
EU Regulations on Medical Devices

Ulf H. Grundmann
Tel: +49  69 257 811 400
E-Mail: ugrundmann@kslaw.com



Overview

1 - Legal Framework

2 - What is new?

3 - Scope

4 - Manufacturer Obligations Once the Medical Device is 
Placed on the Market

5 - Non EU Manufacturer Interactions

2



1 – Legal Framework

a. Overview

b. Objectives

c. Timeline

d. Transitional Period



Regulation on Medical 

Devices 2017/745 entered 

into force on May 25, 2017

The Regulation on Medical Devices

2017/745 will repeal and replace the

Medical Device Directive (93/42/EEC) and

Active Implantable Medical Devices

Directive (90/385/EEC) on May 26, 2020

Two New Regulations on Medical Devices

Regulation on In Vitro 

Diagnostic Medical Devices 

2017/746 entered into force 

on May 25, 2017

The Regulation on In Vitro Diagnostic

Medical Devices 2017/746 will repeal and

replace the In Vitro Diagnostic Device

Directive (98/79/EC) on May 26, 2022

a. Overview

The Regulation 2017/745, also called « MDR », 

is the general regulation for Medical Devices



✓ To Improve Health & Safety:

• Recent scandals highlighted weaknesses in the legal system in place at the time and damaged the confidence of 

patients, consumers and healthcare professionals in the safety of medical devices.

• Therefore, the new Regulations contain a series of important improvements to modernize the current system, 

increasing the obligations of the actors in the sector.

✓ To Allow a Uniform and Simultaneous Application of EU Law Within the Member States:

• Under the Medical Device Directive (93/42/EEC), the Active Implantable Medical Devices Directive (90/385/EEC)

and the In Vitro Diagnostic Device Directive (98/79/EC), importers and distributors of medical devices were subject

to different obligations and responsibilities arising from National Legislation or Regulations of the Member States.

• Unlike Directives, Regulations do not need to be transposed into National Law. The new Regulations will therefore

reduce the risks of discrepancies in interpretation across the EU market.

• However, the Member States still play an active role in the implementation of the new Regulations: they should

take all necessary measures to ensure that the provisions of this Regulation are implemented, including by laying

down effective, proportionate and dissuasive penalties for their infringement.
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b. Objectives
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c. Timeline

May, 25, 2022May 25, 2020 May 26, 2022May 25, 2017

Medical Device Directive (93/42/EEC)

&

Active Implantable Medical Devices 

Directive (90/385/EEC) 

repealed and replaced 

by the Regulation on Medical 

Devices 2017/745 

Regulation on Medical 

Devices 2017/745  

& 

Regulation on In Vitro 

Diagnostic Medical Devices 

2017/746

Formal Publication

In Vitro Diagnostic Device 

Directive (98/79/EC) 

repealed and replaced by the 

Regulation on In Vitro 

Diagnostic Medical Devices 

2017/746 

May 26, 2020

5 year transitional period

3 year transitional period



✓ What is a Transitional Period? 

• The existing product rules remain applicable although new rules have been already adopted.

• Manufacturers can choose to place their products on the market under the current EU Directives or the new 

Regulations.

✓ What is the Aim of a Transitional Period?

• To allow manufacturers, National Authorities and Notified bodies to adjust gradually to the conformity

assessment procedures and the essential or other legal requirements.

✓ What Happens Next?

• The new requirements will apply to all devices placed on the market or put into service from the date of

application of the Regulations.

• However, it will be possible, for a limited period of time from that date, for devices to be placed on the market

or put into service by virtue of a valid certificate issued pursuant to the Directives.
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d. Transitional Period



2 – What is new?



In terms of their impacts on manufacturers and products, the Directives and the MDR largely

share the same basic regulatory requirements. No existing requirements have been

removed, but the MDR adds new requirements.

Compared to the current Directives, the MDR places more emphasis on a lifecycle approach

to safety, backed up by clinical data.

The MDR brings more stringent requirements for the designation of Notified Bodies, with

increased control and monitoring by the national competent authorities and the Commission.

