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WELCOME
Welcome to this practical guide to implementing the EU MDR.

This guidebook is all about the brand new European regulation and how to apply the requirements 
into your business. This is part of the Meddev Solutions Guidebook Series, which provides practical 
tools and guidance for medical device manufacturers and anyone else with a need to understand 
exactly how to implement the MDR.

The book is a reference guide and as such, is not designed to be read from cover to cover.  It is 
broken into sections that can be quickly referenced to help navigate through the text of the MDR and 
to implement the requirements needed.

As this guidebook is not designed to be read from cover to cover, it is essential to understand how it 
works and how it is used, so please make sure you read Chapter 3 - ‘how to use this guidebook’

We hope you find this book extremely useful and we will be updating the book as things move 
forward, with additions such as Common Specifications, as and when they appear.  This is the first 
book in the Meddev Solutions Guidebook Series, but it won’t be the last.  

Meddev Solutions Limited.

CHAPTER 1
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CHAPTER 3

HOW TO USE THIS GUIDEBOOK
As mentioned in the welcome chapter, this book is not meant to be read from cover to cover, it is a 
set of tools and references that you can use to ensure you have met the requirements of the MDR.

The book is broken into chapters that represent different tools you can use.  Colour coding is used to 
aid navigation and each section of the book has a different coloured bar on the margin of the page 
to allow quick referencing.  The colour coding of each tool is represented by the coloured line under 
each tool description below.

The starting point for most users of this guidebook will be Chapter 4 - Compliance Guide, which 
identifies what a manufacturer needs to do to comply with the MDR, from there, the tools can be 
navigated as required.  The tool sets are as follows:

COMPLIANCE GUIDE:

The compliance guide consists of two chapters and is the starting point to aid compliance with the 
MDR.  It provides an overview to the requirements of the MDR and helps a manufacturer build the 
documentation required to demonstrate compliance.

MAPS:

These take a particular topic (such as Post Market Clinical Follow-up) lay out the text of the MDR in a 
‘map’ and highlight the relevant sections of the text for quick reference.

QMS TABLES:

This chapter provides a set of useful tables that links the requirements of a Quality Management 
System to the requirements of the MDR, this can be used to ensure that your QMS procedures meet 
the necessary requirements. 

SPR CHECKLISTS:

These are the Safety and Performance Requirements that you are required to meet.  This chapter 
provides a set of checklists that you can use to ensure you have met the requirements.
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TIMELINES:

The MDR has specific dates for implementation of different requirements.  For example, UDI 
requirements will be applied for class III and Implantable device manufacturers on the 26th May 
2021, which is a year after the general MDR applies.

MDR OVERVIEW:

This chapter provides an overview of the articles and annexes in the MDR. It describes each article 
and annex in layman’s terms, i.e. what it is about, a brief summary and also the conformity evidence 
required.

REFERENCES:

References have been collated and listed to allow review of further information.  This list includes 
definitions, a who’s who in the MDR and reference documentation.
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CHAPTER 4

COMPLIANCE GUIDE
INTRODUCTION

This chapter describes where to start as a manufacturer looking to comply with the MDR.  Work 
through each process task and refer to the associated MDR section to guide you through the Annexes 
and Articles. A set of questions then guides you into the requirements each Article or Annex as 
required. Further detail of each Article and Annex can be found in Chapters 9 and 10 which also 
provides a suggested compliance method. 

PROCESS TABLE
Task No Process Task Applicable section of MDR

1 Define your device

Work through each clause and document 
the answers for your device

Annex II: 
1.1 a)
1.1 b) - Product code or UDI if available
1.1 c)
1.1 d)
1.1 g)
1.1 h)
1.1 i)
1.1 j)
1.1 k)
1.1 l)
1.2 a)
1.2 b)

2 Is your device excluded from the MDR?

If your device is excluded by any of the 
clauses in the next column, and meets the 
criteria of that clause, the MDR does not 
apply.

