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The thesis examines the impact that adhering to the European medical device
regulations EU 2017/745 and EU 2017/745 has on medical device manufacturers with
focus on a business management and the development quality management systems
for regulatory purposes. The objective was to explore the experiences and maturity levels
of the organization to be complying with requirements related to manufacturer’s
responsibility. Also, it provides an insight into how alignment to international standards
enables organization to meet requirements by regulation.

This research was conducted to address the increasing demands placed on medical
device manufacturers by evolving European legislation and to provide insights into how
these demands influence organizational compliance efforts. Also to understand the
implicit cost, maturity levels and have a better understanding of experiences and
challenges of organizations.

The results demonstrate that organizations are adopting robust compliance strategies
and have experienced significant improvements in their quality management systems,
which leads to enhanced operational efficiency and market reputation. Compliance with
EU 2017/745 and EU 2017/746 not only ensures product safety and effectiveness but
also enables market access to all member states and export to third countries that
recognize and trust the European CE marked products.
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1 Introduction

The European Union published in 2017 two regulations, Medical Devices Regu-
lation (MDR, 2017/745) and In Vitro Diagnostic Medical Device Regulation (IVDR,
2017/746), which present stricter rules to place on the market, making available
on the market or putting into service medical devices and accessories. The [VDR
and MDR brought significant changes that impacted organizations at different
levels. The implementation of these new rules requires changes in the manage-
ment of businesses, including human resources, product lifecycle and supply
chain (manufacturers, authorized representatives, distributors and suppliers), as
well as the relationship with the Notified body to assess the conformity of the

products and services to be placed in the European Union.

This thesis focuses on understanding the different implications that the medical
technologies regulation brought to the manufacturer and have insight on the chal-
lenges, cost and management maturity levels to meet the demands required be-

fore placing a device into European market.

The aim of this thesis is to study and understand how the EU MDR and IVDR
regulation impacted organizations business and management of medical devices
companies (structures, processes and investments for example). Also, it explores
the quality management system maturity for regulatory purposes of medical de-

vice companies.

The overview of the thesis divided into 5 phases 1) Studying and analyzing IVDR
and MDR 2) Preparation of a questionnaire 3) Delivery of the questionnaire to
target audience 4) Preparation and Analysis of results and 5) Preparation of the-

sis Discussion and Conclusions.
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2 Literature Review

2.1 Global Outlook on Medical Device Industry

First, Health technologies like medical devices and in vitro diagnostics are im-
portant for a functional health system (WHO, 2022, Table 1). Second, Medical
devices and in vitro diagnostics devices have different attributes and a wide vari-
ety of intended purposes like diagnostic, treatment, monitoring of diseases, they
can save and improve people’s lives (WHO, 2022). Third, Medical technologies
could include products, services or solutions used to save and improve people’s
lives and they are divided into three categories (Ritchey, 2021, Rohr et al, 2016,
Mathews et al, 2019, WHO, 2022 MedTech Europe, 2025)

Table 1: Characteristics of Medical Technology or Health Technology.

Medical Devices (MDs) In vitro diagnostics | Digital health
i v e il #2
° 4 8 LI 2,
&4 i S 1
MDs are products, ser-|IVDs are non-invasive | Digital Health are tools and

vices or solutions that pre- | tests or in vitro tests used | services that use infor-

vent, diagnose, monitor, | on biological samples (for | mation and communication

blood,

plasma, saliva, urine or tis-

treat and care for people or | example, whole technologies to improve

alleviate health condition prevention, diagnosis,

(Ritchey, 2021; MedTech
Europe, 2025)

sues) to determine or mon-
itor the status of a person’s
health or physiological sta-
tus (Rohr 2016;
MedTech Europe, 2025)

et al,

treatment, monitoring and
management of a person’s
health lifestyle.
(Mathews et al, 2019;
MedTech Europe, 2025)

and

Next, the stakeholders in Medical Devices Industry are patients, health care pro-
fessionals, ethics committees, competent authorities, notified bodies, academic

and nonacademic health institutions, customer, legal manufacturer, distributor,
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contract research organizations, contract manufacturer (Woudstra et al, 2022,
Agouridas, et al 2006, WHO, 2022). Other stakeholders can be considered the
standardization organizations, economic operators (Figure 2), working groups
established by the EU commission, industry representation like European Trade
Associations (RAPS, 2022)

Also, the global medical device market size is valued at USD 542.21 billion in
2024 and the forecast for 2025 is to reach USD 572.31 billion. On the other hand,
there is an expectation to increase up to USD 886.68 billion by 2032 with a com-
pound annual growth rate (CAGR) of 6.5% between 2025-2032 (Fortune busi-
ness Insight, 2025). There are three factors that influence this growth: The first
one is the increase of patients experiencing acute and chronic diseases and the
second one the availability of treatments options among patients and diagnostics
tools due to innovations and the increase which lead to the rising number of di-
agnostics and surgical procedures. Among the divisions that show these in-
creased the research center fortune business insight (2025) identifies devices in
the categories: Orthopedic Devices, Cardiovascular Devices, Diagnostic Imaging
Devices, In-vitro Diagnostic (IVD), Minimally Invasive Surgery Devices, Wound
Management, Diabetes Care Devices, Ophthalmic Devices, Dental Devices,

Nephrology Devices, General Surgery.

2.2 Market Dynamics

Medical Devices is part of the Healthcare Industry, Medical device industry is a
very dynamic market, it faces different challenges, each country has its own reg-
ulatory environment, which poses a toll on organizations. This market is highly
competitive and shows a fast regulatory evolving scenario. Next, the analyses of
the market dynamics based on the five Porter’s forces (Porter, 2011, Maresova
and Kuca, 2014) i) Bargaining power of buyers. Buyers, including healthcare ser-
vice providers, hospitals, clinics have significant bargaining power because they
purchase medical devices in large volumes and easily can switch the scenario

that buyers have lower bargain power because of limited treatment options and
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the critical nature of healthcare services (Maresova and Kuca, 2014) ii) Bargain-
ing power of suppliers, Suppliers in the healthcare industry have moderately to
high bargaining power due to heavy reliance of the healthcare systems and high
switching costs for patients. Also, due to the specialized nature of some device
components and the regulatory requirements that limit the number of suppliers
(Maresova and Kuca, 2014) iii) Threat of new entrants, the threat of new entrants
is influenced by high entry barriers such as regulatory requirements, the need for
technological expertise, significant capital investments, intellectual properties and
established brand loyalty (Maresova and Kuca, 2014). iv) Threat of substitutes,
the threat of substitutes is relatively low due to the specialized nature of some
devices. If the devices had been already established for long time and the intel-
lectual property rights expired, then there is risk of devices with same intended
use that can be used as substitute if the devices have equal or better perfor-
mance. (Maresova and Kuca, 2014) v) Threat of rivalry, the competitive rivalry is
intense, driven by the presence of numerous players in the market, technological
advancements and the continuous need for innovation. (Maresova and Kuca,
2014)

2.3 Global overview of regulatory frameworks

The World Health Organization (2022) published global and national medical de-
vice situation in 194 countries, which profiles include medical devices policies,
regulations, nomenclature and health technology assessment. This provides an
overview of how highly regulated the medical device industry is. Manufacturers
need to understand the regulatory framework and fulfill country-specific require-
ments for the product (See Table 2, Figure 1 ). During the last decade, most
countries have been moving into harmonization of systems like application guid-
ance, nomenclature or classification among other topics. For example, nomen-
clatures enable them to integrate information related to medical devices into da-
tabases for regulatory purposes, reimbursement, national lists inventory and pro-
curement. A standard nomenclature system allows the manufacturer to identify

the type and class of medical devices, making interactions easier. Nomenclature
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systems are continuous and rapidly evolving depending on many factors, such
as legislation, commerce, management, political will, economy, etc. Furthermore,
manufacturers need to understand the regulatory framework in each region, in-
cluding their nomenclature systems. Also, manufacturers need to take into ac-
count not only to country-by country analysis, but also the international or regional
systems and guidances, such us: European Union, Southern Common Market
(MERCOSUR), Association of Southeast Asian Nations (ASEAN), United States-
Mexico-Canada Agreement (USMC), African Medical Devices Forum (AMDF)
Asian Harmonization Working Party (AHWP) and International Medical Device
Regulators Forum (IMDRF) (WHO, 2022). It is important to recognize the positive
trend of countries to harmonize procedures and adopt more international nomen-
clature systems, which will in the long term will strength the health systems and
provide faster health coverage (WHO, 2022)

Table 2: Adapted list of requlatory authorities for 36/194 countries (WHO, 2022).
The Regulatory authorities have a crucial role in overseeing the safety, efficacy
and quality of medical devices across various regions. Each authority has their
own procedures on how the regulatory framework is applied

Country Regulatory Authority
Federal Ministry of Social Affairs, Health Care and Consumer Protection
Austrian Agency for Health and Food Safety (AGES) (for surveillance)

Austria Austrian Federal Office for Safety in Heatlthcare (BASG)

Belgium Federal Agency for Medicines and Health Products (FAMHP)

Bulgaria Bulgarian Drug Agency (BDA)

Croatia Agency for Medicinal Products and Medical Devices of Croatia (HALMED)

Cyprus Ministry of Health - Pharmaceutical Services

Czechia

(Czech

Republic) State Institute for Drug Control (SUKL)

Denmark Danish Medicines Agency

Estonia State Agency of Medicines

Finland Finnish Medicines Agency (FIMEA)
National Agency for the Safety of Medicine and Health Products (ANSM, Fr.

France Agence Nationale de Sécurité du Médicament et des Produits de Santgé)
Federal Institute for Drugs and Medical Devices (BfArM)

Germany Federal Ministry of Health (MDR-IVDR Legislation)

Greece National Organization for Medicines (EOF)

Hungary National Institute of Pharmacy and Nutrition (OGYEI)
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Country Regulatory Authority

Iceland Icelandic Medicines Agenc

Ireland Health Products Regulatory Authority (HPRA)
Italy Ministry of Health

Latvia State Agency of Medicines

Lithuania State Health Care Accreditation Agency
Liechtenstein | Office of Public Health

Luxembourg | Ministry of Health

Malta Malta Medicines Authority

Netherlands

Dutch Health Care Inspectorate (I1G)J)

Statens legemiddelverk/ Norwegian Medicines Agency

Norway Norwegian Medical Products Agency, NOMA
Office for Registration of Medicinal Products, Medical Devices and Biocidal
Poland Products
Portugal National Authority of Medicines and Health Products (INFARMED)
Romania National Agency for Medicines and Medical Devices (NAMMD)
Slovakia State Institute for Drug Control (SUKL)
Agency for Medicinal Products and Medical Devices of the Republic of Slovenia
Slovenia (JAZMP)
Spain Spanish Agency of Medicines and Medical Devices (AEMPS)
Sweden Medical Products Agency (MPA)
Turkey Turkish Medicines and Medical Devices Agency (TITCK)

United States

Food and Drug Administration (FDA)

Russia

Federal Service for Surveillance in Healthcare (Roszdravnadzor)

European Un-
ion

European Medicines Agency (EMA)

India Central Drugs Standard Control Organization (CDSCO)
South Korea Ministry of Food and Drug Safety (MFDS)

Canada Health Canada

Japan Pharmaceuticals and Medical Devices Agency (PMDA)
Brazil National Health Surveillance Agency (ANVISA)

China National Medical Products Administration (NMPA)
Australia Therapeutic Goods Administration (TGA)

Turku University of Applied Sciences Thesis | Pérez Gamarra



W Australia:Therapeutic Goods Administration (TGA)

M Brazil:National Health Surveillance Agency (ANVISA)

M China:National Medical Products Administration (NMPA)

M Czechia:State Institute for Drug Control (SUKL)

M Eurcpean Union:European Medicines Agency (EMA)

M Germany:Federal Institute for Drugs and Medical Devices (BfArM)
M India:Central Drugs Standard Control Organization (CDSCO)

Overview of regulatory Bodies around the world

W Austria:Austrian Agency for Health and Food Safety (AGES)

W Bulgaria:Bulgarian Drug Agency (BDA)

M Croatia:Agency for Medicinal Products and Medical Devices of Croatia (HALMED)
M Denmark:Danish Medicines Agency

M Finland:Finnish Medicines Agency (FIMEA)

M Greece:National Organization for Medicines (EOF)

M [reland:Health Products Regulatory Authority (HPRA)

14

W Belgium:Federal Agency for Medicines and Health Products (FAMHP)

M Canada:Health Canada

M Cyprus:Ministry of Health - Pharmaceutical Services

M Estonia:State Agency of Medicines

W France:National Agency for the Safety of Medicine and Health Products (ANSM)
B Hungary:National Institute of Pharmacy and Nutrition (OGYEI)

Figure 1: Map providing information on 24 jurisdictions that have a regulatory framework for medical devices. Manufacturers
need to establish a regulatory strategy that encompasses the markets where the product will be distributed and marketed (Pre-

pared by Pérez-Gamarra, 2025).
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2.4 The European Union regulatory framework

The European Union (EU) is based on the rule of law. This means that every

action taken by the EU is founded on treaties that have been approved demo-

cratically by EU members. The aim of EU laws is to achieve the objectives of the

EU treaties and put the EU policies into practice. There are two main types of EU

law, Table 3 summarizes primary and secondary laws. (European commission,

2012) Table 4 compares the types of legislative elements that European com-

mission use and their purpose. Source: The treaty on the Functioning of the Eu-
ropean Union (article 288, formerly article249 TEC).

