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What is happening in Europe?
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Medical Device Regulation ðOJ May 5, 2017
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May 2017
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Important Changes and Improvements

Stricter pre-

market control of 

high-risk devices 

with the 

involvement of a 

pool of experts at 

EU level

Introduction of a 

new risk 

classification 

system for 

diagnostic 

medical devices 
based on international 

guidance

Inclusion of 

certain aesthetic 

products which 

present the same 

characteristics 

and risk profile as 

analogous 

medical devices

Reinforcementof

the criteria for 

designation and 

processes for 

oversight of 

notified bodies
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EUDAMED - EU 

database on 

medical devices 

and a device 

traceability 

system

Reinforced 

requirement for 

manufacturers to 

collect data 

about the real-life 

use of their 

devices

Reinforcement of 

the rules on 

clinical data, 

including an EU-

wide coordinated 

procedure for the 

authorisation

EU-wide 

requirement for an 

'implant card' to 

be provided to 

patients



MDR ðTransition ðArticle 120
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2017 2018 2019 2020 2021 2022 2023 2024 2025

2017 May 26

Entry Into 

Force (EIF)

(2017 May 5 + 20) 

2020 May 26

Date of 

Application

(DOA)

2024 May 27

4 years after 

DOA

Grace period ïñplace on the marketò

No change! / Follow PMCF of MDR

MDR

MDD

AIMD

NB

MDSAP

2022 May 27

2 years after 

DOA

AIMD / Class III



Overview of Stucture: Chapters
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Scope and definitions

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

reprocessing, CE marking, free movement

Identification and traceability of devices, registration of devices and of economic operators, 

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

Notified bodies

Classification and conformity assessment

Clinical evaluation and clinical investigations

Post-marketsurveillance, vigilance and marketsurveillance

Cooperation between Member States, Medical Device Coordination Group, Expert laboratories, 

Expert panels and device registers

Confidentiality, data protection, funding, penalties

Final provisions
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Overview of Stucture: Chapters

ÅGeneral safety and performance requirementsAnnex I

ÅTechnical documentationAnnex II

ÅTechnical documentation on post-market surveillanceAnnex III

ÅEU Declaration of conformityAnnex IV

ÅCE marking of conformityAnnex V

ÅInformation to be submitted with the registration of devices and economic operators, UDIAnnex VII

ÅRequirements to be met by Notified BodiesAnnex VII

ÅClassification criteriaAnnex VIII

ÅConformity assessment based on a quality management system and assessment of the TDAnnex IX

ÅConformity assessment based on type examinationAnnex X

ÅConformity assessment based on product conformity verificationAnnex XI

ÅProcedure for custom-made devicesAnnex XII

ÅCertificates issued by a notified bodyAnnex XIII

ÅClinical evaluation and post-market clinical follow-upAnnex XIV

ÅClinical InvestigationsAnnex XV

ÅList of groups of products without an intended medical purpose referred to in Article 1(1a)Annex XVI

ÅCorrelation tableAnnex XVII
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Classification Annex VIII
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ÅNon-Invasive DevicesRule 1-4

ÅInvasive DevicesRule 5-8

ÅActive DeviceRule 9-13

ÅSpecific or additional  RulesRule 14-22

ÁMore rules, some existing  rules reworded 

ÁChanges in the classification rules of medical devices might lead to change in 

classification for particular medical devices.

ÁManufacturers shall check if the applied classification rule is still right



MDR Classification

ÅClass I

Åsterile

Åw/ measuring function

Åreusable surgical 
instruments

ÅClass IIa

ÅClass IIb

ÅClass III

Additional / Specific 
requirements  

Åimplantable class IIb

ÅMedicinal substance

ÅMedicinal substance 
derived from human 
blood/plasma

ÅIntroduced thru body 
orifice

ÅAbsorbed thru skin

ÅTissues or cells:

ÅAnimal origin

ÅDerivates of human 
origin

Scrutiny procedure after 
certification 

Åimplantable class III 

Åactive devices delivering 
medicinal products
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Classification Annex VIII
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Classification

óReusable surgical instrumentô means an instrument intended for surgical 

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:

ñé to the aspects relating to the reuse of the device, in particular cleaning,

disinfection, sterilization, maintenance and functional testing and the related 

instructions for use.ò
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Rule 8 ïImplantable devices
- Total and partial joint replacements are class III

with the exception of ancillary components such as screws, wedges, 

plates and instruments. (IIb implantable new category)

- Spinal disc replacement implants and implantable devices that 

come into contact with the spinal column are class III 
with the exception of components such as screws, wedges, plates and 

instruments. (IIb implantable new category)

Classification Annex VIII
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Classification Annex VIII

Rule 11 - Software

with diagnostic or therapeutic purpose

Class IIa
Except if such a decision may cause

Death or an irreversible deterioration of health

Class III

Serious deterioration of health or surgical intervention

Class IIb

for monitoring physiological processes

Class IIa

Unless immediate danger to the patient

Class IIb



Rule 19 ðNanomaterials

All devices incorporating or consisting of nanomaterialare: 

ïClass III if they present a high or medium potential for internal 

exposure.

