20" DGRA Annual Congress, WCCB, 15. June 2018

Medical Device Regulation EU i
Challenges for Notified Bodies
and Manufactures

Dr. Rainer Edelhauser

c/o Zentralstelle der Lander fur Gesundheitsschutz
bei Arzneimitteln und Medizinprodukten
Heinrich-Bdll-Ring 10, D-53119 Bonn



Medical Device Regulation

Procedure 2012/0266/COD

COM (2012) 542: Proposal for a REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL on medical devices, and amending
2001/83/EC, Regulation (EC) No 178/2002 and Regulation (EC) No 1223/2009
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https://eur-lex.europa.eu/procedure/EN/2012 266
A long way with a — even longer — history ...
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Directive 2007/47/EG

A Increased requirements for conformity assessment
activities of notified bodies = assessment of
technical documentations of class lla/ lIb
devices

A Despite knowing the need for improvement in

the area of designation and monitoring of notified
nodies no changes of the requirements have
peen included

7z

A but a provision for an implementing act to
ensure consistent application of designation criteria
(see MDD Art. 16)
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In December 2011 “PI P happend*®

... the so called nbreast-implant scandaln

A exceptional case, fraud

A European Commission (DG SANCO) switched
to ficrisis modeo

AAnnouncement of short-term activities

-> 2012 Dalli-Plan for immediate actions ... 1 n c |

-> Implementing Regulation (EU) 920/2013 up
to
-> 2017 MDR
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The Medical Device Reqgulation (MDR)

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

A OJL117/15.5.2017

A will replace directives 90/385/EEC (AIMDD) and
93/42/EEC (MDD)

A (in principle) direct applicable law

A national adaptations e.g. for assignment of
competences required



The Medi cal Devi ce

A 175 pages, 10 Chapters, 123 Articles (in MDD 23),
XVI (XVIl) Annexes

A date of application = 26 May 2020

A expanded scope covering e.g. also listed devices
without an intended medical purpose (Ann. XVI)

A Increased registration, identification (UDI),
documentation and information requirements

A central element will be a database = new Eudamed
A new governance structure
A complex transitional provisions
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https://www.bvmed.de/de/recht/rechtsrahmen/eu-medizinprodukte-verordnung/poster-uebersicht-mdr-flowchart-2017
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TranSItI O n al p I'OVIS I O nS [added after discussion]

A see MDR Article 120

A date of application = 26 May 2020; earlier application
(partially) possible — details p. 20 & NAKI

A iImmediate need for certificates according to new
classifications?
Only in case where the current law does not require a
certificate, e.g. for reusable surgical instruments
(new class | r) or in case of change from class | to lla
or higher

A use of this option is limited until 2024, for devices
lawfully placed on the market bevor 2020 to 2015 (MDR
Art. 120 (4) and definitions in Art. 2)



https://www.bundesgesundheitsministerium.de/fileadmin/Dateien/3_Downloads/N/NAKI/NAKI_02-05_UG1_MDR_FAQ_UEbergang.pdf

... Transitional provisions (added after discussion

12

A For interpretation of “placing on the market”
[current law] see

https://ec.europa.eu/docsroom/documents/10265/attachments/1/translations/en/renditions/native

from 16 November 2010

A refers to the individual product, not the type!


http://ec.europa.eu/DocsRoom/documents/10265/attachments/1/translations
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New Eudamed

[Fig. from DG GROW, May 2018]

Article 33 MD/30 IVD - Electronic Systems included in Eudamed

............................................................................................................................................................................. }.
‘De;\'c: placed on g5t re*f
15t module set 27 module set
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_ Sm_gle Clinical Investigation / Performance Studies
registration
number i

Basic UDI-DI
13



New Committee structure [Fig. from DG GROW, May 2018]
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The European governance map

DG GROW = Policy & implementing .

legislation

DG SANTE Unit F — Notified Body -
Joint Assessment

DG JRC — Joint Research Centre

Scientific and technical aspects

Medical Device Competent Authorities

MDCG ﬁ Coordination Group S > for Medical Devices

MDR Art. 103-105




... N eGommittee structure

Cluster A (Pre-market):

Working group 1: NB oversight and JA
Working group 2: Standards
Working group 3: Classification and Borderline

Cluster B (Post-market and clinical)

Working group 4: Clinical
Working group 5: PMS and Vigilance
Working group 6: Market surveillance

15

MDCG: Organisational structure

Cluster C (New technologies):

Working group 7: New
technologies (including
software, apps and

cybersecurity aspects)

[Fig. from DG GROW, May 2018]

_____ 5 MDCG consultation
with stakeholders

Cluster F (IVDs):