Table 3: Type of laws in the European union (European commission, 2012).

Primary versus secondary law

Legislative versus non-legislative acts

Every action taken by the EU is founded on the|
treaties. These binding agreements between EU
member countries set out EU objectives, rules for
EU institutions, how decisions are made and the]
relationship between the EU and its members.

Treaties are the starting point for EU law and are
known in the EU as primary law.

The body of law that comes from the principles and
objectives of the treaties is known as secondary
law; and includes regulations, directives, deci-|

sions, recommendations and opinions.

Legislative acts are adopted following one of the|
legislative procedures set out in the EU treaties|
(ordinary or special). Non-legislative acts do nof
follow these procedures and can be adopted by
EU institutions according to specific rules.

The EU can pass laws only in those areas where|
its members have authorised it to do so, via the|
EU treaties.
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Table 4: Different legislative elements in use in the European parliament. Source: The treaty on the Functioning of the European
Union (article 288, formerly article249 TEC).

EU treaties

Regulation

Directive

Decision

Recommendations
and Opinions

Delegated Acts

Implementing Acts

The treaties lay down|
the objectives of the)
European Union, the
rules for EU institu-|
tions, how decisions|
are made and the rela-|
tionship between the]
EU and its member
countries. The EU
treaties have from|
time to time been
amended to reform|
the EU institutions and
to give it new areas of]
responsibility.  They
have also been
lamended to allow new|
EU countries to join)
the EU.

The treaties are nego-|
tiated and agreed by
all the EU countries
and then ratified by
their parliaments,
sometimes following a|
referendum.

IA regulation shall have gen-
eral application.

It shall be binding in its en-|
tirety and directly applicable]
in all Member States.

Regulations are legal acts
that apply automatically and
uniformly to all EU countries|
as soon as they enter into
force, without needing to be
transposed into national law.
They are binding in their en-|
tirety on all EU countries.

IA directive shall be binding,
as to the result to be
achieved, upon each Mem-
ber State to which it is ad-
dressed, but shall leave to the
national authorities the
choice of form and methods.

Directives require EU coun-
tries to achieve a certain re-
sult, but leave them free to
choose how to do so. EU
countries must
measures  to

objectives set by the di-

must communicate these
measures to the European
Commission.

Transposition into national
law must take place by the)
deadline set when the di-
rective is adopted (generally|
within 2 years). When a coun-|
try does not transpose a di-
rective, the Commission mayj
initiate infringement proceed-
ings.

IA decision shall be bind-|
ing in its entirety upon
those to whom it is ad-
dressed.

als.

notification. They don't
need to be transposed
into national law.

Recommendations and
opinions shall have no bind-|
ing force.

Recommendations allow the|
EU institutions to make their

Delegated acts are legally

binding acts that enable the|
[Commission to supplement
or amend non-essential
parts of EU legislative acts
for example, in order to de-

views known and to sugges

without imposing any legal

the opinion. An opinion has|
no binding force.

ine detailed measures.

adoptDecisions are bindingfa line of action without im-They are the WHAT. theyltries’ representatives — to
incorporateflegal acts that apply to 1fposing any legal obligationrepresent an explicit deci-set conditions that ensure|
them into national law (trans-or more EU countries,jon those to whom it is ad-sion to act on a certain is-that EU laws are applied
pose) in order to achieve thelcompanies or individu-dressed. They have no bind-sue.
The party con-fing force.
rective. National authoritiesicerned must be notified{An 'opinion' is an instrument{The Commission adopts thelgally binding acts should be|
and the decision comesfthat allows the EU institu{delegated act and if Parlia-implemented.

into effect upon suchitions to make a statement,ment and Council have no[They provide procedures,

objections, it enters into

obligation on the subject offforce. In other words, dele-jpractical implementation off

gated acts become part o
the legislation.

Implementing acts are le-
gally binding acts that ena-|
ble the Commission — under
he supervision of commit-
ees consisting of EU coun-

uniformly.
hey define HOW the le-

deadline or templates forf

he rules in the original leg-
islation.
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2.5 European Medical Device Regulatory Framework

The European Medical Device regulatory framework consists of two regulations
one for medical devices (MDR, 2017/745) and in vitro diagnostic medical devices
(IVDR, 2017/746), which aim to be a “robust, transparent, predictable and sus-
tainable regulatory framework that ensures a high level of safety and health while
supporting innovation”. The European regulations presented several changes, for
example: i) Stricter control to high-risk devices before they are placed on the mar-
ket. ii) The inclusion of certain aesthetic devices with similar characteristics and
risk to medical devices. iii) A new risk classification system for in vitro diagnostic
devices, following international guidance (IVDR, 2017/746). iv) To have transpar-
ency through an EU database on medical devices (EUDAMED) and traceability
based on Unique Device identification (UDI). v) The introduction of an “implant
card” that contains the information of implanted medical devices to a patient
(MDR, 2017/745) vi) The reinforcement of rules on clinical evidence, including a
European wide coordinated procedure for authorization of multi-center clinical in-
vestigations. vi) More requirements on post-market surveillance. vii) Improved
coordination mechanism between EU members on Market surveillance and vigi-

lance.

2.5.1 IVDR and MDR Regulation Comparison

IVDR and MDR are sister regulations with similar construction. Both regulations
drive general safety and performance requirements and allow CE Marking as an
indicator that a product or service meets the MDR/IVDR requirements. Only de-
vices complying with the regulations and applicable directives can apply manda-
tory CE Marking. Under both regulations, the Legal manufacturer, the Authorized
representative (if the Legal manufacturer is not established in the European Un-
ion) and other economic operators have prescriptive responsibilities (IVDR, 2017
and MDR, 2017). In brief, the legal manufacturer must determine the risk classi-

fication of the device and implement requirements for the quality management
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system (QMS). Prepare technical documentation according to IVDR/MDR annex
Il and Ill. Proceed to the conformity assessment, the conformity assessment can
be self-conducted by the legal manufacturer for IVD classes A (non-sterile) and
MD class | (non-sterile, non-measuring, non-reusable surgical instrument.
Whereas the conformity assessment requires Notify Body (NB) involvement to
audit the QMS and technical documentation for IVD classes A sterile, B, C & D
and for MD Classes | (sterile, measuring or reusable surgical instrument), lla, llb
and lll. The NB issues a CE marking certificate for the assessed devices and
surveillance audits will take place to maintain the CE certificate to ensure ongoing
compliance with MDR/IVDR (IVDR, 2017 and MDR, 2017). Next, the preparation
of the declaration of conformity (DoC), affixing of the CE marking. Registration of
the device and Unique Device Identified (UDI) in the EUDAMED database (vol-
untary for the time being). UDI must be on the label and associated regulatory
documents. Finally, after the legal manufacturer starts placing their device on the
market, starts the post-market phase in which the Clinical Evaluation Report/ Per-
formance Evaluation Report, technical documentation, QMS and Post-market
surveillance (PMS) activities must be kept updated. For devices where there is
Notify Body involvement, the NB shall be audited each year to ensure ongoing
compliance with IVDR/MDR. Failure to pass the audit will invalidate the CE Mark-

ing certificate which blocks commercialization of devices in the EU union.

The Table 8 to Table 17 and Figure 2 represent the parallel comparison of the
content of both regulations. The different chapters specific to MDR or IVDR are

marked in bold text.

Table 5: MDR and IVDR Regulations comparison on Scope and Definitions

MDR CHAPTER | SCOPE AND DEFINITIONS IVDR CHAPTER | INTRODUCTORY PROVISIONS

Article 1: subject Matter and Scope Article 1: subject Matter and Scope

Article 2: Definitions Article 2: Definitions

Article 3: Amendment of certain definitions Article 3: Regulatory status of products

Article 4: Regulatory status of products Article 4: Genetic information, counselling and in-
formed consent
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Table 6 indicates the new definitions of medical device and in vitro diagnostic
medical device. The new definitions are more extended and a device to be place
into EU market needs to be analyzed whether it falls into the scope and definition
of IVDR and MDR.

Table 6: Medical Devices and in vitro diagnostic medical devices. Each device

needs to be qualified whether it falls into the scope of IVDR or MDR article 2.

MDR Avticle 2 (1)

IVDR Article 2(2)

‘medical device’ means any instrument, apparatus, ap-
pliance, software, implant, reagent, material or other arti-
cle intended by the manufacturer to be used, alone or in
combination, for human beings for one or more of the fol-
lowing specific medical purposes:

— diagnosis, prevention, monitoring, prediction, progno-
sis, treatment or alleviation of disease,

— diagnosis, monitoring, treatment, alleviation of, or com-
pensation for, an injury or disability,

— investigation, replacement or modification of the anat-
omy or of a physiological or pathological process or
state,

— providing information by means of in vitro examination
of specimens derived from the human body, including
organ, blood and tissue donations, and which does not
achieve its principal intended action by pharmacological,
immunological or metabolic means, in or on the human
body, but which may be assisted in its function by such
means.

The following products shall also be deemed to be medi-
cal devices:

— devices for the control or support of conception;

— products specifically intended for the cleaning, disin-
fection or sterilisation of devices as referred to in Article

1(4) and of those referred to in the first paragraph of this

point

‘in vitro diagnostic medical device’ means any medical
device which is a reagent, reagent product, calibrator,
control material, kit, instrument, apparatus, piece of
equipment, software or system, whether used alone or in
combination, intended by the manufacturer to be used in
vitro for the examination of specimens, including blood
and tissue donations, derived from the human body,
solely or principally for the purpose of providing infor-
mation on one or more of the following:

(a) concerning a physiological or pathological process or
state;

(b) concerning congenital physical or mental impairments;
(c) concerning the predisposition to a medical condition or
a disease;

(d) to determine the safety and compatibility with potential
recipients;

(e) to predict treatment response or reactions;

(f) to define or monitoring therapeutic measures.
Specimen receptacles shall also be deemed to be in vitro

diagnostic medical devices;

Table 7: MDR and IVDR Regulations comparison on Making available and put-
ting into service available on the market and putting into service of devices, obli-
gations of economic operators, reprocessing, CE marking, free movement
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MDR CHAPTER Il MAKING AVAILABLE ON THE MAR-
KET AND PUTTING INTO SERVICE OF MAKING
AVAILABLE ON THE MARKET AND PUTTING INTO
SERVICE OF DEVICES, OBLIGATIONS OF
ECONOMIC OPERATORS, REPROCESSING, CE
MARKING, FREE MOVEMENT

IVDR CHAPTER Il MAKING AVAILABLE ON THE MAR-
KET AND PUTTING INTO SERVICE OF DEVICES, OB-
LIGATIONS OF

ECONOMIC OPERATORS, REPROCESSING, CE
MARKING, FREE MOVEMENT

Article 5: Placing on the market and putting into service
Article 6: Distance sales

Article 7 Claims

Article 8 Use of harmonised standards

Article 9 Common specifications

Article 10 General obligations of manufacturers

Article 11 Authorised representative

Article 12 Change of authorised representative

Article 13 General obligations of importers

Article 14 General obligations of distributors

Article 15 Person responsible for regulatory compliance
Article 16 Cases in which obligations of manufacturers ap-
ply to importers, distributors or other persons

Article 17 Single-use devices and their reprocessing
Article 18 Implant card and information to be supplied
to the patient with an implanted device

Article 19 EU declaration of conformity

Article 20 CE marking of conformity

Article 21 Devices for special purposes

Article 22 Systems and procedure packs

Article 23 Parts and components

Article 24 Free movement

Article 5: Placing on the market and putting into service
Article 6: Distance sales

Article 7 Claims

Article 8 Use of harmonised standards

Article 9 Common specifications

Article 10 General obligations of manufacturers

Article 11 Authorised representative

Article 12 Change of authorised representative

Article 13 General obligations of importers

Article 14 General obligations of distributors

Article 15 Person responsible for regulatory compliance
Article 16 Cases in which obligations of manufacturers ap-
ply to importers, distributors or other persons

Article 17 EU declaration of conformity

Article 18 CE marking of conformity

Article 19 Devices for special purposes

Article 20 Parts and components

Article 21 Free movement

Table 8: Comparison between definitions related to placing on the market, mak-

ing available and putting into service.

Placing on the market

making available on the market

putting into service

MDR 2017/745 — Art.2(28) 'placing
on the market' means the first making
available of a device, other than an
investigational device, on the Union
Market.

IVDR 2017/746 Art. 2(21) placing on
the market’ means the first making
available of a device, other than a de-
vice for performance study, on the

Union market;

MDR 2017/745 - Art. 2(27)

'making available on the market'
means any supply of a device, other
than an investigational device, for
distribution, consumption or use on
the Union market in the course of a
commercial activity, whether in return
for payment or free of charge.

IVDR 2017/746 Art. 2(20) making
available on the market’ means any

supply of a device, other than a de-

MDR 2017/745 Art. 2(29)

'putting into service' means the stage
at which a device, other than an in-
vestigational device, has been
made available to the final user as
being ready for use on the Union
market for the first time for its in-
tended purpose.