Exclusions:
Article 1:
6 a)
6 b)
6 c)
6 d)
6 e)
6 f)
6 g)
6 h)
6 i)
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Task No Process Task Applicable section of MDR
3 Does your device contain other items of 

concern that are required to comply with 
other legislation?

Article 1:
7
8
9
10
12
13

4 Does your device meet the definition of a 
medical device?
If the device does not meet the definition of 
a medical device, the MDR does not apply

Article 2:
1

5 Is your device now treated as a medical 
device?

Annex XVI
1
2
3
4
5
6

6 Classify your device

Identify which rules apply to the device 
according to the intended use.  The highest 
applicable rule applies.

(Accessories are classified separately as 
devices in their own right)

Annex VIII - Chapter III
All rules as applicable

For further information:
Chapter 10 of this guidebook compares these rules 
with those of the Medical Device Directive

7 Determine the conformity assessment 
route - Class I

Conformity assessment depends on the 
classification of your device.  The following 
table identifies the acceptable approaches 
to conformity assessment.

NOTE - Technical Documentation as 
specified in Annex II ans III is ALWAYS 
required for the device, no matter what 
conformity assessment route is used

Class I - Not custom made or Investigational

• EU Declaration of Conformity in accordance with 
Annex IV.

• Technical documentation in accordance with 
Annex II and III

For devices that are sterile, have a measuring 
function or are a reusable surgical instrument:
• Annex IX Chapters I and III;
OR
• Part A of Annex XI

Sample only
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MAPS
INTRODUCTION

This chapter presents a series of maps that you can use to quickly navigate the requirements of the 
MDR for different areas of interest.  For example, if you would like to know where to find out all the 
applicable elements for clinical investigation, the map for this will indicate all the applicable Articles 
and Annexes. Where an applicable element appears it is colour coded.  The colour coded element 
can then be reviewed in chapters 9 and 10 to determine the compliance requirements. The following 
maps have been created:

Annex II Map
This is the Annex II map which covers Technical Documentation.  

Annex III map
This is the Annex III map which covers the technical documentation for Post Market Surveillance.

Annex IX map
This is the Annex for using a Quality Management System as a route of conformity.

Annex X map
This is the Annex for conformity assessment based on type examination.

Annex XI map
This is the Annex for conformity assessment based on product conformity verification.

Clinical & PMCF map
This map defines the applicable Articles and Annexes relating to Clinical and Post Market Clinical 
Follow up requirements.

Clinical Investigation map
This map defines the applicable Articles and Annexes relating to Clinical Investigation.

Vigilance & PMS map
This map defines the applicable Articles and Annexes relating to Vigilance and Post Market 
Vigilance.

Notified Body map
This map defines all the Articles and Annexes where Notified Bodies have specific requirements.

CHAPTER 5
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Article Numbers

1 2 3 4 5 6 7 8 9 10 11 12

13 14 15 16 17 18 19 20 21 22 23 24

25 26 27 28 29 30 31 32 33 34 35 36

37 38 39 40 41 42 43 44 45 46 47 48

49 50 51 52 53 54 55 56 57 58 59 60

61 62 63 64 65 66 67 68 69 70 71 72

73 74 75 76 77 78 79 80 81 82 83 84

85 86 87 88 89 90 91 92 93 94 95 96

97 98 99 100 101 102 103 104 105 106 107 108

109 110 111 112 113 114 115 116 117 118 119 120

121 122 123

Annex Numbers

I II III IV V VI VII VIII IX X XI XII

XIII XIV XV XVI XVII

Map 5 - Annex XI Product Conformity Verification Conformity route

ANNEX XI MAP

Referenced items to be completed for 
compliance to Map 5:
Article 1  - Annex XI Section 8, 16
Article 8  - Annex XI Section 15.1
Article 19  - Annex XI Section 5, 11
Article 114  - Annex XI Section 8, 16
Annex II  - Annex XI Section 3, 6.1, 10.1, 10.2,  
    10.3, 10.5, 18.2, 18.3, 18.4