ïClass IIbif they present a low potential for internal exposure.

ïClass IIaif they present a negligible 

potential for internal exposure. 
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Classification Annex VIII



Classification Annex VIII
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Rule 20 ðInhalation devices
Devices for inhalation of medicinal products: 

ïare Class IIa;

ïare Class llbin case impact on the efficacy and safety 

of the administered medicinal product / intended for treating

life-threatening condition;

Rule 21 ðAbsorbable substances
Substances introduced into the human body or applied to the skin;

- are class III if introduced through body orifice;

- are class III if absoredin the stomach or lower gastrointestinal;

- are class llaif applied to the skin / nasal or oral cavity;

- are class llbin all other cases;
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Classification Annex VIII

Rule 22 ïñClosed loopò 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 III
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Changes in QMS - Obligations 
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Article 10 ïGeneral obligations of manufacturers

Follow EN ISO 13485:2016 (13485:2016)

Risk management EN ISO 14971:2012 (ISO 14971:2007) 

Article 13 / 14 General obligations of importers / distributors

Verification of product registration

Keeping register of complaints

Copy of Declaration of Conformity



Changes in QMS - Obligations
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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 61 ïClinical 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



Changes in QMS ðTechnical Documentation
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OEM ïPLM (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;

Technical File   

Design Dossier

Technical 

Documentation 

Annex II Technical Documentation

Annex III 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
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Article 27 ïUDI ïUnique Device Identification

Annex VI

UDI-DI ïdevice identifier, specific to a manufacturer and a device

UDI-PI ïspecific to the unit produced

Changes in QMS ðNew processes
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Eudamed

Traceability
(UDI)

Devices

Actors

Studies / CI

NBs

Certificates

Vigilance

Market 
surveillance

Article 33 - EUDAMED

Article 29(4) for registration of devices;

Article 28 for the UDI-database;

Article 30 on registration of economic

operators;

Article 57 on notified bodies and

on certificates;

Article 73 on clinical investigations;

Article 92 on vigilance and post-

market surveillance;

Article 100 on market surveillance;

Changes in QMS ðNew processes



Conformity Assessment Procedures MDR Article 52

Annex X

é TYPE EXAMINATION

Annex IX  PART Chapter I: 

Production Quality Assurance
Annex XI  

PART A: 
Product Quality 

Assurance
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Declaration of Conformity CE0123

Certificate

Certificate

Class III, IIb

implantable

Annex IX  Section 4: 

Assessment of TD (every)

Certificate

Annex XI  

PART B: 
Product 

Verification

CertificateCertificate

Every!

Annex I General Safety and Performance Requirements

Annex II  TECHNICAL DOCUMENTATION

Annex III Technical Documentation on Post Market Surveillance

EU EXPERT PANEL
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Review

21 
days

39 
days
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Review

ÅBenefit: Risk 

Determination
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indications

ÅPMCF Plan
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Notified Body 

Certificate

ÅRestrict indications

ÅLimit duration of 

certificate

ÅUndertake specific 

PMCF studies

ÅAdapt IFU or 

Summary of Safety 

and Clinical 

Performance

Å Impose other 

restrictions

Å Duly justify if 

advice not followed

Notified Body 

Certificate

Annex IX, Chapter II, Section 5.1 (Scrutiny)

Class III implantable

Class IIb active devices intended to  add or remove a medicinal 

substance 

Conformity Assessment Procedures MDR Article 52



Conformity Assessment Procedures MDR Article 52

Annex X

é TYPE EXAMINATION

Annex IX  PART Chapter I: 

Production Quality Assurance
Annex XI  

PART A: 
Product Quality 

Assuranc
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Declaration of Conformity CE0123

Certificate

Certificate

Class IIb

Annex IX  Section 4: 

Assessment of TD (sampling)

Annex XI  

PART B: 
Product 

Verification

CertificateCertificate

sampling
generic device 

group 

Annex I General Safety and Performance Requirements

Annex II  TECHNICAL DOCUMENTATION

Annex III Technical Documentation on Post Market Surveillance



Conformity Assessment Procedures MDR Article 52
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Annex IX  PART Chapter I: 

Production Quality Assurance

Annex XI  PART A: 
Product Quality Assurance
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Annex I General Safety and Performance Requirements

Annex II  TECHNICAL DOCUMENTATION

Annex III Technical Documentation on Post Market Surveillance

Declaration of Conformity CE0123

Certificate

Class IIa

Annex IX  Section 4: 

Assessment of TD (sampling)

Annex XI  PART B: 
Product Verification

CertificateCertificate

sampling
device category 

Annex XI  Section 10: 

Assessment of TD (sampling)

Annex XI  Section 18: 

Assessment of TD (sampling)
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