IVDR 2017/746 Art.2(22) putting into
service’ means the stage at which a
device, other than a device for per-

formance study, has been made
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vice for performance study, for dis- | available to the final user as being
tribution, consumption or use on the | ready for use on the Union market for
Union market in the course of a com- | the first time for its intended purpose
mercial activity, whether in return for

payment or free of charge;

D] ‘
Medical device “‘ ----------------------------------

_____ S

Qutside Europe

Making available Puting into service

Agrgﬂmantthat ‘ ‘ : !
u transter [—] ORI L N %o S . o
an.e.r.snlp. — g %g lﬂ:\
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Manufacturer ‘~ Importer Distributor Distributor &-
(third scuntey) Importer :
. End-user
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Figure 2: Manufacturers (in the European union) and importer (if the manufac-
turer is outside EU) are the economic operators involved when the products are
place on the market. The products are placed on the market when the ownership
is transferred to another entity (distributor or provider). These entities could be-
long to the manufacturer as part of their supply chain. The latter entity (distributor)
that has ownership can sell the product to another entity or end-user, this is re-
ferred to as making available on the market. When the products reach the end-
user and the user utilizes according to intended use, this is referred to putting into
service. Remarks about placing on the market: This is done by manufacturer or
an importer. This takes place when the products are provided to the distributor or
end-user for the first time. This takes place for each individual product. This re-
quires an agreement or equivalent to transfer ownership. Placing on the market
is NOT when the consumer in a third country buys the product and brings it into
EU, neither when the product is transferred from the manufacturer in a third coun-
try to an authorized representative in EU. Neither when the product is in transit
from a third country in EU customs territory, nor when the product is in stock or
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warehouse of the manufacturer (or authorized representative) or has been trans-
ferred to a manufacturer for further measures ( for example assembling, packag-
ing, processing, sterilization, labeling) (IVDR/MDR, 2017; RAPS, 2022, Prepared
by Pérez-Gamarra, 2025)

Table 9: MDR and IVDR Regulations comparison on Identification and traceabil-
ity of devices, registration of devices and of economic operators, summary of

safety and clinical performance, European database on medical devices

MDR CHAPTER IIl IDENTIFICATION AND TRACEA-
BILITY OF DEVICES, REGISTRATION OF DEVICES
AND OF ECONOMIC

OPERATORS, SUMMARY OF SAFETY AND CLINICAL
PERFORMANCE, EUROPEAN DATABASE ON MEDI-
CAL DEVICES

IVDR CHAPTER Iil IDENTIFICATION AND TRACEA-
BILITY OF DEVICES, REGISTRATION OF DEVICES
AND OF ECONOMIC

OPERATORS, SUMMARY OF SAFETY AND CLINICAL
PERFORMANCE, EUROPEAN DATABASE ON MEDI-
CAL DEVICES

Article 25 Identification within the supply chain

Article 26 Medical devices nomenclature

Article 27 Unique Device Identification system

Article 28 UDI database

Article 29 Registration of devices

Article 30 Electronic system for registration of economic
operators

Article 31 Registration of manufacturers, authorised rep-
resentatives and importers

Article 32 Summary of safety and clinical performance
Article 33 European database on medical devices
Article 34 Functionality of Eudamed

Article 22 |dentification within the supply chain

Article 23 Medical devices nomenclature

Article 24 Unique Device Identification system

Article 25 UDI database

Article 26 Registration of devices

Article 27 Electronic system for registration of economic
operators

Article 28 Registration of manufacturers, authorised rep-
resentatives and importers

Article 29 Summary of safety and performance

Article 30 European database on medical devices

Table 10: MDR and IVDR Regulations comparison on Notify Bodies

MDR CHAPTER IV NOTIFIED BODIES

IVDR CHAPTER IV NOTIFIED BODIES

Article 35 Authorities responsible for notified bodies
Article 36 Requirements relating to notified bodies
Article 37 Subsidiaries and subcontracting

Article 38 Application by conformity assessment bodies
for designation

Article 39 Assessment of the application

Article 40 Nomination of experts for joint assessment of
applications for notification

Article 41 Language requirements

Article 42 Designation and notification procedure

Article 43 Identification number and list of notified bodies

Article 31 Authorities responsible for notified bodies
Article 32 Requirements relating to notified bodies
Article 33 Subsidiaries and subcontracting

Article 34 Application by conformity assessment bodies
for designation

Article 35 Assessment of the application

Article 36 Nomination of experts for joint assessment of
applications for notification

Article 37 Language requirements

Article 38 Designation and notification procedure

Article 39 Identification number and list of notified bodies
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Article 44 Monitoring and re-assessment of notified bod-
ies

Article 45 Review of notified body assessment of technical
documentation and clinical evaluation

Documentation

Article 46 Changes to designations and notifications
Article 47 Challenge to the competence of notified bodies
Article 48 Peer review and exchange of experience be-
tween authorities responsible for notified bodies

Article 49 Coordination of notified bodies

Article 50 List of standard fees

Article 40 Monitoring and re-assessment of notified bod-
ies

Article 41 Review of notified body assessment of technical
documentation and performance evaluation
Documentation

Article 42 Changes to designations and notifications
Article 43 Challenge to the competence of notified bodies
Article 44 Peer review and exchange of experience be-
tween authorities responsible for notified bodies

Article 45 Coordination of notified bodies

Article 46 List of standard fees

Table 11: MDR and IVDR Regulations comparison on classification and conform-

ity assessment

MDR CHAPTER V CLASSIFICATION AND CONFORM-
ITY ASSESSMENT

IVDR CHAPTER V CLASSIFICATION AND CONFORM-
ITY ASSESSMENT

Article 51 Classification of devices

Article 52 Conformity assessment procedures

Article 53 Involvement of notified bodies in conformity as-
sessment procedures

Article 54 Clinical evaluation consultation procedure
for certain class Il and class llb devices

Article 55 Mechanism for scrutiny of conformity as-
sessments of certain class lll and class llb devices
Article 56 Certificates of conformity

Article 57 Electronic system on notified bodies and on cer-
tificates of conformity

Article 58 Voluntary change of notified body

Article 59 Derogation from the conformity assessment
procedures

Article 60 Certificate of free sale

Article 47 Classification of devices

Article 48 Conformity assessment procedures

Article 49 Involvement of notified bodies in conformity as-
sessment procedures

Article 50 Mechanism for scrutiny of conformity as-
sessments of class D devices

Article 51 Certificates of conformity

Article 52 Electronic system on notified bodies and on cer-
tificates of conformity

Article 53 Voluntary change of notified body

Article 54 Derogation from the conformity assessment
procedures

Article 55 Certificate of free sale

Table 12: Parallel Analysis Of MDR Clinical Evaluation and Clinical Investigations
versus IVDR Clinical Evidence, Performance Evaluation And Performance Stud-

ies

MDR CHAPTER VI CLINICAL EVALUATION AND
CLINICAL INVESTIGATIONS

IVDR CHAPTER VI CLINICAL EVIDENCE, PERFOR-
MANCE EVALUATION AND PERFORMANCE STUD-
IES

Article 61 Clinical evaluation

Article 56 Performance evaluation and clinical evidence
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Article 62 General requirements regarding clinical investi-
gations conducted to demonstrate conformity of

Devices

Article 63 Informed consent

Article 64 Clinical investigations on incapacitated subjects
Article 65 Clinical investigations on minors

Article 66 Clinical investigations on pregnant or breast-
feeding women

Article 67 Additional national measures

Article 68 Clinical investigations in emergency situations
Article 69 Damage compensation

Article 70 Application for clinical investigations

Article 71 Assessment by Member States

Article 72 Conduct of a clinical investigation

Article 73 Electronic system on clinical investigations
Article 74 Clinical investigations regarding devices bear-
ing the CE marking

Article 75 Substantial modifications to clinical investiga-
tions

Article 76 Corrective measures to be taken by Member
States and information exchange between

Member States

Article 77 Information from the sponsor at the end of a
clinical investigation or in the event of a temporary

halt or early termination

Article 78 Coordinated assessment procedure for clinical
investigations

Article 79 Review of coordinated assessment procedure
Article 80 Recording and reporting of adverse events that
occur during clinical investigations

Article 81 Implementing acts

Article 82 Requirements regarding other clinical investi-
gations

Article 57 General requirements regarding performance
studies

Article 58 Additional requirements for certain performance
studies

Article 59 Informed consent

Article 60 Performance studies on incapacitated subjects
Article 61 Performance studies on minors

Article 62 Performance studies on pregnant or breast-
feeding women

Article 63 Additional national measures

Article 64 Performance studies in emergency situations
Article 65 Damage compensation

Article 66 Application for performance studies

Article 67 Assessment by Member States

Article 68 Conduct of a performance study

Article 69 Electronic system on performance studies
Article 70 Performance studies regarding devices bearing
the CE marking

Article 71 Substantial modifications to performance stud-
ies

Article 72 Corrective measures to be taken by Member
States and information exchange between Member
States on performance studies

Article 73 Information from the sponsor at the end of a
performance study or in the event of a temporary

halt or early termination

Article 74 Coordinated assessment procedure for perfor-
mance studies

Article 75 Review of the coordinated assessment proce-
dure

Article 76 Recording and reporting of adverse events that
occur during performance studies

Article 77 Implementing acts

Table 13: MDR and IVDR Regulations Comparison On Post-Market Surveillance,

Vigilance and Market Surveillance

MDR CHAPTER VII POST-MARKET SURVEILLANCE,
VIGILANCE AND MARKET SURVEILLANCE

IVDR CHAPTER VII POST-MARKET SURVEILLANCE,
VIGILANCE AND MARKET SURVEILLANCE

Post-market surveillance

Article 83 Post-market surveillance system of the manu-
facture

Article 84 Post-market surveillance plan

Article 85 Post-market surveillance report

Article 86 Periodic safety update report

Post-market surveillance

Article 78 Post-market surveillance system of the manu-
facturer

Article 79 Post-market surveillance plan

Article 80 Post-market surveillance report

Article 81 Periodic safety update report
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Vigilance

Article 87 Reporting of serious incidents and field safety
corrective actions

Article 88 Trend reporting

Article 89 Analysis of serious incidents and field safety
corrective actions

Article 90 Analysis of vigilance data

Article 91 Implementing acts

Article 92 Electronic system on vigilance and on post-mar-
ket surveillance

Market Surveillance

Article 93 Market surveillance activities

Article 94 Evaluation of devices suspected of presenting
an unacceptable risk or other non-compliance

Article 95 Procedure for dealing with devices presenting
an unacceptable risk to health and safety

Article 96 Procedure for evaluating national measures at
Union level

Article 97 Other non-compliance

Article 98 Preventive health protection measures

Article 99 Good administrative practice

Article 100 Electronic system on market surveillance

Vigilance

Article 82 Reporting of serious incidents and field safety
corrective actions

Article 83 Trend reporting

Article 84 Analysis of serious incidents and field safety
corrective actions

Article 85 Analysis of vigilance data

Article 86 Implementing acts

Article 87 Electronic system on vigilance and post-market
surveillance

Market Surveillance

Article 88 Market surveillance activities

Article 89 Evaluation of devices suspected of presenting
an unacceptable risk or other non-compliance

Article 90 Procedure for dealing with devices presenting
an unacceptable risk to health and safety

Article 91 Procedure for evaluating national measures at
Union level

Article 92 Other non-compliance

Article 93 Preventive health protection measures

Article 94 Good administrative practice

Article 95 Electronic system on market surveillance

Table 14: MDR and IVDR regulations comparison on cooperation between mem-

ber states, medical device coordination group, expert laboratories, expert panels

and device registers

MDR CHAPTER VIIl COOPERATION BETWEEN MEM-
BER STATES, MEDICAL DEVICE COORDINATION
GROUP, EXPERT

LABORATORIES, EXPERT PANELS AND DEVICE
REGISTERS

IVDR CHAPTER VIIl COOPERATION BETWEEN MEM-
BER STATES, MEDICAL DEVICE COORDINATION
GROUP, EU REFERENCE

LABORATORIES AND DEVICE REGISTERS

Article 101 Competent authorities

Article 102 Cooperation

Article 103 Medical Device Coordination Group

Article 104 Support by the Commission

Article 105 Tasks of the MDCG

Article 106 Provision of scientific, technical and clinical
opinions and advice

Article 107 Conflict of interests

Article 108 Device registers and databanks

Article 96 Competent authorities

Article 97 Cooperation

Article 98 Medical Device Coordination Group

Article 99 Tasks of the MDCG

Article 100 The European Union reference laboratories

Article 101 Device registers and databanks
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Table 15: MDR and IVDR regulations comparison on confidentiality, data protec-

tion, funding and penalties

MDR CHAPTER IX CONFIDENTIALITY, DATA PRO-
TECTION, FUNDING AND PENALTIES

IVDR CHAPTER IX CONFIDENTIALITY, DATA PRO-
TECTION, FUNDING AND PENALTIES

Article 109 Confidentiality

Article 110 Data protection

Article 111 Levying of fees

Article 112 Funding of activities related to designation and
monitoring of notified bodies

Article 113 Penalties

Article 102 Confidentiality

Article 103 Data protection

Article 104 Levying of fees

Article 105 Funding of activities related to designation and
monitoring of notified bodies

