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WelcomeChapter 1

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

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 In Vitro Diagnostic Device manufacturers and anyone else with a need to understand exactly 
how to implement the IVDR.

This 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 navigated through, giving reference to the original IVDR text, and what 
requirements must be met. However, it does not replace the IVDR text, which should be used in conjunction 
with this guidebook.

We hope you find this guidebook extremely useful and we will be updating the book as things move
forward and new versions of the regulation or additions are made.

Please note, the official IVDR text is the law and this guidebook should not be used to replace or modify the intention of 
the law.

From the Meddev Solutions team

CHAPTER 1
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Background to the IVDR Chapter 2

BACKGROUND TO THE IVDR
Many people reading this guidebook will be aware of how and why we have a new regulation for In
Vitro Diagnostic Devices coming to Europe. If you are not aware here is a brief history to bring you
up to speed.

Due to public outcry over medical device scandals such as metal on metal hip implants and the infamous PIP 
breast implant incident, European regulators have recognised the shortcomings of the directives in 
protecting users and created a more expansive, stricter regulation for both medical and In Vitro
Diagnostic devices.

Also considering the advancing technology of diagnostics, the ability of member states to interpret 
directives at a local level and the inadequate device traceability within the supply chain,
the existing directives required review.

The legislative process for this review involved three parties, the European Commission, the
European Parliament and the European Council.

In September 2012 the European Commission adopted a Proposal for a Regulation of the European 
Parliament and of the Council on in vitro diagnostic devices to replace the IVDD. The proposal states ‘The 
existing regulatory framework for In Vitro Diagnostic Devices has demonstrated its merits but has also come 
under criticism in recent years. This revision aims to overcome these flaws and divergences and to further 
strengthen patient safety. A robust, transparent and sustainable regulatory framework for In Vitro Diagnostic 

CHAPTER 2
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How to use this guidebookChapter 3

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 IVDR.

This book is broken down 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 outside 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 is chapter 4 – Manufacturers compliance guide and key 
players in the IVDR. This chapter identifies what a manufacturer needs to do to comply with the IVDR, and 
from there, what tools can be used as and when required.

The tools are set out below:

COMPLIANCE GUIDE:
The compliance guide is the starting point to aid compliance with the IVDR. It provides an overview to the 
requirements of the IVDR and helps a manufacturer build the documentation required to demonstrate 

compliance. This section also includes a list of questions that each economic operator should ask themselves.

DEVICE CLASSIFICATION:
This chapter lists the rules for classification and includes a flow for easy identification of device class and 
rulings.

PERFORMANCE EVALUATION:
This section provides some guidance on the requirements for performance evaluation and clinical evidence. 
It also includes a notified body inspired checklist. This is a very large subject, and this chapter gives a basic 
overview to help you get started.

CONFORMITY ASSESSMENT ROUTE ANNEXES:
This section provides a tabular view of the conformity assessment routes. It is a comparison tool that you can 
use to identify a preferred conformity route and the associated requirements.

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

Meddev Solutions Limited
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TIMELINES:
The IVDR has specific dates for implementation of different requirements. This chapter gives you visual 
timelines detailing the key dates and what is to be implemented before each date.

IVDR OVERVIEW ARTICLES:
This section provides an overview of the articles in the IVDR. It describes each article in simple terms, i.e. 
what it is about, a brief summary and also the conformity evidence required. A map is also included to 
identify any links with other articles and annexes.

IVDR OVERVIEW ANNEXES:
This chapter provides an overview of the annexes in the IVDR. It describes each annex in simple terms as 
is done in the articles chapter. Annex I includes a checklist for the GSPRs and Annex III contains a PMS 

checklist.

INDEXES & LOOK UPS:
References have been collated and listed to allow review for further information. This list includes acronyms, 
delegating acts, other directives and regulations and a who’s who in the IVDR.

MDCG GUIDANCE:
This chapter contains a table with the reference, title, publication date, relevant articles/annexes and the 
operator/user the guidance is intended for (only those relevant to the IVDR). 

Sample only
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CHAPTER 4

COMPLIANCE GUIDE
INTRODUCTION
This chapter describes a high-level process of where to start as a manufacturer looking to CE mark a device.
You can work through each of the flow diagrams and tables referring to the relevant IVDR section which will 
guide you to the requirements for your device.

A list is provided after the flow diagrams and tables to ensure you consider any other requirements that may 
apply. 

WHO ARE YOU? – FLOW CHART TO ESTABLISH WHAT PROCESS YOU SHOULD 
FOLLOW

START – you intend to 
place a device on the 

market

Are you planning 
internet sales?