Working group 11:
Implementation of IVD-
specific aspects of the IVDR

Cluster E (International matters):
Working group 10: International
matters
Cluster D (Systems):

Working group 8: EUDAMED
Working group 9: UDI




MDCG outputon Co mmi s swelasite® s

https://ec.europa.eu/growth/sectors/medical-devices/guidance_en
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European Commission > Growth > Sectors = Medical devices = Guidance

S IR | |
Single Market and Industry Entrepreneurship Access to finance Secto

ISE <h EI Standards and SMEs for SMEs

Medical devices

o

Guidance
Regulatory framework W
PIP Action Plan
. The European Commission provides a range of guidance documents to assist stakeholders in
implementing directives related to medical devices.
Meddevs
Consensus Statements New regulations

Informative Documents Guidance documents to assist stakeholders in implementing the Medical Devices Regulations.

Market surveillance b MDCG documents e

Specific areas of w

development . i
Current legislation

Dialogues with w

et el aties Guidance documents to assist stakeholders in implementing directives related to medical devices.

Questions and answers Guidance MEDDEVs

Contacts
Consensus statements

. . . Informative documents
Medical devices - links



Current Commission activities
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A Short term e.qg.
setting up of MDCG subgroups
communication campaign and

plan for implementation of functional specifications for
Eudamed

A Medium-long term e.g.
A implementing acts (e.g. for Art. 17, Annex XVI devices)
A guidance documents

A establishment of expert panels, expert laboratories and
EU reference laboratories



CAMD Executive Group
Task Force on Implementation
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A Two Stakeholder Meetings in 2017
dentification of priority Issues

7z

A

CAMD Implementation Taskforce

MDR & IVDR Implementation Priorities - DRAFT

| Nemewn

Overarching and cross-cutting issues are considered across the whole of the
Regulations, while other specific pnonty i1ssues are separated into seven "Clusters’

1.

Scope & Classification
ND-specificissues

Eudamed & UDI

Notified Bodies

Clinical Evaluation & Clinical Investigation
Post-Market Surveillance & Vigilance
Market Surveillance



https://www.camd-europe.eu/
https://www.camd-europe.eu/
https://www.camd-europe.eu/
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... C A MRecutive Group
Task Force on Implementation

A Roadmap published November last year

Medical Devices Regulation/In-vitro Diagnostics Regulation
(MDR/IVDR) Roadmap

By Andrew Queen |/ On November 7th, 2017 / In Regulatory

Download the Medical Devices Requlation/In-vitro Diagnostics Requlation

(MDR/IVDR) Roadmap from the CAMD Implementation Taskforce.

19 https://www.camd-europe.eu/news/
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... C A MHE2ecutive Group
Task Force on Implementation

= European
,_ transposition of
The CAMD network publishes FAQ documents covering the transitional provisions of the O u tp ut frO m B M G

MDR and IVDR.

lhese documents were developed by the CAMD Transition Subgroup (T56) which was N A K I tran S Itl O n

tosked with agreeing and providing greater clarity on the transition-related provisions in

subgroup (UG 1)

The TSOG has answered around 20 initial questions on the following topics:

* Placing on the market of MDR/IVDR compliant devices until 26 May 2020/2022
e Placing on the market of AIMDD/MDD/IVDD compliont devices ofter 26 May 2020/2022

* The so called “sell off” provision of Art. 120 para 4 MDR [ Art. 110 para 4 IVDR httDS//WWW bundesqesundheitsmiﬂistel’ium

* EUDAMED and its relevance for the application of certain provisions of the MDR/IVDR.
de/naki.html

lhese FAQs will evolve and expand as the 1SG continues to address the key issues, and will

act as an aid to the consistent interpretation of the transition articles.

Download the VIDR Transition Provisions FAO and VDR
Transition Provisions FAO from the CAMD Transition Subgroup.



https://www.camd-europe.eu/wp-content/uploads/2018/05/FAQ_MDR_180117_V1.0-1.pdf
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Previous process of designation (schematical)

22

Application

l

Designating Authority (DA)

'

Application review, assesment of documents,
on-site assessment, ...

l

Decision




New process of designation (schematical)

Application Information to Commission, setting up of a
l Joint Assessment Team (2 MS, 1 COM)
» Designating Authority 41 Europen Assessors (JAT)
v .

Application review, assesment of documents,
on-site assessment, ...

1 ‘,

Recommendation for Recommendation for
designation designation

| > Committee (= other MS) <

Diverging
opinion?