Article 106 Penalties

Table 16: MDR and IVDR regulations comparison on Final Provisions

MDR CHAPTER X FINAL PROVISIONS

IVDR CHAPTER X FINAL PROVISIONS

Article 114 Committee procedure

Article 115 Exercise of the delegation

Article 116 Separate delegated acts for different dele-
gated powers

Article 117 Amendment to Directive 2001/83/EC

Article 118 Amendment to Regulation (EC) No 178/2002
Article 119 Amendment to Regulation (EC) No 1223/2009
Article 120 Transitional provisions

Article 121 Evaluation

Article 122 Repeal

Article 123 Entry into force and date of application

Article 107 Committee procedure

Article 108 Exercise of the delegation

Article 109 Separate delegated acts for different dele-
gated powers

Article 110 Transitional provisions

Article 111 Evaluation

Article 112 Repeal

Article 113 Entry into force and date of application

Table 17: MDR and IVDR regulations comparison on Annexes

MDR ANNEXES

IVDR ANNEXES

| General safety and performance requirements

Il Technical documentation

11l Technical documentation on post-market surveillance
IV EU declaration of conformity

V CE marking of conformity

VI Information to be submitted upon the registration of de-
vices and economic operators in accordance with
Articles 29(4) and 31; core data elements to be provided
to the UDI database together with the UDI-DI in
accordance with Articles 28 and 29;and the UDI system

VIl Requirements to be met by notified bodies

| General safety and performance requirements

Il Technical documentation

Il Technical documentation on post-market surveillance
IV EU declaration of conformity

V CE marking of conformity

VI Information to be submitted upon the registration of de-
vices and economic operators in accordance with Articles
26(3) and 28, core data elements to be provided to the
UDI database together with the UDI-DI in accordance with
Articles 25 and 26 and the UDI system

VIl Requirements to be met by notified bodies
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VIl Classification rules

IX Conformity assessment based on a quality manage-
ment system and assessment of the technical documen-
tation

X Conformity assessment based on type examination

Xl Conformity assessment based on product conformity
verification

XII Certificates issued by a notified body

XIlIl Procedure for custom-made devices

XIV Clinical evaluation and post-market clinical follow-up
XV Clinical investigations

XVI List of groups of products without an intended medical

purpose referred to in Article 1(2)

VIl Classification rules

IX Conformity assessment based on a quality manage-
ment system and on assessment of technical documen-
tation

X Conformity assessment based on type examination

Xl Conformity assessment based on production quality
assurance

XII Certificates issued by a notified body

Xl Performance evaluation, performance studies and
post-market performance follow-up

XIV Interventional clinical performance studies and cer-
tain other performance studies

XV Correlation table

XVII Correlation table

2.5.2 Regulation EU 2023/607 and Regulation EU 2024/1860 transitional
provisions for certain medical devices and in vitro diagnostic medical
devices- Amendments to Regulations (EU) 2017/745 and (EU) 2017/746

The EU commission released further regulations to protect the EU market from
shortage and share information in case of interruption/discontinuation of supply
of IVD/MD that can negatively affect member state(s) of EU, as well as permit a
smooth transition to IVDR and MDR (EU 2023/607 and EU 2024/1860, See table
X andY). Regulation 2023/607 (Table 18) amends the existing regulations MDR
(EU 2017/745) and IVDR (2017/746) addressing the risk of shortage of medical
devices in EU due to the slower than anticipated transition to implement VDR
and MDR. The key points of 2023/607 include: i) Extended transition timelines to
prevent shortage of IVD and MD devices in EU market. ii) Legacy devices that
are CE marked under the directives (MDD/AIMDD) can remain “legacy devices”
under certain conditions that include no significant change to design nor intended
purpose and ensuring devices do not present an unacceptable risk to health or
safety. lii) QMS in place per Article 10(9) by 26 May 2024 and iv) Manufactures
must ensure appropriate surveillance of legacy devices to benefit from extended
timelines and confirmation letters issued by Notified Body that the device qualifies
for the extended transition timelines. Regulation 2024/1860 (Table 19) amends
the existing regulations MDR (EU 2017/745) and IVDR (2017/746) focusing on
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smoother transition and better management of MD and IVDs in EU. The key
points are i) Gradual roll-out of European Database on Medical Devices (EU-
DAMED). This gradual roll-out aims to ensure that all necessary modules are
published, confirmed and communicated effectively ii) Obligation to inform in
case of interruption or discontinuation of supply. The manufacturer shall inform
the Competent Authority in the member state of their NB at least six months in
advance if they anticipate any interruption or discontinuation of the supply of cer-
tain devices. This mandatory notification is mandatory if the supply disruption
could reasonably result in serious harm or risk of serious harm in one or more
member states. lii)QMS requirements, registration and market authorization time-

lines for IVDs.

Table 18: Extension timelines for MDR (Regulation 2023/607)

and have formally
applied to a Notified
Body

formal written agree-

ment.

devices to be MDR
certified

cluding WET)
to be MDR certified

26 May 2024 26 September 2024 | 26 May 2026 31 December 2027 31 December 2028
Manufacturers have | The Notified Body | Class Il custom- | Class Ill and Illb im- | Other Class b,
implemented an | and the manufac- | made plantable Class lla, Class Is
MDR compliant QMS | turer have signed a | implantable legacy | legacy devices (ex- | and Class Im legacy

devices to be MDR
certified

Legacy devices
up-classified under
the MDR and now
requiring Notified
Body involvement, to
be MDR certified’

All legacy devices
must
comply with the
MDR?

1 Only for legacy devices whose Declaration of Conformity (DoC) was signed by 26 May 2021 (e.g., Class Ir).

2 The sell-off period has been removed. Legacy devices placed on the market before the end of the transition period can
be made further available on the market without legal time restrictions.
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Table 19: Extension timelines for IVDR (Regulation 2024/1860)

Class IVD QMs complaint | Formal application | Formal written | Transition deadline

with IVDR lodged with NB agreement with a

NB signed

VDD 26 May 2025 26 May 2025 26 September 2025 31 September 2027
Certified devices1
Class D
Self declared2
Class C 26 May 2026 26 September 2026 31 September 2028
Self declared 2
Class B and A2 26 May 2027 26 September 2027 31 September 2029
Self declared

-

IVDD certified devices: IVDD Certification from a Notified Body.
2 IVDD self-declared devices: IVDs on the market under IVDD that did not need a Notified Body Certification.

The sell-off period for self-certified IVDs already placed on the market under the IVDD has been removed. These devices
can be made available on the market without legal time restrictions. For in-house devices, the requirement to justify that

an equivalent device is not available on the market is postponed until May 2028.

2.6 Key Documentation aspects of IVDR and/or MDR

Both IVDR (EU 2017/746) and MDR (EU 2017/745) are prescriptive on the re-
quirements that manufacturers should comply with and what documents notified
bodies shall review and emit as well as what documents economic operators shall
verify (See graphic representation in Figure 3: Key Aspect of documentation re-
lated to IVDR and . Technical documentation (TD, details of requirements in An-
nex Il of IVDR and MDR) and the technical documentation post-market surveil-
lance (details of requirements in Annex Il of IVDR and MDR) provide objective
evidence that requirements described throughout the regulations are fulfilled and
the product is safe, effective and meets its intended use. The technical documen-
tation shall be prepared taking into consideration the type of device and the risk
class. The TD captures details on the medical device or in vitro diagnostic medical
device related to device description, information supplied with the device, design
and manufacturer information, General Safety and Performance requirements,
risk management, design verification and validation and post-market surveil-
lance. Once the manufacturer fulfilled the requirements deemed appropriate to

IVDR- or MDR- regulation, the organization is able to proceed with the conformity
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assessment (self-certified or with a notified body) and affix the Conformité Eu-
ropéenne mark (also, known as CE mark). The CE mark is a symbol that can be
affixed to a product to indicate that this complies with EU legislation and enables
free movement, The CE marking and other mandatory markings can be affixed
according to Annex V of MDR or IVDR. The EU guidance document 2022/C
247/01 provides further descriptions on how to implement legislation and EU
product rules. The CE marking represents that product conforms to EU regula-
tions and applicable standards, representing product safety and consumer pro-
tection. CE mark has consistent proportions, and this mark must be carefully pre-
pared. Unfortunately, there is a misleading abbreviation “CE” that stands for
China Export which is not linked to EU regulation, and it is not a valid mark rec-
ognize by EU, the China Export mark does not meet dimensions and proportions
given in EU legislation (Weerth, 2019). After the conformity assessment is com-
pleted by the Notified Body (applicable for all MD/IVD classes, except for MD
class | and IVD class A), the NB emits a certificate of conformity (IVDR Art.51
and MDR Art. 56) which is valid for 5 years.

IVDR and MDR support international export activities, whenever the manufac-
turer or its Authorised Representative registered in an EU member state can re-
quest the competent authority of the Member state where they registered place
of business to issue the Certificate of Free Sale (IVDR article 55 and MDR article
60). The Free sale certificate facilitates trade is a certificate recognized by other
regulatory bodies that the device already meets EU safety and performance

standards enabling market access to a wide range of non-EU countries.
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Technical Documentation Certificate of Conformity Certificate of Free sales (CFS)
(TD) IVDR Art. 51 & MDR. Art 56 IVDR Art. 55 & MDR. Art 60
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protection. CE mark has consistent proportion | recognized in EU. There is lack of
between characters space between characters

Figure 3: Key Aspect of documentation related to IVDR and MDR. (Prepared by
Pérez-Gamarra, 2025

2.7 The impact of the Regulatory Landscape

Implementing new regulations has a different impact. For instance, Guerra-
Bretana & Flérez-Renddn (2018) reviewed the impact of regulations on innova-
tion in medical devices and concludes that regulations exist to protect patients
from products that are not safe and promote public health by introducing safe
innovations to the market. These authors discussed that exist the risk of "placing
into the market” that do not have exhausting tested devices and highlighted that
researchers, manufacturers and physicians do have responsibility related to en-
sure and/or verify safety and effectiveness of devices. This study also highlights
that there is need for a collaborative regulatory research and device evaluation

to improve regulatory pathways for emerging and pioneering technologies.

Maci and Maresova (2022) make a systematic review on the economic assess-
ment of regulations and highlight that the most common factors on how to meas-
ure the impact are cost-effectiveness analysis, internal rate of return, budget im-

pact analysis, whereas non-economic indicators include time-to-market. Being
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the cost related indicators, the most common used factor to measure effective-
ness of regulations from different stakeholders’ perspective (researchers, regula-

tors, manufacturers, healthcare providers).

2.8 Monitoring the Availability of IVD and MD in Europe

The study commissioned by the European Commission via the European Health
and Digital Executive Agency (HADEA) (2022-2025) aims at monitoring and an-
alyse the availability of medical devices on the EU market in the context of the
implementation of Regulations (EU) 2017/745 on medical devices and Regulation
(EU) 2017/746 on in vitro diagnostic medical devices. The Data is continuously
updated and the dashboards (Austrian National Public Health Institute, Arete,
Civic Consulting, 2024).

The current monitoring of availability of MD in Europe are captured by the EU
commission continuously in Figure 4 to Figure 10. (Austrian National Public
Health Institute, Arete, Civic Consulting, 2024). The take home message from the
monitoring of MD indicates that there are availability problems reported, being
class lll the risk class of CE-marked device. Also, there might not be available
alternative treatments or medical procedures available for reported types of de-
vices. The timelines to issue a QMS certificate can take up to 24 months in the
worst-case scenario and in average 13-18 months. The timelines to issue a QMS
and product certificate can take up to 24 months in the worst-case scenario and
in average 13-18 months. The signature of a written agreement can take on av-
erage 1-2 months and in the worst-case scenario more than 6 months. The high-
est reason for application refusal (54% of cases) is because the application is
outside scope of notified body’s designation. Also, there are 224 QMS certified
manufacturers for their full portfolio, 273 companies with a written agreement with
NB.175 manufacturers have transferred products/technical documentations to
the MDR. Furthermore, “242 manufacturers had 100% of the MD already transi-
tioned or planned to transition to MDR. Estimate direct average cost per already
issued certificate for QMS initial QMS (58346 euros) and 85119 euros for total
initial cost product. The most frequent reason for not having fully transitioned all
MD to MDR vyet is due to i) product revenue too low to transition ii) MD to be
replaced with updated/more innovative product iii) too long certification time iv)
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lack of clinical evidence and v) MD to be discontinued. Next, it is estimated that
for the end of the transition period in 2028: 111746 MD class lla are certified for
MDR and there are 2391 certificates based on Annex IX(I+11)” (Austrian National
Public Health Institute, Arete, Civic Consulting, 2024). In addition, 161 manufac-
turers have stopped or planned to stop marketing or supply of devices to the EU
since 2021. Among the most frequent reasons to stop or planning to stop produc-
tion/marketing/supply of MD to EU market is due to revenue not justifying reap-
proval, products with low sales volumes, products with low profitability, products
to be replaced/updated. Finally, Manufacturers located outside Europe had can-
celled agreements with their Authorized representative (AR). 9 of them AR clients
have stopped production/marketing/supply in the Eu market. (Austrian National
Public Health Institute, Arete, Civic Consulting, 2024)

The current monitoring of availability of IVD in Europe are captured by the EU
commission continuously in Figure 11 to Figure 17 (Austrian National Public
Health Institute, Arete, Civic Consulting, 2024). The take home message from the
monitoring of IVD indicates that there are few problems with IVD availability had
been reported. Also, the time needed to issue a QMS certificate only can range
between 6-18 months and in the worst-case scenario up to 24 months. Whereas
the average to issue a QMS and product certificate under IVDR takes 13-18
months and in the worst-case scenario up to 24 months. In addition, 44 manufac-
turers have QMS certified for their full portfolio. 47 manufacturers have all devices
covered. 38 IVD manufacturers have transferred their first product/technical doc-
umentation to IVDR. Furthermore, 45 manufacturers have 90-100% of IVDs al-
ready transitioned or planned to transition to IVDR whereas 31 IVD manufactur-
ers are planning to transfer or had transferred less than 10% of IVDs. Also, the
estimate direct average cost per already issued certificate is 54626 eur for total
initial cost QMS and 55051eur for total initial cost product. In addition, the most
frequent reasons for not having fully transitioned to IVDR is due to i) product rev-
enue too low to transition ii) too long certificate time iii) IVD to be replaced with
updated/innovative product. Next, 90 IVD manufacturers estimate that less than
10% of product portfolio foreseen for transition already having IVDR certification.