NO

Are you advertising or 
publishing literature about 

the device?

YES Distance sales
Article 6 applies

NO

Are you a health 
institution?

YES Claims
Article 7 applies

YES
Go to health 
institution 

table

Go to importer 
table

Meddev Solutions Limited
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Compliance Guide Chapter 4

MANUFACTURER FLOW – DEVICE

Define your 
device

Use Annex II
Section 1

This forms part of 
the Manufacturer’s 

technical file

This forms part of 
the Manufacturer’s 

technical file

Is your device 
excluded from the 

IVDR?

NO

Does your device 
contain a medical 

device as part of an 
IVD?

YES END – not covered 
by the EU IVDR

Article 1
Section 3

Article 1 
Section 4 YES

The medical device 
part shall be 

governed by the EU 
MDR and the IVD 

part by the EU IVDR

Sample only
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DEVICE CLASSIFICATION
INTRODUCTION
In Vitro Diagnostic devices need to be classified according to the rules laid out in annex VIII. For
manufacturers that place devices on the market under the IVDD, the risk based system of the IVDR,
issued by the IIVDRF and GHTF, is one of the most significant changes. 

Device class C of the IVDR is the biggest change to classification when compared to the IVDD. Under the 
IVDD these tests were considered to be general In Vitro Diagnostic devices, low risk and were exempt from 
conformity assessment by a Notified Body. However, under the EU IVDR, Notified Body assessment will be 
required before such tests can be marketed. This represents a massive change for the IVD industry and may 
be part of the reason why the transition time is longer than the rest of the In Vitro Diagnostic Device industry.

When looking at the rules for classifying a device, all applicable rules must be considered and the
rule that assigns the highest classification is the overriding rule. Attention should be paid to rule wording as 
there are often subsets of device types in the rule itself, for example rule 4 classifies as C or B depending on 
whether urine or blood is being tested.

This process should be documented within the technical documentation to allow the Notified Body to follow 
your logic and demonstrate that you have classified each device properly and rationalised it.

DEVICE CLASS
There are four classes of device, each subsequent class is for devices which confer a higher risk. These classes 
are A, B, C and D. In summary the risk level for each is as follows:

Class    Risk Level Example

A Low Individual Risk and 
Low Public Health Risk

Clinical Chemistry Analyser, prepared selective culture 
media

B Moderate Individual Risk                 and/or
Low Public Health Risk

Vitamin B12
Pregnancy self testing, 
Anti-Nuclear Antibody, 
Urine test trips

C High Individual Risk and/or
Moderate Public Health Risk

Rubella
Blood glucose self testing,
HLA typing,
PSA screening

D High Individual Risk and
High  Public Health Risk

HIV Blood donor screening,
HIV Blood diagnostic

CHAPTER 5
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Device Classification Chapter 5

CLASSIFICATION RULES
There are 7 rules for the 4 device classes. 

A quick look-up summary of classification is presented in the diagram below.
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CHAPTER 6

PERFORMANCE EVALUATION
INTRODUCTION
Performance evaluation may be one of the greatest challenges with the IVDR in relation to the scientific 
validity, analytical and clinical performance data required to provide ‘sufficient’ clinical evidence. It is 
certainly well featured all through the text.

The following table provides you with a ‘place to start’ with respect to clinical evidence, as it is a subject 
within its own right. One of the biggest things we hear when talking about clinical evidence and the IVDR, is 
the definition of ‘sufficient’. It is of course up to the manufacturer to demonstrate this to the Notified Body and 
other interested parties. 

The IVDR states that ‘The manufacturer shall specify and justify the level of the clinical evidence necessary to 
demonstrate conformity with the relevant general safety and performance requirements. That level of clinical 
evidence shall be appropriate in view of the characteristics of the device and its intended purpose. ‘

There is much debate on the subject of sufficient and it is anticipated that guidance will be issued in the future 
to help manufacturers and authorities alike to determine what is required. In the meantime, we suggest the 
following:

1. Ensure that collection, appraisal and analysis of data is carried out by qualified individuals (not just as a
review and sign off of the performance evaluation report

Meddev Solutions Limited
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PERFORMANCE EVALUATION AND CLINICAL EVIDENCE TABLE

PERFORMANCE EVALUATION
A performance evaluation is re-
quired (article 10(3)) and will need 
to be part of the technical docu-
mentation as per annex II (6)

Use article 57 for general require-
ments of a performance evalua-
tion
Is your device class C or D? A summary of safety and performance must be 

drawn up and made available to the public via 
Eudamed (article 29) 

Use annex XIII part A (1.1) for the 
performance evaluation plan

Will you be conducting a clinical 
performance study according to 
annex XIII part A section 2?