Annex III  - Annex XI Section  6.1, 10.1, 10.2,  
    10.3, 10.5, 18.2, 18.3, 18.4
Annex IV  - Annex XI Section 5.1, 11
Annex IX  - Annex XI Section 6.1, 6.2, 6.3, 6.4,  
     7, 9, 17, 18.4, 10.5
Annex X  - Annex XI Section 2, 6.1, 17
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CHAPTER 6

QMS TABLES
INTRODUCTION

This chapter takes into account the ISO 13485:2016 Quality Management System Requirements and 
cross references the MDR requirements.  Furthermore it then takes the MDR requirements and cross 
references them to the QMS requirements of 13485:2016.  Finally there is a ‘procedure’ table which 
identifies requirements by type of QMS procedure. This tool will enable you to build compliant 
processes and procedures as part of your QMS system that ensures both ISO 13485 and the MDR are 
met.

ISO 13485 TO MDR REQUIREMENTS TABLE 

4

4.1.1 Article 10(14) Procedure to allow access of NBs or CAs

Article 10(16) ‘Persons may claim compensation for damage caused by a defective 

device’. Procedure for liability insurance
Article 53 Check the EU web site to confirm NB hold suitable levels of 

competency.
4.1.2 b) Article 10(9e) Risk management plan and procedures for each medical device.
4.1.5 Article 6 Ensure that the DoC is supplied to on-line sales outlets. 

Article 11,13,14,23 Contract with / mandate from the manufacturer 
Article 12 Elements required for changing Authorised representative

Article 30, 31 Ensure members of supply chain register with UDI system, include the 

need to pay fees.

Article 58 Procedure to cover changing NB

4.2.3 Article 22 Medical device file parts and components identified, required  ' 

statement'

Article 51, 52 The Medical device file to detail the classification rational of the device.
Article 61 - 86 & Annex XV The Medical Device File to be maintained and documented plan for 

PMS, PMCF, CER, CS

4.2.4 Article10(9) Keep available to the CA technical documentation for 10 years (15 

years for implantable) after the last device on the DoC is placed on the 

market.  

 5
5.5.1 Article 15 Authority given to person responsible for regulatory compliance. 

Document evidence for levels of competence

Sample only
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 5
5.5.1 Article 15 Authority given to person responsible for regulatory compliance. 

Document evidence for levels of competence

6 6.2 Article 15 Competencies for the person responsible for regulatory compliance.

7

7.2.1 c) Article 60 Manufacture may request a free sale certificate from the member state 

for exports.

7.2.3 a) Article 7 Procedure to control all literature published on the device.

7.3.3 b) Article 2 Section 1. Define as a medical device.

Article 1 Is the device covered by the legislation, define other regulations and 

directives which are applicable.

Annex XVI Define if the device is not a medical device whether of not in comes 

under the Medical device Regulation.

7.3.7 Article 10(f) Clinical evaluation in accordance with Article 61 and Annex XIV, 

including PMCF

Article 54, 61 Clinical evaluation in accordance with Article 54, 61

7.3.10 Article 8 & 9 Ensure that the latest CS and harmonised standards are being applied 

to the device.

Article 10(5) Custom devices must comply with Annex X

Article 10(9b) Imperative to identify applicable general safety and performance 

requirements and exploration of options to address those requirements

Article 54 Class III & IIb active delivery of medicinal devices requirement to go to 

expert consultation.

Article 61 - 82 & Annex XV The Design File should be updated and maintained to continue to 

support the device throughout its life cycle.

Article 109 Procedure (a) personal data,(b) commercially confidential information 

and trade secrets of a natural or legal person

7.5.9 Annex VI Methods for implementing the UDI system, 

7.5.9.1 Article 10(9h), 26 Methods for implementing the UDI system

Article 26 Procedures in place to cover UDI labelling and registration 

Article 29 Procedure in place for registration of UDI

7.5.9.2 Article 10(9h), 17, 26 Methods for implementing the UDI system, 

Article 26 Procedures in place to cover UDI label

Article 29 Procedure to registration of UDI

7.5.10 Article 109 Customer property procedure to cover requirements of Article 109

ISO 13485 to MDR requirements table cont...