There are expectations of 2203 new devices for which applications will be sub-
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mitted till the beginning of 2025. In the future, it is estimated that 5744 IVDR de-
vices of class B will be placed on the market at the end of the transitional period
in 2027. Finally, 27 manufacturers of IVDs stopped or planned to stop production,
marketing or supply of devices to the EU since 2021. The most frequent reasons
for IVD manufacturers having stopped or planning to stop production, marketing
or supply of devices to the EU market are i) revenue not justifying reapproval ii)
products with low sales volume iii) products with low profitability iv) devices will

be replaced by updated/new products v) products at the end of their lifecycle.
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Figure 4: MDR Indicators for the monitoring availability of medical devices col-
lected until October 2024, last update on May 12, 2025 (View of dashboard 5)

Highlight of Figure 4, there are availability problems reported, class Il the risk
class of CE-marked device. Also, there might not be available alternative treat-
ments or medical procedures available for reported types of devices.
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Figure 5: MDR Indicators for the monitoring availability of medical devices col-
lected until October 2024, last update on May 12, 2025 (View of dashboard 6)
Highlight of Figure 5: The timelines to issue a QMS certificate can take up more
or less 24 months in the worst-case scenario and in average 13-18 months. The
timelines to issue a QMS and product certificate can take up to 24 months in the
worst-case scenario and on average 13-18 months. The signature of a written
agreement can take on average 1-2 months and in the worst-case scenario more
than 6 months. The highest reason for application refusal (54% of cases) is be-
cause the application is outside scope of notified body’s designation.
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Figure 6: MDR Indicators for the monitoring availability of medical devices col-
lected until October 2024, last update on May 12, 2025 (View of dashboard 10)

Highlight of Figure 6, there are 224 QMS certified manufacturers for their full port-
folio, 273 companies with a written agreement with NB.175 manufacturers have
transferred products/technical documentations to the MDR.
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Figure 7: MDR Indicators for the monitoring availability of medical devices col-
lected until October 2024, last update on May 12, 2025 (View of dashboard 11)
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Highlight of Figure 7; 242 manufacturers had 100% of the MD already transitioned
or planned to transition to MDR. Estimate direct average cost per already issued
certificate for QMS initial QMS (58346 euros) and 85119 euros for total initial cost
product. The most frequent reason for not having fully transitioned all MD to MDR
yet is due to i) product revenue too low to transition ii)MD to be replaced with
updated/more innovative product iii) too long certification time iv) lack of clinical
evidence and v) MD to be discontinued.
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Figure 8: MDR Indicators for the monitoring availability of medical devices col-
lected until October 2024, last update on May 12, 2025 (View of dashboard 13)

Highlight of Figure 8, it is estimated that for the end of the transition period in
2028: 111746 MD class lla are certified for MDR and there are 2391 certificates
based on Annex IX(I+111)
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Figure 9: MDR Indicators for the monitoring availability of medical devices col-
lected until October 2024, last update on May 12, 2025 (View of dashboard 14)
Highlight of Figure 9; 161 manufacturers have stop or planned to stop marketing
or supply of devices to the EU since 2021. Among the most frequent reasons to
stop or planning to stop production/marketing/supply of MD to EU market is due
to revenue not justifying reapproval, products with low sales volumes, products
with low profitability, products to be replaced/updated.
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Figure 10: MDR Indicators for the monitoring availability of medical devices col-
lected until October 2024, last update on May 12, 2025 (View of dashboard 15)

Highlight: of Figure 10; 16 Manufacturers located outside Europe had cancelled
agreements with their Authorized representative (AR). 9 of their AR clients have
stopped production/marketing/supply in the Eu market.
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Figure 11: IVDR Indicators for the monitoring availability of medical devices col-
lected until October 2024, last update on May 12, 2025 (View of dashboard 17)
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Highlight of Figure 11: Few problems with IVD availability have been reported.
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Figure 12: IVDR Indicators for the monitoring availability of medical devices col-
lected until October 2024, last update on May 12, 2025 (View of dashboard 18)

Highlight of Figure 12, the time needed to issue a QMS certificate only can range
between 6-18 months and in the worst-case scenario up to 24 months. Whereas
the average to issue a QMS and product certificate under IVDR takes 13-18
months and in the worst-case scenario up to 24 months.
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Figure 13: IVDR Indicators for the monitoring availability of medical devices col-
lected until October 2024, last update on May 12, 2025 (View of dashboard 21)

Highlight of Figure 13; 44 manufacturers have QMS certified for their full portfolio.
47 manufacturers have all devices covered. 38 IVD manufacturers have trans-
ferred their first product/technical documentation to IVDR.
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Figure 14: IVDR Indicators for the monitoring availability of medical devices col-
lected until October 2024, last update on May 12, 2025 (View of dashboard 22)
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Highlight of Figure 14; 45 manufacturers have 90-100% of IVDs already transi-
tioned or planned to transition to IVDR whereas 31 IVD manufacturers are plan-
ning to transfer or had transfer less than 10% of IVDs. Also, the estimate direct
average cost per already issued certificate is 54626 euros for total initial cost
QMS and 55051eur for total initial cost product certificate. In addition, the most
frequent reasons for not having fully transitioned to IVDR is due to i) product rev-
enue being too low to transition ii) too long certificate time iii) IVD to be replaced
with updated/innovative product.
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Figure 15: IVDR Indicators for the monitoring availability of medical devices col-
lected until October 2024, last update on May 12, 2025 (View of dashboard 23)

Highlight of Figure 15; 90 IVD manufacturers estimate that less than 10% number
of product portfolio foreseen for transition already have IVDR certification. There
are expectations of 2203 new devices for which applications will be submitted till
the beginning of 2025.
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Figure 16: IVDR Indicators for the monitoring availability of medical devices col-
lected until October 2024, last update on May 12, 2025 (View of dashboard 24)

Highlight of figure 16; it is estimated that 5744 IVDR devices of class B placed on
the market at the end of the transitional period in 2027.
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Figure 17: IVDR Indicators for the monitoring availability of medical devices col-
lected until October 2024, last update on May 12, 2025 (View of dashboard 25)
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Highlight of Figure 17; 27 manufacturers of IVDs stopped or plan to stop produc-
tion, marketing or supply of devices to the EU since 2021. The most frequent
reasons for IVD manufacturers having stopped or planning to stop production,
marketing or supply of devices to the EU market are i) revenue not justifying re-
approval ii) products with low sales volume iii) products with low profitability iv)
devices will be replaced by updated/new products v) products at the end of their
lifecycle.

2.9 Harmonized standards for presumption of conformity to IVDR/MDR

The European commission defines the harmonized standards as European
standards developed by recognized European Standards Organizations (ESO)
that include CEN, CENELE, ETSI per European commission’s request. Manu-
facturer’s and economics operators, Notified Bodies, can use harmonized stand-
ards to demonstrate product, services and processes comply with the appropriate
EU legislation (European Commission, 2022). The guidance for implementation
of EU product rules (2022/C 247/01) indicates that products manufactured in
compliance with harmonized standards benefit from a presumption of conform-
ity with the corresponding essential requirements of the applicable legisla-
tion, and, in some cases, the manufacturer may benefit from a simplified con-
formity assessment procedure (in many instances the manufacturer’s Declaration
of Conformity, made more easily acceptable to public authorities by the existence

of the product liability legislation) (European Commission, 2022).

In the specific case of medical technology, the European commission had pub-
lished 6 amendments to the implementing decision (EU 2021/1182) on the har-
monized standards for medical devices drafted in support of Regulation (EU)
2017/745 and 6 amendments to the implementing decision (EU 2021/1195) on
the harmonized standards for in vitro diagnostic medical devices drafted in sup-
port of Regulation (EU) 2017/746. The Summary list of standards providing pre-
sumption of conformity to MDR and/or IVDR are presented in Table 20
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Table 20: Summary List of harmonized standards to both IVDR and MDR. The color code indicates that the standard pro-
vides presumption of conformity to MDR (blue), IVDR (pink) and both IVDR & MDR (Green).

Legislation refer- | Reference number of the Title of the standard Date of start of

ence and ESO standard presumption of
conformity

2017/745 CEN EN ISO 10993-23:2021 Biological evaluation of medical devices - Part 23: Tests for irritation (ISO 10993-23:2021) July 19, 2021

2017/745 Cenelec | EN IEC 60601-2-83:2020, Medical electrical equipment - Part 2-83: Particular requirements for the basic safety and essen-
EN IEC 60601-2-83:2020/A11:2021 tial performance of home light therapy equipment

January 5, 2022

2017/745 CEN EN ISO 10993-12:2021 Biological evaluation of medical devices - Part 12: Sample preparation and reference materials January 5, 2022
(ISO 10993-12:2021)

2017/745 CEN EN ISO 10993-9:2021 Biological evaluation of medical devices - Part 9: Framework for identification and quantification January 5, 2022
of potential degradation products (ISO 10993-9:2019)

2017/745 CEN EN ISO 14160:2021 Sterilization of health care products - Liquid chemical sterilizing agents for single-use medical January 5, 2022
devices utilizing animal tissues and their derivatives - Requirements for characterization, devel-
opment, validation and routine control of a sterilization process for medical devices (ISO
14160:2020)

2017/745 CEN EN ISO 17664-1:2021 Processing of health care products - Information to be provided by the medical device manufac- January 5, 2022
turer for the processing of medical devices - Part 1: Critical and semi-critical medical devices
(ISO 17664-1:2021)
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Legislation refer- | Reference number of the Title of the standard Date of start of
ence and ESO standard presumption of
conformity

2017/746 EN ISO 17511:2021 In vitro diagnostic medical devices - Requirements for establishing metrological traceability of January 7, 2022
values assigned to calibrators, trueness control materials and human samples (ISO
17511:2020)

2017/745 EN 285:2015+A1:2021 Sterilization - Steam sterilizers - Large sterilizers May 17, 2022
2017/745 CEN EN ISO 10993-10:2023 Biological evaluation of medical devices - Part 10: Tests for skin sensitization (ISO 10993- July 5, 2023
10:2021)

2017/745 CEN EN 455-3:2023 Medical gloves for single use - Part 3: Requirements and testing for biological evaluation March 8, 2024
2017/745 CEN EN ISO 10993-15:2023 Biological evaluation of medical devices - Part 15: Identification and quantification of degrada- March 8, 2024
tion products from metals and alloys (ISO 10993-15:2019)
2017/745 CEN EN ISO 10993-17:2023 Biological evaluation of medical devices - Part 17: Toxicological risk assessment of medical de- March 8, 2024
vice constituents (ISO 10993-17:2023)
2017/745 CEN EN ISO 10993-18:2020, Biological evaluation of medical devices - Part 18: Chemical characterization of medical device March 8, 2024
EN ISO 10993-18:2020/A1:2023 materials within a risk management process (ISO 10993-18:2020)

2017/745 EN ISO 17664-2:2023 Processing of health care products - Information to be provided by the medical device manufac- March 8, 2024
turer for the processing of medical devices - Part 2: Non-critical medical devices (ISO 17664-
2:2021)
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Legislation refer- | Reference number of the Title of the standard
ence and ESO standard

2017/746 EN ISO 20916:2024 In vitro diagnostic medical devices - Clinical performance studies using specimens from human
subjects - Good study practice (ISO 20916:2019)

Date of start of
presumption of
conformity

October 9, 2024
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2.10 I1SO 13485 Medical Device Quality Management Systems for regulatory
purposes

ISO 13485 (ISO standards, 2016) is the international standard for quality man-
agement systems for medical devices for regulatory purposes. This standard was
published in 2016 and prepared by the technical committee ISO/TC 210. This
standard is important for manufacturers and suppliers of medical devices as it
has the core requirements to ensure consistent design, development, production
and delivery of medical devices that are safe and effective for the intended pur-
pose. This standard has several benéefits i) risk-based approach, it has risk man-
agement enhancement and provides a systematic method to identify and mitigate
risk through the product lifecycle, ensuring patient and user safety ii) regulatory
compliance, it enables organizations to recognize and meet regulatory require-
ments. Several countries have a nationally harmonized version of this standard,
enabling the manufacturer and easier market access and global trade. iii)en-
hances reputation of organizations applying this approach and this enables op-
erational efficiency to focus of processes that safeguard the medical device lifecy-
cle iv) Global market access, a pre-market requirement is to have a quality man-
agement system, the certification to 1ISO13485 provides confidence that pro-
cesses and objective evidence are established for the medical device design,

developed, manufactured and delivered.