Covered by articles 58-77

Use article 58 (1) for determining whether you 
need to conduct a clinical performance study

Article 58 (5) states the rules to 
be met in order to conduct a 
clinical performance study

Is the device a companion diagnostic? Study subject to the same 
requirements as above

Sample only
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CONFORMITY ASSESSMENT ROUTE & 
ANNEXES
INTRODUCTION
This section defines the ways that you can comply with the EU IVDR through the conformity assessment 
routes. Use the diagrams and tables below with your device in mind to determine the requirements of the 
routes to conformity.

The ‘routes to conformity’ table can be used to give you an idea as to which Annex you could use (based on 
your products’ classification) to demonstrate that you have met the requirements of the IVDR. A series of 
diagrams follow the table, which visually depict the route.

Table 2 ‘Annex Requirement table’ details what is required for each conformity assessment annex.

Table 3 ‘Assessment of technical documentation for specific types of devices’ lists the specific additional 
requirements for devices for self-testing and near-patient testing, and companion diagnostics.

Table 4 shows the quality management system requirements and depicts the commonality and differences in 
procedures required for the 3 routes to conformity.

CHAPTER 7

Meddev Solutions Limited
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TABLE 1: ROUTES TO CONFORMITY

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 and III is ALWAYS required for the device, no matter what con-
formity assessment route is used

ROUTES TO CONFORMITY
Determine the conformity assessment route 

Class A

Class A – not sterile or for performance study

• EU declaration of conformity (article 17 and Annex IV

• Assessment of QMS and Technical documentation (Annex II
and III)

Class A – sterile

• Apply procedures in Annex IX (QMS) or XI (Production quali-
ty assurance)

• Notified body involvement limited to aspects relating to
establishing, securing and maintain sterile conditions

Determine the conformity assessment route 

Class B

ANNEX IX

Class B – not for performance study

Sample only
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CHAPTER 8

QMS TABLES
INTRODUCTION
This chapter takes into account the ISO 13485:2016 Quality Management System requirements and cross 
references the IVDR requirements and provides a summary of potential additions or things to check for in the 
QMS. Furthermore, it then takes the IVDR requirements and cross references them to the QMS requirements 
of 13485:2016. 

This tool will enable you to build compliant processes and procedures as part of your QMS system that 
ensures both ISO 13485 and the IVDR are met.

ISO 13485 TO IVDR REQUIREMENTS TABLE
ISO 13485:2016 
Clause Number

IVDR
Article / Annex 

Summary of potential additional procedures

4 QUALITY MANAGEMENT SYSTEM
4 Article 10(8a) Procedure for regulatory compliance strategy including conformity assess-

ment and changes to the device(s).
4.1 Annex IX and XI Quality management system and additional procedures required by the 

IVDR as part of conformity assessment
4.1.1 Article 10(8j) & 

Chapter III (article 
22, 26, 27, 28 and 
30)

Procedure for handling communication at top level including the files for 
submission to the Eudamed databases, also refers to ISO 13485 clauses 
4.1.5, outsourcing 7.2.3 communication, 8.2.3; reporting to regulatory 
authorities, 8.3.3; advisory notices, 8.5 corrective actions.  Also, to cover 
communication to Economic operators and customers.

Meddev Solutions Limited
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ISO 13485:2016 
Clause Number

IVDR
Article / Annex 

Summary of potential additional procedures

4.1.5 Article 6 Ensure that the DoC is supplied to on-line sales outlets.

Article 10(7) Elements required for appointing and delegating tasks to an authorised 
representative.

Article 10(14) Elements required for reporting use of significant subcontractors to Eu-
damed, see article 27(1).

Article 11, 13, 14, 
15, 22, 27 and 28

Contract with Economic Operators from the manufacturer.

Article 12 Elements required for changing Authorised representative.

Article 27 and 28 Ensure members of supply chain register with UDI system, include the need 
to pay fees.

Article 53 Procedure to cover changing NB.

Sample only
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CHAPTER 9

TIMELINES
INTRODUCTION
Most people will be aware of the 2022 deadline for the IVDR. However, the IVDR contains nuances within 
the text that needs to be understood, as it specifies dates for the application and adoption of specific articles, 
which may affect you.