Sample only
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SPR & RISK CHECKLISTS
INTRODUCTION

The Safety and Performance Requirements (SPR) are akin to the old ‘Essential Requirements’ of the 
Medical Device Directive.  They specify the requirements that a medical device must meet to be 
considered safe.  This chapter provides a series of checklists that can ensure your medical device 
complies with the requirements of the MDR.  Complete each SPR checklist, recording the applicable 
information for you device, please note that example information is provided and that no years are 
specified on the example standards as, at the time of publication, no standards are harmonised to 
the MDR. Please note SPR 23 has not been included as it is entirely prescriptive in the MDR.  A useful 
risk checklist then follows, which adds emphasis to the SPRs.

SPR CHECKLISTS 

CHAPTER I: General Requirements

SPR No: 1
Devices shall achieve the performance intended by their manufacturer and shall be designed and manufactured in such a way 

that, during normal conditions of use, they are suitable for their intended purpose. They shall be safe and effective and shall 

not compromise the clinical condition or the safety of patients, or the safety and health of users or, where applicable, other 

persons, provided that any risks which may be associated with their use constitute acceptable risks when weighed against the 

benefits to the patient and are compatible with a high level of protection of health and safety, taking into account the generally 

acknowledged state of the art.

(a) Does this apply to 

the device?

YES NO Rationale

(b) The method or methods used to 

demonstrate conformity

(c) Harmonised standards, CS or other 

solutions applied

ISO 13485

ISO 14971

Device Specific Standards
(d) Precise identity of the controlled 

documents offering evidence of conformity

Intended use documented in general description, dated xx/xx/xx, Doc No yyyy

Design specification, dated xx/xx/xx, Doc No yyyy

Design validation, dated xx/xx/xx, Doc No yyyy

PSUR, dated xx/xx/xx, Doc No yyyy

Risk/benefit analysis, dated xx/xx/xx, Doc No yyyy

CS and Standards list, dated xx/xx/xx, Doc No yyyy

CHAPTER 7
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SPR No: 2
The requirement in this Annex to reduce risks as far as possible means the reduction of risks as far as possible without adversely 

affecting the benefit-risk ratio.

(a) Does this apply to 

the device?

YES NO Rationale

(b) The method or methods used to 

demonstrate conformity

(c) Harmonised standards, CS or other 

solutions applied

 ISO 14971

(d) Precise identity of the controlled 

documents offering evidence of conformity

Risk procedures, dated xx/xx/xx, Doc No yyyy

SPR No: 3
Manufacturers shall establish, implement, document and maintain a risk management system.

Risk management shall be understood as a continuous iterative process throughout the entire lifecycle of a device, requiring 

regular systematic updating. In carrying out risk management manufacturers shall: (a) establish and document a risk 

management plan for each device; 

(b) identify and analyse the known and foreseeable hazards associated with each device;

(c) estimate and evaluate the risks associated with, and occurring during, the intended use and during reasonably foreseeable 

misuse;

(d) eliminate or control the risks referred to in point (c) in accordance with the requirements of Section 4;

(e) evaluate the impact of information from the production phase and, in particular, from the post-market surveillance system, 

on hazards and the frequency of occurrence thereof, on estimates of their associated risks, as well as on the overall risk, benefit-

risk ratio and risk acceptability; and

(f) based on the evaluation of the impact of the information referred to in point (e), if necessary amend control measures in line 

with the requirements of Section 4.
(a) Does this apply to 

the device?