ISO 13485 is divided into 8 sections, see Table 21 Section 4-8 describing re-

quirements for the QMS appropriate for medical devices.

In Europe, the current harmonized standard for Medical Device Quality manage-
ment system is EN ISO 13485:2016/A11:2021, the presumption of conformity can

be claimed since Jan7, 2022 (for more information refer to Table 20).

Table 21: Framework of Medical Device QMS for regulatory purposes
(1ISO13485, 2016)

SECTION REQUIREMENTS
| Scope
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SECTION

REQUIREMENTS

2 Normative Ref-

erence

ISO 9000:2015 Quality Management Systems- Fundamentals and vocabulary

3 Terms and Defi-

nitions

GHTF and 1SO9000:201, ISO 14971:2007, ISO 11607-1:2006 definitions

4 Quality Manage-
ment System

4.1 General requirements

4.2 Documentation requirements
4.2.1 General.

4.2.2 Quality manual

4.2.3 Medical device file

4.2.4 Control of documents
4.2.5 Control of records

5  Management
Responsibility

5.1 Management commitment.

5.2 Customer focus

5.3 Quality policy.

5.4 Planning

5.4.1Quality objectives

5.4.2Quality management system planning
5.5 Responsibility, authority and communication
5.5.1Responsibility and authority

5.5.2 Management representative

5.5.3 Internal communication
5.6Management review

5.6.1 General

5.6.2 Review input

5.6.3 Review output

6 Resource Man-

agement

6.1 Provision of resources

6.2 Human resources.

6.3 Infrastructure

6.4 Work environment and contamination control.
6.4.1 Work environment

6.4.2 Contamination control

7 Product Realiza-

tion

7.1 Planning of product realization

7.2 Customer-related processes.

7.3 Design and development

7.2.1 Determination of requirements related to product
7.2.2 Review of requirements related to product

7.2.3 Communication

7.3.1 General

7.3.2. Design and development planning

7.3.3 Design and development inputs

7.3.4 Design and development outputs

7.3.5 Design and development review

7.3.6 Design and development verification

7.3.7 Design and development validation

7.3.8. Design and development transfer

7.3.9 Control of design and development changes
7.3.10 Design and development files

7.4 Purchasing

7.4.1 Purchasing process

7.4.2 Purchasing information

7.4.3 Verification of purchased product

7.5 Production and service provision.

7.5.1 Control of production and service provision

7.5.2 Cleanliness of product,

7.5.3 Installation activities

7.5.4 Servicing activities

7.5.5 Particular requirements for sterile medical devices
7.5.6 Validation of processes for production and service provision.
7.5.7 Particular requirements for validation of processes for sterilization and sterile barrier sys-
tems

7.5.8 Identification

7.5.9 Traceability

7.5.10 Customer property.

7.5.11 Preservation of product.

7.6 Control of monitoring and measuring equipment.

8 Measurement
Analysis and im-
provement

8.1 General

8.2 Monitoring and measurement.
8.2.1 Feedback

8.2.2 Complaint handling
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SECTION REQUIREMENTS

8.2.3 Reporting to regulatory authorities.

8.2.4 Internal audit

8.2.5 Monitoring and measurement of processes

8.2.6 Monitoring and measurement of product

8.3 Control of nonconforming product.

8.3.1General

8.3.2 Actions in response to nonconforming product detected before delivery
8.3.3 Actions in response to nonconforming product detected after delivery.
8.4 Analysis of data

8.5 Improvement

8.5.1General

8.5.2Corrective action

8.5.3Preventive action ..

2.11 Maturity level models

Crosby (1779) is the precursor of the maturity levels related to quality. Crossby
proposal is a roadmap to achieve higher levels of maturity, this model is called
“Quality Management Maturity Grid” (QMMG), QMMG purposes is to help organ-
izations to assess their QMS maturity in 5 levels: 1) uncertainty (the organization
is unaware of quality, is reactive and it does not have any formal QMS process.
2) Awakening, in this second level, the organizations recognizes the importance
of quality and takes action to improve it 3) Enlightenment, the third level has more
understanding of “QMS principles” and implements structured quality improve-
ment programs or projects with active growing commitment from management 4)
Wisdom, the fourth level where organizations have comprehensive QMS and pro-
cesses well established, quality improvement is the key of organization’s culture
and there is strong focus on continuous improvement and the last level is 5) Cer-
tainty, characterized by a fully integrated QMS where quality is the strategic ad-

vantage and there is a sustained commitment to maintain high standards.

ISPE (2017) proposed a maturity model to assess data integrity in regulated com-
panies. The aim of a maturity model is to be a management indicator to focus
resources for improvement in quality, compliance and business practices. This
model uses the concepts and approaches described in the Capability Maturity
Model Integration (CMMI, 2002) to assess maturity in processes from a discipline

with the aim to establish priorities for improvement and drive their implementation.
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Alike medical devices, the pharmaceutical industry have in the literature more
reference regarding pilot models utilizing maturity models, For instance, Fellows
et. al (2022) benchmarked quality practices to advance the supply chain resili-
ence among pharmaceuticals manufacturers utilizing a Quality Management Ma-
turity (QMM). The information obtained when utilizing the QMS is useful to enable
the availability of quality pharmaceutical products and to tackle supply chain dis-
ruptive events. QMM harnesses the risk-based approach to prevent shortage of
drugs and a proactive supply chain management to ensure availability of drugs
in the best interest of patients. Fellows and team conclude on one hand that the
manufacturers with a mature quality management practice assessed by QMM
have consistent, reliable, and robust business processes to achieve quality ob-
jectives and promote continual improvement. On the other hand, that QMM could
complement surveillance inspection to inform the effectiveness of the QMS, as

well as being a step forward performance-based regulation.

Recently, Maguire et al (2023) indicated that QMM assessments are used to de-
termine three aspects of establishments i) the level of integration of quality sys-
tems and quality objectives with business and operations ii) the agility to respond
to unexpected changes and iii) resilience in business and production process.
The benefit of QMM is the identification of areas of improvement which can en-

hance capability and robustness in the overall supply chain.
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3 Materials and Methods

This section describes the research methodology, research design, data collec-

tion and analysis methods.

3.1 Survey as a quality research method

Quality research methods are tools to explore complex phenomena and allow us
to gain deep insight into human behavior experiences and social processes. A
cost-effective quality research method is surveys which allow data collecting
(Sheppard, 2020; Agius, 2013, Murphy, 2023). The advantage of the use of sur-
veys is that i) broad reach, surveys can be distributed easily targeting respond-
ents covering a large and diverse population which can enhance the generaliza-
tion of the findings. ii) Efficiency, cost-effective tool that can be distributed rela-
tively quickly and allows the collection of data in a short period of time. lii) Stand-
ardization, the respondents receive the same questions, and they could provide
standard answers this ensures consistency in data collection, making it easier to
compare response (Shreppard,2020) iv) quantifiable data, the surveys can be
designed with both open-ended and closed-ended questions. Closed-ended
questions provide quantifiable data that can be analyzed statistically, meanwhile
the open-ended questions allow for more detailed qualitative insights (Agius,
2013) v) Anonymity, survey can be designed to be anonymous which encourage

respondents to provide more insight on sensitive topics (Murphy, 2023)

The disadvantage of survey in quality research i)) limit depth, unlike other quality
methods like interviews and focus groups. The structured nature of surveys can
restrict the richness of data as respondents may not have the opportunity to elab-
orate on their answers ( Shreppard,2020 ii) response bias, respondents may pro-
vide socially desirable answers or may not fully understand the question, leading
to response bias which affect the validity of the data collected (Agius, 2013) iii)
low response rates, this limits the representativeness of the sample and the reli-
ability of the findings ( Murphy, 2023) iv)misinterpretation, if the question is not
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well-understood, this can lead to inaccurate or incomplete data. v) Lack of inter-
action, unlike focus groups surveys limit the interaction between research and

respondent from probing deeper into responses or clarifying ambiguities

3.2 Research Approach and design

This thesis is based on qualitative data collection, which is defined as the selec-
tion and production of linguistic material for analyzing and understanding phe-
nomena subjective and collective experiences and the related meaning-making.
Qualitative data collection also is applied to discover and describe issues in the
field or structures and processes in routines and practices. The thesis was based
on a flexible exploration study for data collection (Flick, 2018). This qualitative
study is based on a survey/ interview with medical devices manufacturers. (Ap-
pendix 1) each question presents a standardized answer and has space to fill
with thoughts, opinions or facts about the manufacturer’s experience. No incen-
tives were used for participants. Only reminders are sent to increase participation.
The aim is often to arrive at materials that allow for producing generalizable state-

ments by analyzing and comparing various exemplars, phenomena or cases.

The study had been divided into five different topics that allow us to explore the

facts and experiences of organization’s related:

e Learning about the organization (7 questions)

e Learning about the organization s products (3 questions)

e Learning about the organization’s experience with IVDR/MDR (6 ques-
tions)

¢ Organization’s self- assessment of the maturity of your responsibilities un-
der IVDR/MDR (1 question)

e Learning about the perception on IVDR/MDR (8 questions)

The survey was sent to different organizations, forums for manufacturers, target-

ing 1000 individuals which work in organizations that commercialized medical
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devices and vitro diagnostics medical devices. The survey was sent though elec-
tronically through Webprol® through email, through RAPS forum, through TO-
PRA forum, invite with a QR code sent to different manufacturers forums in Fin-
land. The questions and answers are presented in the chart with a percentage of
responses for analysis. Furthermore, to get more insight on the influence of other
factors, crosstabulation (Crosstab or contingency analysis) were used for com-
paring results of different respondent groups, the analysis was prepared with the

statistic capabilities of Webprol® package for professional statistics.
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4 Results of the study

4.1 Insights into study methods

The survey was delivered to over 1000 different individuals during December
2023-December 2024, having 466 different interactions with the survey, 55 indi-
viduals did not complete the survey and finally 16 complete surveys were ob-
tained (Figure 18). Regarding, the other 55 respondents started to fill in the ques-
tionnaire but did not have deeper knowledge of the internal process of the organ-
ization and negotiations with notified bodies, as well potential respondents felt
that their plans to transition into the new regulations were delayed to the transition
grace period described in regulations EU 2023/607. 12/16 surveys had success-
ful responses to the questions. 4 questionnaires were excluded because of the
low quality of responses and reduced coverage of the questionnaire (less than

70% of the questions with objective answers)
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Overview of survey reach

Yes, | have

read the
consent

and |

participate i W
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study.

m [nteraction with survey
= Incomplete surveys (<70% questions answered)

m Survey included in the study (100% questions answered)

Figure 18: Reach of the survey.

The rate of response was 1,6%, this is because the extent of the questions re-
quired a deep understanding of the organization experience in the implementa-
tion of the regulations and the interactions with notified bodies which usually oc-
cur at the senior management level. To get a higher response rate, it is highly
suggested to optimize the survey size and content (Booker, et al, 2021), though
it would have been challenging to get a 360-degree view of the whole experience
of organizations. Another way to increase the response rate is to include incen-
tives like gifts, lotteries and monetary incentive (Bosch et al, 2024) though this

would require funding to be able to provide incentives for the participants.

It is important to highlight that the legislation that supports IVDR/MDR had been
changing providing extension times and companies are very cautious about the
compliance status and the confidentiality as the topic of research is very sensitive.
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4.2 Demographics of participating organizations

Position of participants (n=12). 11/12 (92%) participants belong to the manage-
ment team. Furthermore 8/12 (67%) participants belong to senior management
positions that lead the strategic directions of the organizations and 3/12 (25%) in
middle management positions (Figure 19). About the size of the participant or-
ganization (n=12), 10/12 of respondents belong to organizations larger than 50
employees and 7/12 (58.3%) respondents belong to organizations larger than
250 employees, 3/12 (25%) belong to organizations with 50-250 employees and
2/12 belong to organizations with 10-50 employees (Figure 20). One limitation of
the study is the low participant of start-ups or micro organizations (less than 10

individuals).

Next, Figure 21 shows that the organizations are playing different roles in the
supply chain. Principally, 12 (100%) are legal manufacturers and 8/12 (66.7%)
also have distributor responsibilities, 3/12 (25%), inside the same organizations
and smaller fractions assume as well Authorized representative and supplier
roles. The participant organizations have operations mainly in North America
(5/12 or 41.7%) and Europe ( 7/12 or 58.3%), see Figure 22 to see the geograph-

ical region(s) where your organizations have operations.

semermanag ement “

ranags
individual contributor

Other

0% 10% 20% 30% 40% 50% 60% 70% 80%

Figure 19: Position of participants (n=12). 11/12 (92%) participants belong to
the management team. Furthermore 8/12 (67%) participants belong to senior
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management positions that lead the strategic directions of the organizations and
3/12 ( 25%) in middle management positions.

