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I Legislative acts

REGULATIONS

* 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 ()

* 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
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What iIs included?
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Important Changes and Improvements
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MDRA Transitiomd Article 120

2017 2018 2019 2020 2021 2022 2023 2024

GraceperiodT i pl ace on

No change! / Follow PMCF of MDR

2

2017 May 26 2020 May 26 2022 May 27 2024 May 27
Entry Into Date of 2 years after 4 years after
Force (EIF) Application DOA DOA
(2017 May 5 + 20) (DOA) AIMD / Class I
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SUD

Overview of Stucture: Chapters (

Chapter | Scope and definitions

Making available and putting into service of devices, obligations of economic operato

Chapter Ii reprocessing, CE marking, free movement

|dentification and traceability of devices, registration of devices and of economic opet

gl summary of safety and clinical performance, European databank on medical devices

Chapter IV Notified bodies
Chapter V Classification and conformity assessment
Chapter VI Clinical evaluation and clinical investigations

Chapter VIi Postmarkesurveillance, vigilance madkesurveillance

Cooperation between Member States, Medical Device Coordination Group, Expert la
Chapter VIl ) .
Expert panels and device registers

Chapter IX Confidentiality, data protection, funding, penalties

0,10 -| ) QIS Finaprovisions
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Overview of Stucture: Chapters

Annexl

Annex |V
Annex V

Annex VI
Annex VI

Annex IX
Annex X
Annex Xl

Annex XllI

AGeneral safety and performance requirements

ATechnicalocumentation

ATechnical documentation ompartet surveillance

AEU Declaration of conformity

ACE marking of conformity

Alnformation to be submitted with the registration of devices and economic operators, Ul
ARequirements to be met by Notified Bodies

AClassification criteria

AConformity assessment based on a quality management system and assessment of the
AConformity assessment based on type examination

AConformity assessment based on product conformity verification

AProcedure for custorade devices

AcCertificates issued by a notified body

AClinical evaluation and-pwsket clinical fology

AClinical Investigations

AList of groups of products without an intended medical purpose referred to in Article 1(1

ACorrelation table
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Classification Annex VIlI

Rule 4 ANonlnvasive Devices

Rule 8 Alnvasive Devices

Ruled-13 A Active Device

Rulel422 A Specific or additional Rules

A Moreules, some existing rules reworded

A Changes in the classification rules of medical devices might lead to changefin
classification for particular medical devices.

A Manufacturers shall check if the applied classificatiorrigié is still

TUV SUD America September 22, 2015 Using Your Notified Body to Accelerate Speed to Market Slidell 'I'l'JV®



Classification Annex VIlI

. Additional / Specific
MDR Classification requirements

Scrutiny procedure after

certification
AClass | Aimplantablelasslib Aimplantablelass IlI
A sterile AMedicinal substance Aactive devices delivering
Aw/ measuring function AMedicinal substance medicinal products
Areusable surgical derived from human
instruments blood/plasma
AClasslla AlIntroduced thru body
AClasslib orifice |
A Class Il A Absorbed thru skin

ATissues or cells:
A Animal origin

A Derivates of human
origin
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Classification

OReusabl e sur gi measshninstiumBntStdndéd fdr $ligan t
use in cutting, drilling, sawing, scratching, scraping, clamping, retracting, clipping or similar

procedures, without a connection to an active device and Which Is intended by

the manufacturer to be reused after appropriate procedures such as
cleaning, disinfection and sterilization have been carried out.

Article 7

Reusable surgical instruments, involvement of the notified body is limited:
Ré to the aspects relating to the reuse o
disinfection, sterilization, maintenance and functional testing and the related
instructions for use. 0
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Classification Annex VIlI

Rule 8 T Implantable devices

- Total and partial joint replacements are class lll
with the exception of ancillary components such as screws, wedges,
plates and instruments. (llb implantable new category)

- Spinal disc replacement implants and implantable devices that

come into contact with the spinal column are class Il
with the exception of components such as screws, wedges, plates and
instruments. (llb implantable new category)

Ankle prosthesis
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Classification Annex VIlI

Rule 11 - Software
with diagnostic or therapeutic purpose

Class lla

Except if such a decision may cause
Death or an irreversible deterioration of health

Class Il
Serious deterioration of health or surgical intervention
Class IIb
for monitoring physiological processes
Class lla
Unless immediate danger to the patient

Class llb
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Classification Annex VIlI

Rule196 Nanomaterials
Alldevices incorporating or consishagahateriare:

I Class Il if they present a high or medium potential for interna
exposure.

I Clasdlbif they present a low potential for internal exposure.