YES NO Rationale

(b) The method or methods used to 

demonstrate conformity
(c) Harmonised standards, CS or other 

solutions applied

ISO 13485

ISO 14971
(d) Precise identity of the controlled 

documents offering evidence of conformity

Risk procedures, dated xx/xx/xx, Doc No yyyy

PMS procedures, dated xx/xx/xx, Doc No yyyy

Analysis of data procedures, dated xx/xx/xx, Doc No yyyy

Device specific plan, dated xx/xx/xx, Doc No yyyy

Hazard identification, dated xx/xx/xx, Doc No yyyy

FMEAs, FTAs or other means of risk determination, dated xx/xx/xx, Doc No yyyy

Risk management report, dated xx/xx/xx, Doc No yyyy

Sample only



15 Meddev Solutions Limited

TimelinesChapter 8

CHAPTER 8

TIMELINES
INTRODUCTION

Most people will be aware of the 2020 deadline for the MDR.  However, the MDR contains nuances 
within the text that should be understood, as it specifies dates for application and adoption of 
specific Articles, which may affect you.

TIMELINES FROM THE MDR

The MDR details the following dates and associated actions:

2018
Article 34, page 40
The Commission shall, in collaboration with the MDCG, draw up the functional specifications for 
Eudamed. The Commission shall draw up a plan for the implementation of those specifications by 26 
May 2018.

Article 123, page 91
Article 102 shall apply from 26 May 2018

Annex 1, Section 10.4.3, page 96
For the purposes of Section 10.4., the Commission shall, as soon as possible and by 26 May 2018, 
provide the relevant scientific committee with a mandate to prepare guidelines

2019
Article 123, page 92
Article 120(12) shall apply from 26 May 2019

2020
Article 1, page 13
The necessary common specifications shall be adopted by 26 May 2020. They shall apply as from six 
months after the date of their entry into force or from 26 May 2020, whichever is the latest.

Article 17, page 31
The Commission shall adopt, in accordance with Article 9(1), the necessary CS referred to in point 
(b) of paragraph 3 by 26 May 2020.
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2020 Cont...:

Article 17, page 31
Only single-use devices that have been placed on the market in accordance with this Regulation, or 
prior to 26 May 2020 in accordance with Directive 93/42/EEC, may be reprocessed.

Article 34, page 40
The Commission shall, in collaboration with the MDCG, draw up the functional specifications for 
Eudamed. The Commission shall draw up a plan for the implementation of those specifications by 
26 May 2018. That plan shall seek to ensure that Eudamed is fully functional at a date that allows 
the Commission to publish the notice referred to in paragraph 3 of this Article by 25 March 2020 
and that all other relevant deadlines laid down in Article 123 of this Regulation and in Article 113 of 
Regulation (EU) 2017/746 are met.

Article 113, page 87
The Member States shall lay down the rules on penalties applicable for infringement of the 
provisions of this Regulation and shall take all measures necessary to ensure that they are 
implemented. The penalties provided for shall be effective, proportionate, and dissuasive. The 
Member States shall notify the Commission of those rules and of those measures by 25 February 
2020 and shall notify it, without delay, of any subsequent amendment affecting them.

Article 120, page 89
From 26 May 2020, any publication of a notification in respect of a notified body in accordance with 
Directives 90/385/EEC and 93/42/EEC shall become void.

Article 120, page 89
By way of derogation from Directives 90/385/EEC and 93/42/EEC, devices which comply with this 
Regulation may be placed on the market prior to 26 May 2020.

Article 120, page 89
By way of derogation from Directives 90/385/EEC and 93/42/EEC, conformity assessment bodies 
which comply with this Regulation may be designated and notified prior 26 May 2020. Notified 
bodies which are designated and notified in accordance with this Regulation may carry out the 
conformity assessment procedures laid down in this Regulation and issue certificates in accordance 
with this Regulation prior to 26 May 2020.