<10 employess
10 to < 50 employees “
50 to < 250 employees
0% 10% 20% 30% 409 50% 60% 70%

Figure 20: Size of the organization (n=12). 10/12 of respondents belong to
organizations larger than 50 employees and 7/12 (58.3%) respondents belong to
organizations larger than 250 employees, 3/12 (25%) belong to organizations
with 50-250 employees and 2/12 belong to organizations with 10-50 employees.

legal manufacturer 100%

Distributor 67%

Authorized Representative 25%

|

Supplier 17%

Other (Specify)

0% 20% 40% 60% 80% 100%

Figure 21: Different roles that the organizations play in the supply chain. 12
(100%) are legal manufacturers, furthermore the organizations had multiple other
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roles like 8/12 (66.7%) also have distributor roles, 3/12 (25%) have Authorized
Representative, 2/12 (16.7%) supplier roles.

Furope

Central/South America
Middle East/Africa

Asia Pacific

0% 10% 20% 30% 40% 50% 60% 70%

Figure 22: Geographical region(s) where your organization has operations.
The main markets where the participant organizations have operations are in
North America ( 5/12 or 41.7%) and Europe ( 7/12 or 58.3%)

4.3 Quality Management Systems

The participant organizations hold different and multiple certifications of the man-

agement systems,

Figure 23 shows that 12/12 (100%) certified to 1SO13485, 3/12 (25%) are 1SO
9001 certified, 3/12 (25%) is 1ISO14001 certified. 2/12 (16.6%) is ISO 27001 cer-
tified and 5/12 (41.7%) has MDSAP certification. In order to have further insight
on the management certifications, the contingency analysis of Management Sys-
tems per Organization size was analyzed (Figure 24). The crosstabs shows that

organizations with over 250 employees rely on other management systems to
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maintain operations. The striking addition related to medical devices is the imple-

mentation of MDSAP program for a wider market access.

1ISO 13485 QMS for medical devices

1SO 92001 general QVIS

ISO 14001 environmental health and safety
MSS

1S027001 information security MSS

Medical Device Single Audit Program MDSAP

Not applicable

Other(s).Please specify

0% 20%  40% 60% 80% 100% 120%

Figure 23: Certification of the management systems that the participant or-
ganizations hold. 12/12 (100%) certified to ISO13485, 3/12 (25%) is 9001 certi-
fied, 3/12 (25%) is ISO14001 certified. 2/12 (16.6%) is ISO 27001 certified, 5/12
(41.7%) has MDSAP certification.
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Figure 24 Crosstab of Management Systems per Organization size. Beyond
ISO13485.The organizations with over 250 employees rely on other manage-
ment systems to maintain operations. The striking addition related to medical
devices is the implementation of MDSAP program for market access.

4.4 Global market product marketing authorizations

At least 50% of Medical device manufacturers that participated from the study
have marketing authorizations around the globe. Figure 25 shows the region(s)
where the medical devices organizations are marketing their products or where
they have regulatory responsibility. 12/12 (100%) place or make available prod-
ucts to the market in Europe. Additionally, 8/12 (66.7%) have presence in North
America, 7/12 (58.3%) in Central/South America, 8/12 (66.7%) Middle East /Af-
rica and 9/12 (66.7%) also in Asia Pacific.
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Figure 25: Region(s) where the organization’s medical devices are mar-
keted or where have regulatory responsibility. 12/12 (100%) place or make
available products to the market in Europe. Additionally, 8/12 (66.7%) have pres-
ence in North America, 7/12 (58.3%) in Central/South America, 8/12 ( 66.7%)
middle East /Africa and 9/12 ( 66.7%) also in Asia Pacific.

4.5 Regulatory profile of organizations from European perspective

The participant organizations sell either IVD or MD or both. 9/12 (75%) sell MD
and 5/12 (42%) sell IVD ( Figure 26). The profile of products is given by the
distribution of the risk classes that participant organizations are placing in the
market ( See Figure 27) IVD class A 5/12 (41.7), IVD class B 5/12 (33.3), IVD
class C 4/12 ( 33.3%), IVD class D 3/12 ( 33%), MD Class | 4/12 (33.3%), MD
Class lla 8/12 (66.7%), MD Class lIb 3/12 ( 25%) and Class lll 2/12 ( 16.7%). In
this study, the most frequent IVD risk class is class A and the most frequent MD

risk class is lla.
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B In vitro diagnostic medical device (2017/746) m Medical Device (2017/745)

Figure 26: Scope of law applicable to both organizations. The participant or-
ganizations sell either IVD or MD or both. 9/12 (75%) sell MD and 5/12 (42%) sell
IVD. Discussion

IVD class A

IVD class B

IVD class C

IVD class D

MD class |

MD class lla

MD class lIb

MD class Il

Other (Specify)
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Figure 27: Distribution of the risk classes that participant organizations are
placing in the market I\VD class A 5/12 (41.7), IVD class B 5/12 (33.3), IVD class
C 4/12 ( 33.3%), IVD class D 3/12 ( 33%), MD Class | 4/12 (33.3%), MD Class
lla 8/12 (66.7%), MD Class IIb 3/12 ( 25%) and Class Il 2/12 ( 16.7%)
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4.6 Estimate of the investment needed to fulfill European regulatory
requirements

Implementation of the new regulations has a economic burden. Figure 28 shows
the gross estimate cost (Euro) for implementing the following IVD or MD regula-
tory requirements by the organization. The highlights are the implementation of
several requirements do have an economical burden on the manufacturers. The
expenditure is skewed towards 50 K-100K for several for requirements that pro-
vide objective evidence that product is safe and effective and surpassing the
100K where notify body involvement is required. In order to get further insight on
the expenses versus company size, contingency analysis were preprepared. Fig-
ure 29 shows the crosstab of expenditure (euros) of different IVDR/MDR require-
ments that the manufacturer must fulfill shown by organization size. Different re-
quirements implementation related to administrative requirements related to
QMS implementation (Graphic A) and Notify Body involvement can climb up 100
Keur (Graphic C) and mandatory requirements for all classes like provide objec-
tive evidence that product is safe and effective and part of the technical docu-
mentation can easily have prices ranging 10-100 K (Graphics 29: B,D, E, F, G
and H)
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Obligations of manufacturer 42 8% 8%

Person responsible for regulatory compliance trainning/services
Implementation of design and manufacturing requirements
Information supplied with the device

implementation of performance evaluation/ performance studies

safety and clinical performance/ clinical investigation

Physico-chemical characterization, microbiological, biocompatibility,
mechanical, electrical or non-clinical toxicological testing

Notify body services

Post-market Surveillance

Vigilance

0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%
m0-10 000 m10 000-50000 m50 000-100 000 m=>100 000

Figure 28: Gross estimate cost (Euro) for implementing the following IVD or MD regulatory requirements by the organ-
ization. The highlights are the implementation of several requirements do have a economical burden on the manufacturers.
The expenditure is skewed towards 50 K-100K for several for requirements that provide objective evidence that product is safe
and effective and surpassing the 100K where notify body involvement is required.
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Figure 29: Crosstab of expenditure (euros) of different IVDR/MDR requirements
that the manufacturer must fulfill shown by organization size. Different require-
ments implementation related to administrative requirements related to QMS
implementation (Graphic A) and Notify Body involvement can climb up 100 Keur
(Graphic C) and requirements that are required to provide objective evidence
that product is safe and effective and part of the technical documentation can
easily require 10-100 K (Graphics B,D, E, F, G and H)

4.7 Key Performance Indicators (KPI) determine the impact of IVDR/MDR in

your organization

The open question presented to participants was “What kind of indicators (key

performing indicators) are you utilizing to determine the impact of IVDR/MDR in
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your organization? There were variable answers obtained by the different manu-
facturers, each organization utilized different sets of Key Performance Indicators
to capture the impact of IVDR/MDR in their organization. Figure 30 represents
graphically the 7 different categories of KPI utilize to measure the impact of im-
plementing of IVDR/MDR. The first category of KPI in pre-market KPl measures
Time: Time to remediation to Technical File (TF) submission, Notified Body (NB)
review timelines and NB review time. The second category of KPI in pre-market
KPI measures Cost: Cost of external consultants and cost of internal workers.
The third category of KPI in pre-market KPI measures Risk: Risk levels of short-
term sales discontinuation. Whereas in post-market the KPI measure production
and marketing performance, being the most common KPI was related to Sales,
like Net sales and revenue. Finally, the KPI that can be measured during pre-
market through post-market are Nonconformities by the NB, aswell as registra-
tions and recertifications. Each organization is unique and the KPI selected by
the organization provides useful information for decision making, the KPI most

utilized is related to cost, sales and timelines.

| Key Performance Indicators related to IVDR/MDR implementation

Pre-market KPI Post-market KP!I
Time of
. remediation NB review Response P KPI
Time to TF timelines time NB Production Production
submission
Cost of Cost of
Cost external internal Sales .
consultants worker
Risk level of
. short fem . KPI
Risk sales Marketing Marketing
discontinuation

Nonconformiies Redistrations Re- Nonconformities
Effort by N8 g certifications by NB

Figure 30 Key Performance Indicators that the organizations are utilizing to de-
termine the impact of IVDR/MDR to their operations. These KPI were divided into
pre-market KPI and Post-market KPI related to the implementation of IVDR/MDR.
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4.8 Challenges that organizations experience

The challenges that an organization experiences can be divided into two catego-
ries. 1) challenges when implementing IVDR/MDR (Figure 31): in this category,
over 50% of participants experience challenges in the following topics: product
re-classification, management of resources and people, technical documentation
and submissions, update of agreements with economic operators, product dis-
continuation. The other category includes 2) challenges while implementing
IVDR/MDR ( Figure 32), in this category, the most common challenge (over 80%
participants) is pressures related to pricing and profitability as well finance chal-
lenges related to funding, capital, credit, and financing. At least 50% of the par-
ticipants are driving new product development efforts while implementing
IVDR&MDR. Other less frequent challenges are related to regulatory changes in
other markets, employee retention/recruiting. The least frequent challenges are

increased competition and changing reimbursement environment.
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Figure 31: Challenges that organizations are facing implementing
IVDR/MDR.
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regulatory changes in other target markets
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changing reimbursement environment

Other

0% 10% 20% 30% 40% 50% 60% 70% 80% 90%

Figure 32: Challenges that organizations are facing while implementing
IVDR/MDR. The biggest challenge indicated by 10/12 (83.3%) organizations is
pricing and profitability pressures, followed by new product development 7/12
(568.3%), funding/capital/credit/financing 6/12 (50%), regulatory changes in other
target markets 5/12 (41.7%), employee retention/recruiting 5/12 (41.7%), in-
creased competition 1/12 (8.3%), changing reimbursement environment 1/12
(8.3%)

4.9 Maturity Assessment of requirements of Article 10 of IVDR/MDR by
organizations

The maturity levels of the management system have 5 levels: Level1: undefined,
uncontrolled, not monitored, no objective evidence. Level 2: partially defined, not
formally controlled, not formally monitored, person dependent Level 3: defined
policy and established processes, inconsistent application and inconsistent mon-
itoring. Level 4: Defined policy and established processes, routine application and
routine monitoring. Level 5: Defined policy and established processes, proactive
and continuous improvement. In Figure 33, the self-assessment of the QMS ma-

turity levels is shown. The maturity level assessment reveals a spectrum from
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undefined and uncontrolled process (Level1) to proactive and continuously im-
proving system (Level 5). Several organizations appear to concentrate at inter-
mediate levels, indicating inconsistent application and monitoring of the pro-
cesses. shows the self-assessment of maturity level required by article 10 of
MDR/IVDR by the organizations deploying a high level of maturity. The core re-
quirements with the strongest performance (at least 50% organizations), achiev-
ing QMS maturity level 5 are responsibility of management, risk management,
Vigilance processes in place for reporting serious incidents and field safety cor-
rective actions. The most frequent QMS maturity level is the level 4 with at least
50% of manufacturers on i) strategy for regulatory compliance, including compli-
ance with conformity assessment procedures and procedures for management
of modifications to the devices covered by the system ii) identification of applica-
ble GSPR and exploration of options to address those requirements iii) perfor-
mance evaluation, including post-market performance follow-up iv) product real-
ization, including planning, design, development, production and service provi-
sion v)processes for monitoring and measurement of output, data analysis and

product improvement.

Contingency studies were performed in order to have more insight on the maturity
level versus the size of the organization (Figure 34). The crosstabs analysis re-
vealed that organizations that have 50 or more employees in higher frequency
maturity levels 4 and 5. The analysis also reveals that the requirements related
to resource management (including control of suppliers and subcontractors re-
quire further development, being in level 3 the most frequent maturity level for
bigger organizations. Also, maturity level 5 is the most frequent maturity level for

responsibility of management and vigilance for larger organizations.
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Strategy for regulatory compliance, including compliance with confermity assessment procedures
and procedures for management of modifications to the devices covered by the system

identification of applicable general safety and performance requirements and exploration of opfions
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customers and/or other stakeholders
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vigilance

management of corrective and preventive actions and verification of their effectiveness

processes for monitoring and measurement of output, data analysis and product improvement.
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Figure 33: Outcome of the self-assessment of Maturity Level mapping of the requirements of Article 10 of IV/DR/MDR
by organizations. Level1: undefined, uncontrolled, not monitored, no objective evidence. Level 2: partially defined, not formally
controlled, not formally monitored, person dependent Level 3: defined policy and established processes, inconsistent application
and inconsistent monitoring. Level 4: Defined policy and established processes, routine application and routine monitoring.