] yes
Committee
Recommendation to DA

DA-Decision

A\ 4




New process of designation (schematical)

24

é

Il n reallty eV 6:1

before and after the on-site

assesment |

for special areas the European
Parliament wanted to include In

addition the EMA

for

7 yes

Committee
Recommendation to DA

DA-Decision




Annex VIl Requirements to be met by NBs

A Organisational and general requirements
legal status and organisational structure, independence
and impartiality, confidentiality, liability, financial
requirements, participation in coordination activities

A Quality management requirements

A Resource requirements
gualification criteria in relation to personnel,
subcontractors and external experts,

A Process requirements
Application review / contract, allocation of resources,
conformity assessment activities, decisions,

.  certifications, surveillance, changes



Requirements — Designation

A for MDR a new Designation is mandatory
A Applications are possible since 26 November 2017

A Implementing regulation for scope of designation
(art. 42 13) -> (EU) from 23 Nov 2017

A Joint assessment process (joint assessments) in
principle comparable to those defined In the
Commission implementing regulation (EU) No.
920/2013, but more detailled requirements prior
and after the on-site assessment

A complete re-assessment first after 3 years,
then every four years (MDR Art. 44 (10))

26


https://eur-lex.europa.eu/eli/reg_impl/2017/2185/oj

Process description

A NBOG Best Practice
Guide

A and application forms
(scope, documents to
be delivered)

A detailled description
of the process

A will be amended
based on experience

A others in preperation

27

Lt ?
i %
Ak
NBOG's Best Practice Guide
applicable for ] MDR, and (& VDR 20171

Designation and notification of conformity assessment bodies

i by the Medical Device Cooramanon Group (MDCG) establizhed by Arvicle 103
) 201 . The MDCG is compozed of reprecemanves of all Member Sta haired by a
he Eiropean Commuzzion.

reprezent

it canmor be regavded oz reflecr & offficial pozirion
locument are mot legally binding and only the Courr of
of Union Jaw.

The doctment iz nor @ European Comms
6 Enropean Commizsion. A1
cé of the Eropean Union can

1 Introduction and scope

This document aims to provide guidance to the authorities responsible for notified bodies
(hereafter, the designating authorities) and joint assessment teams (JATs) when
conducting designation assessments of conformity assessments bodies (CABs) that apply
for designation as a notified body in the field of medical devices and/or in vitro diagnostic
medical devices.

Furthermore, this guide is intended to bring consistency and to align the working practices
of the different designating authorities in the Member States ', regarding the assessment,
designation and notification * of CABs. These processes are established by Articles 38 to
42 of Regulation (EU) No 2017/745 * (hereafter, the medical devices Regulation — MDR)
and Articles 34 to 38 of Regulation (EU) No 2017/746 * (hereafter, the in vitro diagnostic
medical devices Regulation — IVDR).

In terms of scope, this guide focuses on the first designation of CABs under the MDR
and/or the IVDR. Once sufficient experience from this process has been gathered, it may
be updated accordingly.

Pre-assessment and off-site activities
21 CAB's application

Nhen applying for designation, CABs need to use the application form(s) required by the
designating authorities and submit the com ing supporting doct C

- form NBOG F 2017-1 for designation under the MDR, and/or
- form NBOG F 2017-2 for designation under the IVDR.

The content of the application will include a specification of the conformity assessment
activities and types of devices to be covered by the designation, using the codes set outin

References made fo ‘Member States’ In this guide, should be understocd 3s refering 1o Memoer States, EEA

and EFTA countries and cther countries where a relevant agreement covering mutual recognlticn of designation

of notified bockes exists.

*  Atpresent, this Gocument does not elaborate on the different steps covering noscation of CABs. Once this part
Is ceveloped, e BPG will be Updated accoraingly.

3 Reguiation (EU) 2017/745 on medical devices, amending Directive 2001/83EC, Reguiation (EC) No 178/2002

and Regulation (EC) No 12232009 anc repealing Coundll Directives S0/3EVEEC and S3MEEC (QU L 117,

5.52017,p.1).

Reguiation (EU) 2017/746 on In wivo diagnostc medical devices and repealing Directive 98/79EC and

Commission Decision 2010/227/EU (OJ L 117. 5.5.2017. . 176).

NSOG BPG 2017-1 rev 3 Page 10f 16



https://ec.europa.eu/docsroom/documents/27723/attachments/1/translations/en/renditions/native
https://ec.europa.eu/docsroom/documents/27723/attachments/1/translations/en/renditions/native
https://ec.europa.eu/docsroom/documents/27723/attachments/1/translations/en/renditions/native

... Requirements — Area of Notifled Bodies

A 93/42/EEC
one Article (Art. 16), Annex Xl (3/4 p.)