The MDR reclassifies certain devices and has a wider scope. For instance, the MDR

explicitly covers all devices for cleaning, sterilizing or disinfecting other medical devices

(Article 2.1); reprocessed single-use medical devices (Article 17); and certain devices with

no intended medical purpose (Annex XVI).
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The MDR also covers internet sales of medical devices and medical devices used for

diagnostic or therapeutic services offered at a distance (Article 6).

The MDR introduces a clinical evaluation consultation procedure for some Class IIb devices

and for implantable Class III devices by an independent expert panel (Article 54).

A new Unique Device Identification system (Article 27) will significantly enhance the

traceability and the effectiveness of post-market safety-related activities.

The MDR will also provide increased transparency, with information on devices and studies

being made public. The new European Database for Medical Devices – EUDAMED – will

play a central role in making data available and increasing both the quantity and quality of

data (Article 33).
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Scope (Article 1)

The scope of the MDR has broadened, so a manufacturer must check product portfolios to

find out whether more of the devices fall within the scope of the Regulation compared to the

Directives. Pay attention to products listed in Annex XVI, which will be covered by the

Regulation once the respective Implementing Regulation setting out common specifications

has been adopted. The list of products excluded from the scope can be found in paragraph

6. Some products that combined a medical device and an in vitro diagnostic device or a

medicinal product follow specific rules (see paragraphs 7, 8, 9).

It is now explicit that devices and services sold online fall under the scope of this Regulation

(Article 6).

Definitions (Article 2)

The definition of a medical device has been slightly modified and there are more definitions

of terms in the Regulation than in the Directives, in order to ensure a common

understanding at EU level. Examples include: Unique Device Identifier (Definition 15),

clinical data (Definition 48), clinical evidence (Definition 51), and serious incident (Definition

65).
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Obligations of manufacturers (1/2)

The obligations of the different actors and their relations are now clearly stated in the

Regulation.

According to Article 10, manufacturers shall have systems for risk management (paragraph

2) and quality management (paragraph 9); conduct clinical evaluations (paragraph 3);

compile technical documentation (paragraph 4); and apply a conformity assessment

procedure (paragraph 6). Manufacturers are also responsible for their devices once they are

on the market (paragraphs 12, 13, 14). They must have systems in place to cover their

financial responsibility for harm caused by defective devices (paragraph 16).

Every manufacturer shall have a named person responsible for regulatory compliance

(Article 15).

Manufacturers of some implantable devices will have to provide an implant card for the

patient (Article 18).
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Obligations of manufacturers (1/2)

Once they have completed all these obligations, manufacturers shall draw up a declaration

of conformity (Article 19) and apply CE marking to their devices (Article 20).

Manufacturers outside the EU/EEA shall have a contract with an

authorized representative inside the EU/EEA (Article 11).

The obligations of authorized representatives (Article 11), importers (Article 13) and

distributors (Article 14) are also clearly described.
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Risk classes of devices

As a manufacturer you must check your portfolio of products to determine whether some of

your devices will be reclassified or will need to be scrutinized by a Notified Body.

Determining the risk class of a medical device is essential in specifying the steps required

for CE marking (Article 51), especially in terms of the choice of conformity assessment

procedure and clinical requirements.

The MDR sets out 22 rules for determining risk classes (Annex VIII), compared to 18 rules

under the Directive. You should pay special attention to rules regarding: invasive devices,

surgically invasive devices and implantable devices (Section 5: Rules 5 to 8); active devices

(Section 6: Rules 9 to 13, for example, software now falls under Rule 11); devices utilizing

tissues and cells (Rule 18); devices incorporating nanomaterials (Rule 19); and devices

composed of substances (Rule 21).
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Notified Bodies (Chapter IV)

Notified Bodies have to be designated under the new Regulation. They will be required to

meet more stringent criteria, particularly in terms of clinical competence. Notified Bodies can

apply to be designated from 26 November 2017. The process of designation, which might

take 12 months or more, involves assessors from both national and European authorities.

This means that the first Notified Bodies designated under the new Regulation might be

available by the beginning of 2019.

The database of Notified Bodies (NANDO) can be found here:

http://ec.europa.eu/growth/tools-databases/nando/

As a manufacturer you must verify whether your Notified Body will be designated under the

new Regulation and whether the scope of its designation will cover all your products. You

must also start working with your Notified Body to plan the timing of certification for your

product portfolio, taking into account the availability of your Notified Body, the need for

additional data on devices and the transitional provisions in the new Regulation.
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Device indentification

A system of unique device identifiers (UDIs) will enhance the identification (Article 27) and

traceability (Article 25) of MDs. This is a completely new feature of the Regulation.