Article 120, page 90
Clinical investigations which have started to be conducted in accordance with Article 10 of Directive 
90/385/EEC or Article 15 of Directive 93/42/EEC prior to 26 May 2020 may continue to be conducted. 
As of 26 May 2020, however, the reporting of serious adverse events and device deficiencies shall be 

Sample only
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MDR OVERVIEW - ARTICLES

INTRODUCTION

This chapter takes each and every article in the MDR and provides a brief overview of it.  Each 
overview has a message, summary or excerpt, potential evidence of conformity and a page reference 
to the original text.
The message gives a brief outline of what that article is about so you can quickly understand how it 
may apply to you. The summary or excerpt distils the article text into it’s key points, or if it is a small 
article, the text may be recreated in full.  Potential evidence of conformity describes how you could 
show that you have complied with the requirements of that article.  It is just a suggestion to get you 
started, and may not be applicable in everyone’s case, but it is useful to understand what may be 
required.  Finally the page of the original MDR text is specified, so that you can review the full text if 
you so wish.

MDR ARTICLES

ARTICLE 1

Message:
Subject matter and scope - What devices are in scope and what is out

Summary/Excerpt
Excluded:  6(a) In Vitro Diagnostic Devices
But:    7. A device which incorporates as an integral part an in vitro diagnostic medical  
   device, shall be governed by this Regulation. 

   The requirements of Regulation (EU) 2017/746 shall apply to the in vitro   
   diagnostic medical device part of the device.

Excluded:  6(b) Medicinal products
But:   Section 8. If the device contains a medicinal substance which is ancillary to the  
   device shall be assessed with this Regulation.
  

CHAPTER 9
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Article 1 cont...  

   Section 9. A device which is intended to administer a medicinal product shall be  
   governed by this Regulation.

   If they form a single integral product which is intended exclusively for use in  
   the given combination and which is not reusable, they shall be governed by  
   Directive 2001/83/EC or Regulation (EC) No 726/2004. 

   And Annex I of this Regulation shall apply.

Excluded:  6(c) Advanced therapy medicinal products
Excluded:  6(d) Human blood, blood products, plasma or blood cells of human origin
But:   8. A device which incorporates, as an integral part, a substance which, if used  
   separately, would be considered to be a medicinal product including those  
   derived from human blood or human plasma and that has an action ancillary to  
   that of the device, shall be assessed with this Regulation.

   However, if the action of that substance is principal and not ancillary to that  
   of the device, the integral product shall be governed by Directive 2001/83/EC or  
   Regulation (EC) No 726/2004 

Excluded:  6(e) Cosmetic products

Excluded:  6(f) Transplants, tissues or cells of animal origin
But:   This Regulation does apply to devices manufactured utilising tissues or cells of  
   animal origin, or their derivatives, which are non-viable or are rendered non- 
   viable

Excluded  6(g) transplants, tissues or cells of human origin
But:   The Regulation does apply to devices manufactured utilising derivatives of  
   tissues or cells of human origin which are non-viable or are rendered non-viable

Excluded  6(h) Viable biological material or organisms 

Excluded  6(i) Food Sample only
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CHAPTER 10

MDR OVERVIEW - ANNEXES
INTRODUCTION

This chapter takes Annexes II to XVII  in the MDR and provides a brief overview of it.  

MDR ANNEXES

TECHNICAL DOCUMENTATION - ANNEX II

This section details the technical documentation requirements from Annex II, which are listed 
below:

1. DEVICE DESCRIPTION AND SPECIFICATION, INCLUDING VARIANTS AND ACCESSORIES 

1.1. Device description and specification 

a. product or trade name and a general description of the device including its intended 
purpose and intended users; 

b. the Basic UDI-DI as referred to in Part C of Annex VI assigned by the manufacturer to 
the device in question, as soon as identification of this device becomes based on a UDI 
system, or otherwise a clear identification by means of product code, catalogue number or 
other unambiguous reference allowing traceability; 

c. the intended patient population and medical conditions to be diagnosed, treated and/or 
monitored and other considerations such as patient selection criteria, indications, contra-
indications, warnings; 