A Implementing regulation (EU) No. 920/2013
10 Articles, 2 Annexes, 12 pages in total

A MDR Chapter IV (9 pages, ca. 15 Articles),
Annex VII (16 pages, with > 50 % description
of the process)

? Yes, inprinciple, b u't

28
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New (monitoring) requirements

Medical Device Regulation MDR =
Too much focus on clinical aspects?

A Tasks of Notified Bodies in this area increased
again

A focus of the technical documentation assessments
IS on clinical aspects

A separate reports for the clinical evaluation
assessments are required

A Notified Bodies need to review periodic safety

update reports (PSURS) for class Il and
Implantable devices annulally (see MDR Art. 86)

30



Requirements — for Designating Authorities

(New) focus of assessments (Art. 45)

A é s hmevtidw an appropriate number of
notified body assessments

A of manufacturers' technical documentation

Ain particular the clinical evaluation
documentation

A shall be conducted both off-site and on-site

Arecommendation on sample size (devices,
numbers) can be established by the
a1 Medical Device Coordination Group (MDCG)



Requirements — for Designating Authorities

32

(New) focus of assessments (Art. 45)

A é s hmevtidw an appropriate number of
notified body assessments

A of manufacturers' technical documentation

Ain particular the clinical evaluation
documentation

A
e this includes the

A manuf ac tdoocumentason
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... hew monitoring

requirements

Article 54 Clinical evaluation consultation proce-

dure for certain class

A for implantable class |
devices intended to ac

Il and class llb devices

| devices and active class lIb
minister and / or remove a

medi ci nal (
body

Rule @) to cfrom the human

A not in case of renewals (underthe MDR'! ) |

A notification obligation via Eudamed

A notification shall be accompanied by the clinical
evaluation assessment report



Specific additional procedures (Anh. Ix, 5.1)

AFor those devices .. the
verified the quality of clinical data supporting the
clinical evaluation report of the manufacturer refer-
red to in Article 61(12), prepare a clinical evaluation
assessment report which sets out its conclusions
concerning the clinical evidence provided by the
manufacturer, in particular concerning the benefit-
risk determination, the consistency of that evidence
with the intended purpose, including the medical
Indication or indications and the PMCF plan referred
to in Article 10(3) and Part B of Annex XIV

.. .-~ shall transmit its report ... to the Commission.




Specific additional procedures (anh. IX, 5.1)

35

A The Commission shall immediately transmit those
documents to the relevant expert panel referred to In
Article 106.

A expert panel decides on the basis of defined criteria ...

A whether to provide a scientific opinion on the clinical
evaluation assessment report

A scientific opinion shall be provided within a period of
60 days

A notified body shall give due consideration to the views
expressed in the scientific opinion of the expert panel

A full justification by the notifed body required in case it
has not followed the advice of the expert panel



... hew monitoring requirements
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Article 55 Mechanism for scrutiny of conformity
assessments of certain devices

A all certificates granted for the aforementioned devices
need to be notified including

A the summary of safety and clinical performance
(SSCP) pursuant to Article 32

A the assessment report by the notified body
A instructions for use referred to in Sect. 23.4 of Annex |

A where applicable, the scientific opinion of the expert
panels referred to in Section 5.1 of Annex IX

A In the case of divergent views between the notified body
and the expert panels, a full justification



... hew monitoring requirements
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Article 55 Mechanism for scrutiny of conformity
assessments of certain devices

A all certificates granted for the aforementioned devices
need to be notified including

A the summary of safety and clinical performance
(SSCP) pursuant to Article 32

tha ncencemaonnt rononrt by tho noatifind bhodys

A competent authoritya n d the
Commission may, based on reasonable
A concernsapplyf urt her pr oceduy

A
A
A




Summary
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A General increase of
requirements, especially in
respect to the clinical
evaluation

A Time and efforts for docu-
mentation will significantly
Increase for a | playefs*

AQuestion If the nmultilayer
monitoring requirementsn
are adequate & justified

A Transitional provisions are
“very ambitious”




When you read

the Interinstitutional Agreement of 13 April 2016 on
Better Law-Making, OJ L 123/1 of 12 May 2016 with

é Union legislation should be comprehensible
and clear, allow ... businesses to easily under-
stand their rights and obligations, include
appropriate reporting, monitoring and evaluation
requirements, avoid overregulation and
administrative burdens, and be practical to
Implement

Youmayaskhow t he MDR coul d hayv
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Thank you very much for your attention!

fije

Contact

Dr. Rainer Edelhauser

c/o Zentralstelle der Lander fur Gesundheitsschutz
bei Arzneimitteln und Medizinprodukten
Heinrich-Boll-Ring 10

D-53119 Bonn