Each MD – and as applicable, each package – will have an UDI composed of two parts: a

device identifier (UDI-DI) specific to a device, and a production identifier (UDI-PI) to identify

the unit producing the device.

Manufacturers are responsible for entering the necessary data on the European database

(EUDAMED), which includes the UDI database, and for keeping it up to date.
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Conformity assessment (Chapter V Section 2) (1/2)

The assessment of the conformity of a device for CE marking varies according to the risk

class and specific features of certain devices (Article 52). The intervention of a Notified Body

is needed for all Class IIa, IIb and III devices, as well as some specific Class I devices (see

paragraphs 7a, b, and c). The different routes of assessment according to the class of the

device are described in Article 52 and the Annexes IX, X, XI. In some cases, manufacturers

have some choice regarding the conformity assessment route.

For certain Class III and Class IIb devices there is a new clinical evaluation consultation

procedure to be carried out by an independent expert panel, based on the clinical evaluation

assessment report of the Notified Body (Article 54).

Annex I specifies the general safety and performance requirements, while Annexes II and III

specify the makeup of the technical documentation.
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Conformity assessment (Chapter V Section 2) (2/2)

The scope of the Quality Management System (Article 10 paragraph 9) now includes clinical

evaluation and post-marketing clinical follow-up (PMCF). A clinical evaluation plan must

precede the clinical evaluation itself (Annex XIV, Part A).

Common specifications defining additional requirements may be put in place for certain

devices (Article 9).
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Clinical requirements (Chapter VI)

The new Regulation reinforces the requirements for clinical evaluation (Article 61),

introducing some of the biggest changes compared to the previous regime.

As under the Directives, it includes the collection of clinical data already available in the

literature as well as the setting up of any necessary clinical investigations. The concept of

equivalence with other devices for which clinical data already exists can still be used, but

only in a limited number of situations, and the new rules are tighter (Article 61 paragraphs 4,

5, 6).

Article 62 and Annex XV set out the new and more precise requirements for clinical

investigations. With only certain exceptions, implantable and Class III medical devices must

now go through clinical investigations.

For all Class III devices, and for Class IIb devices intended to administer a medicinal

product (or remove it from the body), the manufacturer has the option to consult a group of

European experts to obtain an upstream review of its intended clinical development strategy

(Article 61 paragraph 2).
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Summary of safety and clinical performance (Article 32)

For Class III and implantable devices, manufacturers shall draw up a summary of their

safety and clinical performance in a form that intended users (and patients, if relevant) can

understand. This summary will form part of the technical documentation sent to the Notified

Body.
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New technical norms (1/2)

The ISO 10993 set entails a series of standards for evaluating the biocompatibility of

medical devices. The new approach is risk-based.

ISO 13485:2016 Medical devices -- Quality management systems -- Requirements for

regulatory purposes is an International Organization for Standardization (ISO) standard;

current version was published on 1 March 2016. The new approach is risk-based.

21

2 - What is new? 



New technical norms (2/2)

ISO 14971 is an ISO standard for the application of risk management to medical devices.

This standard is the culmination of the work starting in ISO/IEC Guide 51, and ISO/IEC

Guide 63. The latest significant revision was published in 2007 with a minor update

published in 2009. In 2013, a technical report ISO/TR 24971 was published by ISO TC 210

to provide expert guidance on the application of this standard.

This standard establishes the requirements for risk management to determine the safety of

a medical device by the manufacturer during the product life cycle. Such activity is required

by higher level regulation and other quality management system standards such as ISO

13485. Specifically, ISO 14971 is a nine-part standard which first establishes a framework

for risk analysis, evaluation, control, and management, and also specifies a procedure for

review and monitoring during production and post-production.