TIMELINES FROM THE IVDR
The IVDR details the following dates and associated actions:

2017
Article 113 (1), page 256
Regulation (EU) 2017/746 enters into force on 26 May 2017.

Article 113 (3b), page 257
Article 31 to 46 and Article 96 shall apply from 26 November 2017.

2018

Meddev Solutions Limited
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2022 CONTINUED
Article 112, page 256-257
Directive 98/79/EC is repealed with effect from 26 May 2022.
Decision 2010/227/EU adopted in implementation of Directives 90/385/EEC, 93/42/EEC and 98/79/EC shall be 
repealed with effect from 26 May 2022.

Article 112 (a to b), page 257
Exceptions for Article 112.

Article 113 (2), page 256
Regulation (EU) 2017/746 shall apply from 26 May 2022.

2023

Sample only
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CHAPTER 10

IVDR OVERVIEW - ARTICLES
INTRODUCTION
This chapter takes each article in the IVDR and provides a brief overview of it. Each overview indicates the 
interested parties, classes of device, message, potential evidence of conformity, quality management system 
references and original text reference.

Interested parties simply states which of the ‘players’ described in the IVDR have a need to understand that 
article. For example, manufacturers and health institutions have a need to understand and comply with 
article 5, whereas this article does not apply directly to the European Commission.

Classes of device identifies if the article is specific to a particular class of device.

The message section gives an outline of what the article is about so you can quickly understand if it may apply 
to you.

Potential evidence of conformity describes how you could show that you have complied with the requirements 
of the article or what you need to know to successfully comply with it. Where potential evidence of conformity 
is suggested, it is just that, a suggestion to get you started and may not be applicable to everyone.

Quality management system references provide a link to the ISO 13485 QMS standard, to aid in understanding 
how the IVDR aligns with QMS requirements.

The page of original IVDR text is specified, so the full legal text can be reviewed when needed.

Meddev Solutions Limited
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Article 1: Subject Matter and Scope Chapter 10

ARTICLE 1: SUBJECT MATTER AND 
SCOPE
Interested parties - All

Classes of device - Not specified

Message - The scope of the IVDR is largely contained in section 1. It covers two aims, rules for placing IVDs 
on the market and rules for performance studies.

It also explains what is included and excluded from the regulation.

Potential evidence of conformity - If placing a product on the market use article 1 to determine whether 
the device is an In Vitro Diagnostic Device. 

Section 3 - excluded from the IVDR:
3a) Products for general laboratory use.
3a) Research use only products
3b) Invasive sampling products
3b) Products directly applied to the human body
3c) Internationally certified reference materials
3d) Materials used for external quality assessment schemes

Sample only
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CHAPTER 11

IVDR OVERVIEW - ANNEXES
INTRODUCTION
This chapter looks at each f the IVDR annexes, it contains a number of tools that are relevant to that Annex.

Each annex is laid out according to the contents of that annex. 

Meddev Solutions Limited
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ANNEX I -  GSPRS
CONTENTS OF ANNEX I:
• Interested parties
• Classes of device
• Message
• Potential evidence of conformity
• Risk and the general safety and performance requirments
• Risk Checklist for GSPR 1-19
• Horizontal standards
• Safety and performance requirments checklist
• Risk checklist for GSPR 20 - information supplied to the user
• References to and from other articles.

Interested parties - All

Classes of device - All

Message
This is a three-chapter annex. It comprises the general safety and performance requirements which all IVDs 
must meet. 

Chapter 1: The general requirements – GSPRs 1 – 8. As a rule of thumb, it is not possible to declare one 
of these GSPRs not applicable for any device.

Chapter 2: Requirements regarding performance, design and manufacture, GSPRs 9 – 19. Not all of 
these will be applicable to all devices.

Chapter 3: Requirements regarding information supplied with the device, GSPR 20, labelling and in-
structions for use (divided into four parts.)

20.1. General requirements regarding the information supplied by the manufacturer

20.2. Information on the label

20.3. Information on the packaging which maintains the sterile condition of a device (‘sterile packag-
ing’)

20.4. Information in the instructions for use

Sample only
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CHAPTER 12

INDEXES & LOOK UPS
ACRONYMS

AIDC Automatic identification and data capture:

Technology used to automatically capture data, includes barcodes, 
smart cards, biometrics and RFID

CAPA Corrective and preventative action 
CPSP Clinical performance study plan
CPSR Clinical performance study report

CS Common Specifications

CMR Substances which are carcinogenic, mutagenic or toxic to reproduc-
tion 

DoA  Date of application of the IVDR

DoC Declaration of conformity
ECHA European Chemicals Agency 

EUDAMED European database on In Vitro Diagnostic Devices

EFSA European Food Safety Authority

EMA

Meddev Solutions Limited
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PEOPLE
INTRODUCTION
This chapter identifies the people involved in the IVDR and also links the Articles and Annexes to their 
obligations.