d. principles of operation of the device and its mode of action, scientifically demonstrated if 
necessary; 

e. the rationale for the qualification of the product as a device; 

f. the risk class of the device and the justification for the classification rule(s) applied in 
accordance with Annex VIII; 

g. an explanation of any novel features; 

h. a description of the accessories for a device, other devices and other products that are not 
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devices, which are intended to be used in combination with it; 

i. a description or complete list of the various configurations/variants of the device that are 
intended to be made available on the market; 

j. (a general description of the key functional elements, e.g. its parts/components (including 
software if appropriate), its formulation, its composition, its functionality and, where 
relevant, its qualitative and quantitative composition. Where appropriate, this shall 
include labelled pictorial representations (e.g. diagrams, photographs, and drawings), 
clearly indicating key parts/components, including sufficient explanation to understand 
the drawings and diagrams; 

k. a description of the raw materials incorporated into key functional elements and those 
making either direct contact with the human body or indirect contact with the body, e.g., 
during extracorporeal circulation of body fluids; 

l. technical specifications, such as features, dimensions and performance attributes, of the 
device and any variants/configurations and accessories that would typically appear in the 
product specification made available to the user, for example in brochures, catalogues and 
similar publications. 

1.2. Reference to previous and similar generations of the device

a. an overview of the previous generation or generations of the device produced by the 
manufacturer, where such devices exist;

b. an overview of identified similar devices available on the Union or international markets, 
where such devices exist. 

2. INFORMATION TO BE SUPPLIED BY THE MANUFACTURER 

A complete set of: 

 ― the label or labels on the device and on its packaging, such as single unit packaging,  
sales packaging, transport packaging in case of specific management conditions, 
in the languages accepted in the Member States where the device is envisaged to be 
sold; and

 ― the instructions for use in the languages accepted in the Member States where the 
device is envisaged to be sold. 

3. DESIGN AND MANUFACTURING INFORMATION 

Sample only
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CHAPTER 11

REFERENCES
ACRONYMS

MDCG Medical Device Coordination Group 
composed of persons designated by the Member States based on their role and expertise in the field 
of medical devices including in vitro diagnostic medical devices, should be established to fulfil the 
tasks conferred on it by this Regulation and by Regulation (EU) 2017/746 of the European Parliament 
and of the Council (2), to provide advice to the Commission and to assist the Commission and the 
Member States in ensuring a harmonised implementation of this Regulation.
SRN single registration number Don’t know

UDI – PI - Unique Device Identification - Production Identification / UDI – DI - Unique Device Identification 
- Device Identification 
a series of numeric or alphanumeric characters that is created through internationally accepted 
device identification and coding standards and that allows unambiguous identification of specific 
devices on the market;

EMA European Medicines Agency 
The European Medicines Agency (EMA) is a decentralised agency of the European Union (EU), 
located in London. It began operating in 1995. The Agency is responsible for the scientific 
evaluation, supervision and safety monitoring of medicines in the EU. EMA protects public and 
animal health in 28 EU Member States, as well as the countries of the European Economic Area, by 
ensuring that all medicines available on the EU market are safe, effective and of high quality.
GHTF Global Harmonization Task Force No longer active

IMDRF International Medical Devices Regulators Forum 
a voluntary group of medical device regulators from around the world who have come together to 
build on the strong foundational work of the Global Harmonization Task Force on Medical Devices 
(GHTF), and to accelerate international medical device regulatory harmonization and convergence.