In 2012, a European harmonized version of this standard was adopted by CEN as EN ISO

14971:2012. EN ISO 14971:2012 applies only to manufacturers with devices intended for

the European market; for the rest of the world, ISO 14971:2007 remains the standard

recommended for medical device risk management purposes.
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3 –Scope

a. Medical Devices Definition Under Regulation 2017/745

b. The US perspective

c. Identification of Economic Operators Under Regulation 2017/745
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a. Medical Devices Definition (1/2)

‘Medical Devices’ means

any instrument, apparatus, 

appliance, software, implant, 

reagent, material or other 

article intended by the 

manufacturer to be used, 

alone or in combination, for 

human beings (a full definition can be 

found in article 2.1)

Medical Devices must have a 

specific medical Purpose

Examples: 

• dental and surgical instruments

• bandages and splints 

•treatment chairs and hospital beds

The Regulation  

has a wider scope

For instance, it covers:

• all devices for cleaning,

sterilizing or

disinfecting other

medical devices

• reprocessed single-use

medical devices

• certain devices with no 

intended medical 

purpose (Annex XVI)

A Medical Device

covered by the 

Regulation can be

subject to other

Directives

Example: The Directive on 

electromagnetic compatibility 

covers the electromagnetic 

interference that a medical 

device may emit or receive

Borderline Cases

Some products are hard to 

classify as either a medicine 

or medical device. These 

products are called 

‘borderline Products’ until 

their status is decided

Medical Device 

Coordination Group 

(MDCG):

Assists the European Commission 

with deciding on a case-by-case 

basis whether or not a specific 

product, category or group of 

products falls within the scope of 

this Regulation



✓ In vitro diagnostic medical devices (Regulation 2017/746)

✓ Medicinal products (Directive 2001/83/EC)

✓ Blood products (Directive 2002/98/CE)

✓ Cosmetic Products (Regulation 1233/2009)

✓ Biocidal products (Regulation 528/2012)

✓ Food products (Regulation 178/2002) 

✓ Tissues and cells of human origin (Directive 2004/23/CE) or animal origin

The Regulation on Medical Devices 2017/745 does not apply to:

Presentation Title 25

a. Medical Devices Definition (2/2)



Reminder for US Manufacturers:

✓ Since Regulation 2017/745 on Medical Devices has a broader scope than that of

the Directives, manufacturers must check product portfolios to find out whether

more of their devices are concerned:

• Pay particular attention to products listed in Annex XVI, which will be covered by

the Regulation (example: contact lenses).

✓ Since the concept of ‘Medical Devices’ is difficult to handle, its definition can vary

between US Law (section 201(h) of the Federal Food Drug & Cosmetic (FD&C) Act) and

European law.
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b. The US perspective



c.    Identification of Economic Operators

EU/EEA

Manufacturer

Non EU/EEA

manufacturer 

Importer

Any natural or legal person

established within the

Union that places a device

from a third country on the

Union market

Distributor

Any natural or legal person

in the supply chain, other

than the manufacturer or

the importer, that makes a

device available on the

market, up until the point of

putting into service

Manufacturer
A natural or legal person

who manufactures or fully

refurbishes a device or has

a device designed,

manufactured or fully

refurbished, and markets

that device under its name

or trademark

Identity of treatment for EU and non EU manufactured products 

Manufacturer outside 

the EU/EEA shall 

have a contract with 

an authorized 

representative 

inside the EU/EEA

Authorized

representative is not 

mandatory

IMPLEMENTATION REGULATION CONTROL:

o EU Commission 

o Competent Authority (designated by each
Member State for the implementation of the Regulation)

o Notified body (independent certification bodies 
designated by a National Competent Authority and 

placed under European control)



3 – Manufacturer Obligations Before the Medical

Device is Placed on the Market

a. CE Marking

b. Steps to affix a CE marking

c. Medical Devices Classification 

d. Notified Body Role



✓ Is CE marking mandatory for Medical Devices?

• CE marking is mandatory for all Medical Devices, even if they are imported from

countries outside the EU.

✓ What does CE marking prove?

• CE marking proves that the product has been assessed and meets EU safety, health

and environmental protection requirements, and that it has been evaluated according

to the procedures provided by the Regulation.

✓ What is the effect of CE marking?

• Medical Devices that bear the CE marking have unrestricted access to the whole

market within the European Economic Area (EU + Iceland, Lichtenstein and Norway).