Note: Page numbers reference the official IVDR text. 

KEY PLAYERS
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.

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.

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

Committee on In Vitro Diagnostic Devices – A committee appointed to advise the European Commission on 
the adoption of implementing acts.

CHAPTER 13

Meddev Solutions Limited

Sample only



365

MDCG Guidance Chapter 14

MDCG GUIDANCE 
INTRODUCTION
The In Vitro Diagnostic Device coordination group (MDCG) have been ongoingly releasing ‘legally non-
binding’ guidance documents as per Article 105 of Regulation 745/2017 (IVDR), with the objective of ensuring 
uniform application of all the relevant provisions of the IVDR. 

This chapter contains a table with the reference, title, publication date, relevant articles/annexes and the 
operator/user the guidance is intended for (only those relevant to the IVDR). Each guidance is summarised 
and for some there extracts of tables, diagrams and examples where the detail is important or useful for the 
user.

*Please note: This is the guidance published at time of writing of this guidebook*

TABLE OF MDCG ENDORSED DOCUMENT
REFERENCE TITLE PUBLICATION 

DATE
RELEVANT ARTICLES/
ANNEXES

USER/PERSON

MDCG 2018-1 v3 Guidance on basic UDI-DI 
and changes to UDI-DI

Mar 2020 Chapter III 
Annex VI part C

Manufacturer

MDCG 2018-2 Future EU In Vitro Diagnostic 
Device nomenclature - De-
scription of requirements

Mar 2018 Article 23 The Commission

MDCG 2018-5 UDI assignment to In Vitro 
Diagnostic Device software

Oct 2018 Annex VI part C Manufacturer, Distrib-
utor, Importer, Others 
assuming obligations of 
manufacturer 

CHAPTER 14
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REFERENCE TITLE PUBLICATION 
DATE

RELEVANT ARTICLES/
ANNEXES

USER/PERSON

MDCG 2019-5 Registration of legacy devic-
es in EUDAMED

Apr 2019 Article 110(3) Manufacturer, Distrib-
utor, Importer, Others 
assuming obligations of 
manufacturer

MDCG 2019-7 Guidance on article 15 of the 
in vitro diagnostic device 
regulation (IVDR) on a ‘per-
son responsible for regula-
tory compliance’ (PRRC)
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MDCG Guidance Chapter 14

MDCG 2018-1 GUIDANCE ON BASIC UDI-DI AND CHANGES TO UDI-DI

SUMMARY
This document provides clarification on the notion of what a Basic UDI-DI is, its use in relevant 
documentation and factors triggering UDI-DI changes.

The definition of a Basic UDI-DI can be found in Annex VI part C. It identifies devices (group of) with the 
same intended purpose, risk class and essential design and manufacturing characteristics. The Basic UDI-DI 
of a device should appear on the EU DoC (Annex IV), certificates relevant to the device (Annex XII), technical 
documentation and summary of safety and performance.  

Changes made to devices or its labelling that could lead to misidentification or difficulties with traceability 
will require a change of UDI-DI. These triggers include change of name/trade name, device version/model, 
labelled as single use, packaged sterile, need for sterilisation before use, quantity in a package and critical 
warnings. The guidance also mentions how colour changes/language change may also require a change of 
UDI-DI if they might lead to misidentification or change product safety and performance.

MDCG 2018-2 FUTURE EU IN VITRO DIAGNOSTIC DEVICE NOMENCLATURE 
DESCRIPTION OF REQUIREMENTS

SUMMARY
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MDCG  2018-6 CLARIFICATIONS OF UDI RELATED RESPONSIBILITIES IN 
RELATION TO ARTICLE 16 OF THE IVDR

SUMMARY
This document clarifies the responsibilities and obligations that importers/distributors/other legal person 
takes on in relation to UDI, including UDI labelling, registration as manufacturers, including receipt of an 
SRN, application for conformity assessment and UDI-product registration.

The guidance also notes that distributors/importers who make modifications as per article 16(2) need to 
ensure readability of the UDI carrier and the information that IDs a device is never compromised and the 
procedures, they carry out must be part of their QMS.

MDCG  2018-6 CLARIFICATIONS OF UDI RELATED RESPONSIBILITIES IN 
RELATION TO ARTICLE 16 OF THE IVDR

SUMMARY
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