To be updated
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LIST OF REGULATIONS AND DIRECTIVES

Directive 80/181/EEC relating to units of measurement
Directive 85/374/EEC Concerning liability for defective products
Directive 90/385/EEC Active Implantable Medical Devices
Directive 93/42/EEC Medical Devices.
Directive 95/46/EC the processing of personal data and on the free movement of such data.
Directive 98/79/EC In Vitro Diagnostic Devices.
Directive 2001/83/EC Medicinal Products for Human Use
Directive 2002/98/EC quality and safety for the collection, testing, processing, storage and 
distribution of human blood and blood components and amending Directive 2001/83/EC
Directive 2003/12/EC on the reclassification of breast implants in 93/42/EEC
Directive 2004/10/EC Good laboratory practice
Directive 2004/23/EC Tissues and cells
Directive 2005/50/EC on the reclassification of hip, knee and shoulder joint replacements in 93/42/
EEC
Directive 2006/42/EC on machinery, and amending Directive 95/16/EC
Directive 2010/63/EU on the protection of animals used for scientific purposes
Directive 2013/59/Euratom protection against the dangers arising from exposure to ionising radiation
Directive 2014/30/EU on the harmonisation of the laws relating to electromagnetic compatibility.
Directive (EU) 2015/1535 rules on Information Society services

Regulation (EC) No 178/2002 Food law and safety
Regulation (EC) No 765/2008 Accreditation and market surveillance
Regulation (EC) No 726/2004 medicinal products for human and veterinary use and establishing a 
European Medicines Agency
Regulation (EC) No 1223/2009 Cosmetic products
Regulation (EC) No 1394/2007 advanced therapy medicinal products
Regulation (EU) No 182/2011 on mechanisms for control by Member States of the Commission’s 
exercise of implementing powers
Regulation (EU) No 536/2014 on clinical trials on medicinal products for human use.
Directive 85/374/EEC. regulations and administrative provisions of the Member States concerning 
liability for defective products.
Regulation (EU) 2017/746 In Vitro Diagnostic Devices
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PEOPLE

INTRODUCTION

This chapter identifies all the people involved in the MDR and also links the Articles and Annexes to 
their roles.

PEOPLE IN THE MDR

Notified Body – means a conformity assessment body designated in accordance with this Regulation.

Commission – The European Commission - is the executive of the European Union and promotes its 
general interest.

Member State – a state that is a member of the European Union.

Competent Authority – a body within the government of the Member States that transposes the 
requirements of the Medical Device Directives into National Law.

Authority responsible for a notified body – an authority appointed by the Member State to 
responsible for setting up and carrying out the necessary procedures for the assessment, designation 
and notification of conformity assessment bodies and for the monitoring of notified bodies, 
including subcontractors and subsidiaries of those bodies.

Sponsor – means any individual, company, institution or organisation which takes responsibility for 
the initiation, for the management and setting up of the financing of the clinical investigation

Manufacturer – means 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.

Importer – means any natural or legal person established within the Union that places a device from 
a third country on the Union market.

Distributor – means 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.
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Healthcare Provider – health institution means an organisation the primary purpose of which is 
the care or treatment of patients or the promotion of public health; user means any healthcare 
professional or lay person who uses a device.

Lay person – means an individual who does not have formal education in a relevant field of 
healthcare or medical discipline.

Authorised Representative – means any natural or legal person established within the Union who has 
received and accepted a written mandate from a manufacturer, located outside the Union, to act on 
the manufacturer’s behalf in relation to specified tasks with regard to the latter’s obligations under 
this Regulation.

Expert Laboratory and panels – designated by the Commission on the basis of their up-to-date 
clinical, scientific or technical expertise, with the aim of providing scientific, technical and clinical 
assistance to the Commission, the MDCG, manufacturers and notified bodies in relation to the 
implementation of this Regulation.

MDCG – composed of persons designated by the Member States based on their role and expertise in 
the field of medical devices including in vitro diagnostic medical devices, should be established to 
fulfil the tasks conferred on it by this Regulation and by Regulation (EU) 2017/746 of the European 
Parliament and of the Council (2), to provide advice to the Commission and to assist the Commission 
and the Member States in ensuring a harmonised implementation of this Regulation.

Person responsible for regulatory compliance - Manufacturers shall have available within their 
organisation at least one person responsible for regulatory compliance who possesses the requisite 
expertise in the field of medical devices.

Economic operator

Non-economic operator
 

Sample only