• CE marking may also make it easier to obtain access to other markets, such as

Australia, Egypt, Morocco or Turkey.

a. CE Marking
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1. Verify product specific requirements

2. Identify whether an independent conformity assessment by a Notified body is 

necessary

3. Test the product and check its conformity

4. Draw up and keep available the required technical documentation

5. Affix the Unique Device Identifier (UDI) to the medical device or its packaging

6. Draw up the EU Declaration of Conformity

7. Submit key information about the manufacturer, the authorized representative

and the importer if applicable, to EUDAMED

8. Affix the CE marking

b. Steps to affix the CE Marking



1. Product specific 
requirements

•The medical device must comply with the general requirements for safety and performance defined in Annex I.
Those requirements are divided into three categories: (i) requirements for the risk management system; (ii)
requirements regarding design and manufacture; (iii) requirements regarding the information supplied with the
device.

2. Conformity 
assessment  by a 
Notified body or 
self-assessment

• Medical Devices are not subject to a marketing authorization procedure. However, a conformity assessment
procedure by a Notified body is needed in most cases: Class IIa, IIb, and III devices, as well as some specific
Class I devices. (see the diagram hereafter)

•Conformity assessment procedures include three types of activities: design, manufacturing and final control of
the products.

3. Clinical 
evaluation 

•The clinical evaluation is  mandatory for all categories of products, regardless of their classification.

•The clinical evaluation makes it possible to demonstrate that, under normal conditions of use, the performances 
of the device are in conformity with those assigned to them.

4. Technical
documentation 

•The technical documentation is mandatory for all categories of products, regardless of their classification. This
document shall contain: (i) the description of the medical device, design and manufacturing information; (ii) the
information for the demonstration of conformity with the general safety and performance requirements; (iii) the
information on the benefit-risk analysis; (iv) the results and critical analyses of all verification and validation tests
and studies undertaken to demonstrate the conformity of the device with the requirements of the Regulation.
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5. Affix the UDI 
to the medical 
device or its 
packaging

• The manufacturer ensures the traceability of medical devices through a unique and unambiguous international 
code, identifying each medical device throughout its life cycle.

8. Affix the CE 
marking

•The CE marking is subject to the general principles set out in Article 30 of Regulation (EC) No 765/2008.

•The marking must be visible, legible and indelible.

•Where applicable, the CE marking shall be followed by the identification number of the Notified body responsible for
the conformity assessment procedures.

6. EU 
Declaration of 

conformity

•The EU Declaration is a written statement and a single declaration drawn up by the manufacturer to demonstrate the 
fulfilment of the EU requirements relating to a product bearing the CE marking it has manufactured.

•Duration is limited to 5 years, it must be regularly renewed.

7. EUDAMED

•Key information about the manufacturer, authorized representative and importer if applicable, must be submmited to 
the European databank on medical devices (EUDAMED). 
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c. Medical Devices Classification

High risk

Low risk

Notified body 

Approval required

Self-assessment

Examples:

Pacemakers

Heart valves

Implanted cerebral

simulators

Examples:

Condoms

Lung ventilators

Bone fixation plate

Examples:

Dental fillings

Surgical Clamps

Tracheotomy tubes

Examples:

Wheelchairs

Stethoscopes

Spectacles

Class 

III

Class 

IIb

Class 

IIa

Class 

I

/!\
• Class I Medical devices

will require involvement

of a Notified body if they

are sterile, have a 

measuring function or 

are re-usable surgical

instruments

/!\
• Under the EU

Regulation 2017/745,

Medical Devices are

divided into four classes

according to the level of

risk: class I, IIa, IIb, III.

(see Annex VIII)

• Under US Law, Medical

Devices are divided into

three categories: class

I, II, III.
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d. Notified Body Role

Manufacturer’s choice of a Notified body (NB) 

Manufacturers can certify their products with any NB

within the EU. A NB is selected from a formal list.

Manufacturer’s assessment

Application

A NB’s tasks will vary depending on the classification 

of the products concerned and the conformity 

assessment route a manufacturer has chosen.

Notified body assessment Report

Notified body Certification

Upon positive assessment, the NB issues the

approval certificate or attestation. Each certificate

shall refer to only one conformity assessment

procedure.

