application of the Medical Device Regulation (MDR)
by one year, Switzerland and the EU have won one more year to get the Mutual Recognition Agreement updated, and thus,
maintain these benefits for both parties.

A majority has voted for a new MRA. Thanks to this result, one big stone has been removed off the way towards a new
MRA. This doesn’t mean that there will definitely be an MRA, but at least there is still hope.

I EANEREE HRIZH T —BUEEAADEMRA), iZNEEFITFIREN, RAlEET R MiaEN.
HTFERERSRERGET s ZM(MDR)AYEE BERHER—F, IntAERERRS ¥ —F2HRTEPREFERAIAMY,
TR 7 ST HIF 7S,

Standards R/
(click to get back to page 1)

In the absence of harmonised standards against the MDR, the latest versions of those standards that were
previously harmonised against the MDD are considered state of the art for the MDR
ESEHIMDRIVG—FRERNBER T, BRI MDDS R ARG HRAMEIA I EMDRASERFKF
Where key standards or CS have not been applied or not been applied in full, appropriate justification
should be provided in the technical documentation. A summary or gap analysis regarding ability to comply
with associated GSPRs (MDR Annex I), and a risk analysis and conclusion of acceptability of any compliance
gaps should be provided.
NRKTVERCSIRBHRN AT RERTTENA, MRS RAEESATER. MRHKTIBFIERGSPRs
(MDRBHA) FIBEDRISEEREIE DT, LARSHHEI S EIE RS2 RN S S RILE S,
MPDR technical documentation should continue to demonstrate that the files meet the state of the art,
including consideration of revised or replaced standards or CS .
MDREZAR SN AR ERIF IR S B BRATA KT,  EUEE ST T S AR CS,
MDR technical documentation should indicate other Regulations and / or Directives which apply. If a device
is governed by multiple regulations or directives, all applicable regulations / directives should be identified
(e.g. device intended to be used in accordance with both the MDR and PPE Regulation, device which is also
machinery).
MDREARSASN, RS FRRVEM A/ BdES. WIR—EMEZ 2 NAIEIESER, NRARBIFEIERINE
MABS WO, PHRIEMDRAIPPEEAMFFEAIESH, RIS,

ISO 14155:2020 Clinical investigation of medical device for human subjects.

IS014155:2020 AVREETTEEMIIGPREAE.

This third edition cancels and replaces the second edition (ISO 14155:2011), which has been technically revised. The main
changes to the previous edition are as follows:

FS=IREGEFRR THEAR(SO 14155:2011), FEBEH T IHALANELT, XWF E—hRAYEZZHANT:
inclusion of a summary section of GCP principles (see Clause 4);
BEYIRRIEEENE (GCP) RNATHREERRS (WIS
reference to registration of the clinical investigation in a publicly accessible database (see 5.4);
SERARAFIEA TR FRYEM(WS.4)
inclusion of clinical quality management (see 9.1);

BEIRRRESIE(O.1);
inclusion of risk-based monitoring (see 6.7);

BEETXICAMEN(6.7);
inclusion of statistical considerations in Annex A;
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BRFITESEREEMEA,

inclusion of guidance for ethics committees in Annex G;

BREREERSIESAMRG;

reinforcement of risk management throughout the process of a clinical investigation (planning to

consideration of results) including Annex H;

AN ARG IS RER) IEX S SRR,

clarification of applicability of the requirements of this document to the different clinical development

stages (see Annex |);

BB ERI AN EIGARFFAM ERAERE (ORHE—);

inclusion of guidance on clinical investigation audits (see Annex J).

BERAERHER(MR). .
ISO/TR 20416:2020 Medical device - Post market surveillance for manufacturers
ISO/TR 20416:2020E1 7 28t —HhERAY_ L TSN E
This document provides guidance on the post-market surveillance process and is intended for use by medical
device manufacturers. This post-market surveillance process is consistent with relevant international standards,
in particular 1ISO 13485 and ISO 14971. This document describes a proactive and systematic process that
manufacturers can use to collect and analyse appropriate data, to provide information for the feedback
processes and use this to meet applicable regulatory requirements to gain experience from the post-production
activities. The output of this process can be used:
XA LTHERNRETRES, fETSSHIEHER. X— EhENEESEFEEREIMNE, FFBIZISO
13485F0ISO 14971, ZSUHEA T "RREMAREFMANITE, THERILERZIFEREER N TmESINEEE, AR
HIERAMER, AFIRXEEEEHREERIENER, NEFEEaFiRERs., I EnmHEaI LA

as input into product realization;

{E/9r- ERsCERATHIN

as input into risk management;

EAN B ETRRTRIN,

for monitoring and maintaining product requirements;
ISF T RESK;

for communicating to regulatory authorities;
S5hEEZIEEE,

as input into improvement processes.

1E/IBUHIFERTR.

This document does not address market surveillance activities to be performed by regulatory authorities.

Neither does it specify a manufacturer's actions required by the applicable regulatory requirements resulting

from their production or post-production activities, nor reporting to regulatory authorities. This document is not
intended to replace or change applicable regulatory requirements for post-market surveillance.

AR RISEE W TS, b E RGBSR e EaminE AR Bk RERY
173, SBRRELRRE. A LERENE hEREERREEK.
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