I Clasdlaif they present a negligif, ;. -
potentidor internal exposure. KR
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Classification Annex VIlI

Rule200 Inhalation devices

Devices$or inhalatiasf medicinal products:
I are ClasHa
I are Clas#ibin case impact on the efficacy and safet —~
of the administered medicinal product / intended fc
lifethreatening condition;

Rule21d Absorbable substances
Substances introduced into the human body or applied to the skin;
- are class Il if introduced through body orifice;
- are class lllabsoredh the stomach or lower gastrointestinal;
- are clas#aif applied to the skin / nasal or oral cavity;
- are clasdibin all other cases;

TUV SUD America September 22, 2015 Using Your Notified Body to Accelerate Speed to Market Slidel7 'I'l'JV®



Classification Annex VIlI

Rule227TninCl osed | oopo systems
Therapeutic devices with an integrated or incorporated diagnostic
function which significantly determines the patient management by the
device, such as closed loop systems or automated external

defibrillators, class Il

TUV SUD America September 22, 2015 Using Your Notified Body to Accelerate Speed to Market Slidel8 Tl'JV®
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Changes in QM®bligations

Article 1017 General obligations of manufacturers

Follow EN ISO 13485:2016 (13485:2016)
Risk management EN ISO 14971:2012 (1ISO 14971:2007)

Article 13/ 14 General obligations of importers / distributors

Verification of product registration
Keeping register of complaints
Copy of Declaration of Conformity

TUV SUD Product Service GmbH Slide20 TUV®



Changes in QM®bligations

Article 15 - Person responsible for regulatory compliance
Responsibilities
Conformity of the device is appropriately checked
TD / DoC up-to-date
post-market surveillance
vigilance reporting
Qualification
Minimum university degree
Four years of experience
Special rule for micro and small companies

Article 611 Clinical evaluation
Shall be updated throughout the life cycle of the device concerned

with clinical data obtained from the implementation of the manufacturer's
PMCF plan
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Changes in QM&bTechnical Documentation

‘Technical File ‘ | Technical
g Documentation

‘Design Dossier ‘

Annex Il Technical Documentation
Annex Ill  Technical Documentation on post-market surveillance

Article 11 EU Representative to keep available a copy of the TD
Article 45 NB needs a copy of the TD

OEM 1 PLM (Recommendation 2013/473/EU)
Notified bodies should note that manufacturers:

a) have to fulfil their obligations themselves regardless
of any partial or total outsourcing of the production via
subcontractors or suppliers;

b) do not fulfil their obligation to have at their disposal the
full technical documentation and/or of a quality system
by referring to the technical documentation of a
subcontractor or supplier and/or to their quality system;

TUV SUD Product Service GmbH Slide22 Tl'JV®



Changes in QM&New processes

Article 2717 UDIT Unique Device Identification

Annex VI

UDI-DI T device identifier, specific to a manufacturer and a device
UDI-PI T specific to the unit produced

09501101530003
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Changes in QMENew processes

Article 33 - EUDAMED

Article 29(4) for registration of devices;

Article 28 for the UDI-database;

Article 30  on registration of economic o
t
operators; Tra(‘ﬁe[ﬁ) o

Article 57 on notified bodies and Market
on certificates; surveillance

Article 73 on clinical investigations;

Article 92 on vigilance and post-
market surveillance;

Article 100 on market surveillance:

CICICICIEICICICICICICICICICIC L JSemer =8 7o 7

G EE E T LT T =0 Certificates

OO0 noDENENE a0nn
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ConformityAssessmenProcedures MDR Article 52

Class Ill. lIb Annex | General Safety and Performance Requirements
’ Annex II TECHNICAL DOCUMENTATION

Im plantable Annex Il Technical Documentation on Post Market Surveillance

Annex X
e TYPE EXA

.
Annex Xl Annex Xl

PART A: PART B:
Product Quality Product

Certificate

Annex IX PAF. [ Chapter
Production C uality Assuran

Certificate
Assurance Verification

\ ¥

EU EXPERT PANEL

¥

Declaration of Conformity—»  CE0123
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ConformityAssessmenProcedures MDR Article 52

Annex IX, Chapter Il, Section 5.1 (Scrutiny)
Class Ill implantable

Class llb active devices intended to add or remove a medicinal
substance

Notified Body

Notified Body

Review Review

A Restrict indications
A Limit duration of
certificate

onformity

ment

A Benefit: Risk
Determination

AManufacture
Clinical Evaluation

C

A NB Clinical A Consistency A Undertake specific
Evaluation with PMCF studies
Assessment Report indications A Adapt IFU or

A PMCF Plan A PMCF Plan Summary of Safety [

A IFU and Clinical

A Summary of Safety Performance
and Performance A Impose other

restrictions

Notified Body A Duly justify i Notified Body

advice not followed Certificate

Certificate

TUV SUD Product Service GmbH 28.06.2017 Folie26 Tl'JV®



ConformityAssessmenProcedures MDR Article 52

Class b Annex | General Safety and Performance Requirements
Annex ||l TECHNICAL DOCUMENTATION
Annex Ill Technical Documentation on Post Market Surveillance

é

Annex IX PAF. [ Chapter

Production C uality Assuran

I o 4l Certificate

Annex X|‘

Certificate
PART A: PART B:
Product Quality VPr_?duqt
' erification
Samplmg Assuranc ificati

generic device

group
\ 4

Declaration of Conformity— CE0123
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ConformityAssessmenProcedures MDR Article 52

Annex | General Safety and Performance Requirements
Annex ||l TECHNICAL DOCUMENTATION
Annex Ill Technical Documentation on Post Market Surveillance

Class lla

Annex IX P’ \RT Chapter Annex XI PART A: Annex XI PART B:
Productior Quality Assuran Product Quality Assuran Product Verification

Certificate Certificate Certificate

sampling

device category

\ 4 v \ 4
Declaration of Conformity> CE0123
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