1

3

4

2

Notified body surveillance activities and post-

certification monitoring 

The NB has the right and duty to carry out

unannounced on-site audits and to conduct physical

or laboratory tests on devices.
5

/!\
• Under the EU Regulation

there are 4 procedures:

- Conformity Assessment based

on a quality management

system and on an assessment

of technical documentation;

- Conformity Assessment based

on type-examination;

- Conformity assessment based

on product conformity

verification;

- Procedure for custom-made

devices.

• In the US, there are three

main procedures before the

FDA:

- Premarket notification (‘510k’)

- Premarket approval

- Product development protocol



4 – Manufacturer Obligations Once the Medical

Device is Placed on the Market

a. Preventive obligations

b. Reactive obligations

c. Potential Consequences: Defective Devices Liability



✓ What is the meaning of ‘Post-market surveillance’?

• ‘Post-market surveillance’ means all activities carried out by the manufacturers (in cooperation with other

economic operators) to institute and keep up to date a systematic procedure to proactively collect and

review experience gained from devices on the market for the purpose of identifying any need to immediately

apply any necessary corrective or preventive actions.

✓ What are the key obligations for manufacturers?

• Manufacturers must plan a post-market surveillance system in a manner that is proportionate to the risk

class and appropriate for the type of device;

• The plan must specify the methods and procedures used to update the clinical evaluation of the

medical device and any contraindications observed;

• This report may be accompanied by the corrective and preventive actions that may be proposed;

• Manufacturers of class IIa, class IIb and class III devices should also prepare a periodic safety update

report for each device (i.e. a more comprehensive report than the monitoring report).

✓ What is the difference between ‘Post-market surveillance’ and ‘Market

surveillance’?

• ‘Market surveillance’ is defined in the Regulation as the activities carried out and measures taken by

competent authorities to check and ensure that devices comply with the EU requirements and do not

endanger health, safety or any other aspect of public interest protection.

a. Preventive obligations
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b. Reactive Obligations

Manufacturers

REPORT:

✓ Any ‘serious incident’* 

involving devices

✓ Any field safety corrective 

action 

Competent

Authorities

*A ‘serious incident ’ means any incident that directly or indirectly led, might have led or might

lead to:

• the death of a patient, user or other person

• the temporary or permanent serious deterioration of a patient’s, user’s or other

person’s state of health

• a serious public health threat

EVALUATE:

✓ the risks arising from the reported serious incident

✓ the safety corrective actions



✓ Manufacturers remain the first and main persons liable for the defect of the device they market:

• Damages resulting from the defectiveness of a medical device are repaired under

conditions provided by the Directive 85/374 / EEC of 25 July 1985;

• Manufacturers must provide sufficient financial coverage in respect of their potential

liability.

✓ Manufacturers shall, upon request by a competent authority, provide it with all the information

and documentation necessary to demonstrate the conformity of the device, in an official Union

language determined by the Member State concerned:

• Pay particular attention: unrestricted communication could have an impact on the

commercial situation of these products.

✓ Where the manufacturer is not established in a Member State and has not complied with its obligations,

the Authorized Representative shall be legally liable for defective devices on the same basis as,

and jointly and severally with, the manufacturer.

c. Defective Devices Liability



5 – Non EU Manufacturer Interactions
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a. Interactions With the Authorized Representative 

b. Interactions With Distributors & Importers



a. Interactions with the Authorized Representative

Non EU 

Manufacturers

Authorized

Representative

(AR) in the EU

Controls of non-European

manufacturer’s actions

during the entire lifecycle

of a device

Cooperates with the

competent authorities on

any preventive or

corrective action taken

to eliminate or, if that is

not possible, mitigate the

risks posed by devices

Competent

Authority

Ensures the conformity 

of the devices produced 

outside  the EU and 

serves as a point of 

contact for them in the 

European Union
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b. Interaction with Distributors & Importers

Manufacturer

Authorized

Representative
Notified body

Competent

Authority

Importer 

& Distributor

Before the  Product is placed on the 

market: 

Verify that:

• The device has been CE marked

• The device has been labelled

correctly and a  UDI has been 

assigned

• The device is registered in the 

Eudamed

Once the  Product  is placed on the 

market:

Cooperate when a device is not

in conformity with the Regulation

Once the  Product  is placed on the 

market:

Inform CA & NB if the device presents a

serious risk
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