Level 5: Defined policy and established processes, proactive and continuous improvement.
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Figure 34: Crosstab Analysis of maturity level of requirements to fulfill Manufac-
turer’s obligation per Art 10 of MDR/IVDR versus the size of the organizations.
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4.10 Perceptions of organizations on the Governance of the CE marking system

The participant organizations provided their perception to the question “The
IVDR/MDR regulations aim to enhance safety, transparency, traceability, scrutiny
of IVD/MDs in Europe whilst at the same time supporting innovation and protect-
ing the EU market. Do you think that this objective will be achieved? Why? 6/12
(50%) disagree that IVD/MDR will achieve its objective, whereas 2/12 (16.7%)
agree that the objective will be achieved (Figure 35). In addition, when asked Do
you agree with the following affirmation “the CE marking system is efficient” Why?
(Figure 36) Only 2/12 (16.7%) agree that the CE marking system is efficient.
Whereas 5/12 (41.7%) is neutral and 5/12 (41.6%) disagree or completely disa-
gree that the CE marking system is an efficient system. Next, the distribution of
the organization’s opinions to the question: “We need a more efficient and re-
source-effective CE marking system that improves predictability, reduces admin-
istrative burden, and adapts to external changes” shows that 11/12 (91.7%) of
organizations agree (5/12 or 50%) or completely agree ( 6/12 or 50%) that there
is need of a more efficient and resource-effective CE marking system that im-
proves predictability, reduces administrative burden, and adapts to external
changes (Figure 37). Another graphics of the distribution of the organization’s
opinions to the question: Do you agree with the following affirmation “the
IVDR/MDR promote innovations, and they are connecting patients with the latest
medical technologies” Why? Indicates that 4/12 (33%) not sure whereas 5/12
(42%) disagree and (3/12) 25% completely disagree that IVDR/MDR promote in-
novations (Figure 38). Also, the distribution of the organization’s opinions to the
question: Do you agree with the following affirmation “IVDR/MDR need to include
an innovation principle that swiftly connects the latest medical technologies to
European patients and health systems through dedicated assessment pathways
and early dialogues with developers” 11/12 ( 91.7%) agrees or completely

agrees, whereas 0% disagrees or completely disagrees(Figure 39).

Moreover, the distribution to the question: Do you agree with the following affir-
mation “ the governance structure of IVDR/MDR is adequate” Why?. 2/12 (16.6%)

agrees or completely agrees that the governance structure is adequate, 3/12
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(25%) is not sure and 7/12 (58.4%) disagree or completely disagrees(Figure 40)
Finally, the distribution of the organization’s opinions to the question: Do you
agree with the following affirmation “There is need of an accountable Governance
Structure consisting of a single, dedicated structure to oversee and manage the
regulatory system, including the designation and oversight of Notified Bodies,
with the authority to make system-level decisions” Why?. 6/12 ( 50%) agree or
completely agree, whereas 5/12(41.7%) is not sure and 1/12 (8.3%) disagrees
(Figure 41)

completely agree

agree 17%

not sure 25%

disagree 50%

completely disagree 8%

1|II

0% 10% 20% 30% 40% 50% 60%

[1]

Figure 35: Distribution of the organization’s opinions to the question:
The IVDR/MDR regulations aim to enhance safety, transparency, traceabil-
ity, scrutiny of IVD/MDs in Europe whilst at the same time supporting inno-
vation and protecting the EU market. Do you think that this objective will be
achieved? Why? 6/12 (50%) disagree that IVD/MDR will achieve its objective,
whereas 2/12 (16.7%) agree that the objective will be achieved

Turku University of Applied Sciences Thesis | Pérez Gamarra



75

completely agree

completely disagree

0% 5% 10% 15% 20%  25% 30% 35% 40%  45%

Figure 36: Distribution of the organization’s opinions to the question: Do
you agree with the following affirmation “the CE marking system is effi-
cient” Why? Only 2/12 (16.7%) agree that CE marking system is efficient.
Whereas 5/12 (41.7%) is neutral and 5/12 (41.6%) disagrees or completely disa-
grees that the CE marking system is an efficient system.
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Figure 37: Distribution of the organization’s opinions to the question: “We
need a more efficient and resource-effective CE marking system that im-
proves predictability, reduces administrative burden, and adapts to exter-
nal changes” 11/12 (91.7%) of organizations agree (5/12 or 50%) or completely
agree (6/12 or 50%) that there is need of a more efficient and resource-effective
CE marking system that improves predictability, reduces administrative burden,
and adapts to external changes.
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Figure 38: Distribution of the organization’s opinions to the question: Do
you agree with the following affirmation “the IVDR/MDR promote innova-
tions, and they are connecting patients with the latest medical technolo-
gies” Why? 4/12 (33%) not sure whereas 5/12 (42%) disagree and (3/12) 25%
completely disagree that IVDR/MDR promote innovations
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Figure 39: Distribution of the organization’s opinions to the question: Do
you agree with the following affirmation “IVDR/MDR need to include an in-
novation principle that swiftly connects the latest medical technologies to
European patients and health systems through dedicated assessment
pathways and early dialogues with developers” 11/12 (91.7%) agrees or com-
pletely agrees, whereas 0% disagrees or completely disagrees.
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Figure 40: Distribution of the organization’s opinions to the question: Do
you agree with the following affirmation “ the governance structure of
IVDR/MDR is adequate” Why?. 2/12 ( 16.6%) agrees or completely agrees that
the governance structure is adequate, 3/12 (25%) is not sure and 7/12 (58.4%)
disagree or completely disagrees.

completely agree

agree 25%

not sure 2%

"IE

disagree 8%

completely disagree

0% 5% 10% 15% 20% 25% 30% 35% 40%  45%

Turku University of Applied Sciences Thesis | Pérez Gamarra



80

Figure 41: Distribution of the organization’s opinions to the question: Do
you agree with the following affirmation “There is need of an accountable
Governance Structure consisting of a single, dedicated structure to over-
see and manage the regulatory system, including the designation and over-
sight of Notified Bodies, with the authority to make system-level decisions"
Why?. 6/12 (50%) agree or completely agree, whereas 5/12(41.7%) is not sure
and 1/12 (8.3%) disagrees.
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5 Discussion

5.1 Assessing the validity of the research study

This quality research study aimed at recording and analyzing the experiences of
different organizations which operate in the medical device arena under the reg-
ulatory framework to bring devices into the European market. The method used
for quality data collection was a survey through a set of questions that enabled

us to move towards data for meaning and representation (Flick, 2018).

The method utilized is considered adequate to research topics under study, the
limitation of this study is the sample size (response rate). Though Bosch (2024)
in his systematic study to improve response rate in probability-based online sur-
vey provides overview of different approaches that could be tested. In this study,
the research was active with the delivery of the survey, sending reminders, con-
tacting potential respondents through different platform’s. The alternative not

tested but that requires funding is to provide incentives.

There are limitations and gaps in the study, for example: i) there is need of a
comprehensive representation: The study does not include insights from smaller
organizations like start-ups or micro-organizations (less 10 count heads) with
might face unique challenges related to IVDR/MDR. The challenge with the study
is the hesitation of organizations to share compliance topics as they are part of
the organization’s reputation. Also, organizations want to protect their confidenti-
ality and do not want to share internal information that can affect market percep-
tion or influence potential investors. Also, the study consists of a single time, a
radiographic view of the organization. It would become more robust with the lon-
gitudinal Impact Analysis. The study lacks a longitudinal perspective to evaluate
the implementation progress of MDR/IVDR overtime and see the maturity evolu-
tion of the processes in the management system. As the manufacturers and No-
tified Bodies gain experience, the impact of IVDR/MDR can be assessed having

a long perspective in mind.
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5.2 The impact of European medical devices regulations in organizations

Bruneo, et al, (2024) showed that biotechnology companies tend to exhibit higher
risk profiles compared to the average firm in the market. The risk profiles in com-
bination with the high scientific and regulatory complexity represent a high risk
for investors (Ishikawa, 2024). Ishikawa (2024) highlights that there is need for
strategic partnership work among entrepreneurs, policy makers and investors to
address together the challenges to promote this business arena. This is important
to enhance the growth of star-ups. This thesis lacked representation of start-up
organizations (less than 10 employees) as they are not yet fully implemented

QMS or are dealing with the regulatory and scientific burden.

All organizations in the supply chain have responsibilities under the European
law for medical devices exemption for economic operations of the medical de-
vices in Europe. The size or head count of the organization is not a variable that
influences the implementation of IVDR/MDR. Organizations that want to sell de-
vices globally need to make heavy investments to be able to launch products
globally. In this context, Ishibashi (2024 ) examined the significance of the Medical
Device Single Audit Program (MDSAP) as a regulatory reliance mechanism for
medical device inspections/audits. MDSAP has been adopted by the regulatory
authorities in Australia, Brazil, Canada, Japan and the United States. The
MDSAP framework enables the recognition of third-party certification bodies to
perform audits on medical device manufacturers on behalf of these jurisdictions.
Next, Ishibashi (2024) highlights the potential of MDSAP as a model of regulatory
reliance promoting more efficient and timely access to “effective and safe medical
devices’. This study showed that 42% of participants hold an MDSAP certificate
and 100% 1SO13485 concluding that MDSAP approach would be beneficial also
as part of the conformity assessment/ registration pathway to enable EU manu-

facturers competitiveness.
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5.2.1 Maturity of management system

The maturity levels approach has been used as a tool to diagnose and evaluate
the level of compliance and readiness for ISO13485:2016 certification (Link & Ca-
narozzo, 2024). Although tested in single companies and at a high clause level,
this approach shows value to communicate areas of improvement. Unlike the ap-
proach of Link and Canarozzo (2024) the maturity assessment of this study fo-
cused on the evaluation of the requirements of QMS of already 1SO13485:2016
certified organizations on the light of Article 10 of IVDR&MDR. The maturity as-
sessment reveals that there are gaps existing to meet requirements laid down in
Article 10 of both EU 2016/746 and EU 2016/745. The maturity levels varied be-
tween Level 2 through Level 5. Most of the processes concentrate between inter-
mediate levels, indicating that there is need of monitoring systems, consistent
application of the processes across the organization. The evaluation of maturity
level has gaps related to the objective evidence evaluated to validate that the
maturity level has been achieved. It is recommended to organizations who aim to
increase their maturity level to meet readiness to meet QMS requirements per
IVDR/MDR Article 10 to provide training and built capacity aswell as strength
monitoring with fit-for-purpose key performance indicators. Also, to encourage
the implementation of continuous process improvement methodologies. Another
recommendation is to conduct further studies to understand how the organization
size influences the maturity level and develop tailored strategies to support
smaller organizations in meeting IVDR/MDR Article 10 requirements. Larger or-
ganizations reach high maturity levels, the availability of additional resources or
guidance to align with regulatory requirements. In order to improve towards level
of maturity 5, organizations need to have monitoring in place, which requires Key
Performance indicators. Key performance indicators (KPI) are used to manage-
ment decisions and help to improve performance of a specific dimension
(Gebhard et al, 2023). Podgorski (2015) introduced the concept of KPI-based
measurement of operational performance for a management system. Those KPI
shall combined the characteristics: Specific, Measurable, Achievable, Relevant.

Finally, Picozzi et all (2024) studied a pool of KPI to increase awareness of the
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economic value, evaluating the performance of operational units, and refining
processes like the maintenance process. Picozzi et all (2024) findings suggest
that these KPI not only support continuous improvement but also serve as a foun-

dation for leveraging business intelligence capabilities.

5.2.2 Challenges Experienced with IVDR and MDR

Mc Grane et al (2023) indicates that regulatory environment is perceived as a
barrier for regulated industries compared to unregulated ones. Regulatory re-
quirements that companies have to adhere to become “bottlenecks” in project
management initiatives, continuous improvement projects and engineering
changes. Regulatory requirements had to be fulfilled even when straight-forward
methodology like “define-measure-analyze-improve and control” (DMAIC) are

employed.

All organizations aiming to place or maintain their devices in EU had a learning
curve by all stakeholders around IVDR/MDR.

There is a broad consensus that the regulations for IVD and MD are affecting the
availability of medical care. In a open letter written on behalf of the European
Medical Technology industry to the European Commission (September 2023) in-
dicates that the current regulatory framework is “unpredictable, complex, slow
and costly”. Hence, there is need of intervention to address systemic issues that
will hinder medical technology access to patients and health system in Europe.

(Here write your results) and compare them to the letter.

The 7/12 organizations that participated in the study have operations mainly in
Europe and North America. They play different roles in the supply chain like Legal
Manufacturer, Local Representative, Distributor and Supplier. The target market
of these organizations include North America, Europe, Central and South Amer-

ica Middle East and Africa and Asia Pacific.

The participant organizations are manufacturing and distributing all risk classes

of devices ranging from IVD A-D and MD class |, lla, lIb and lll.
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One attribute that allows these organizations to have an already mature quality
management system is the implementation of ISO13485 and in addition multiple
ISO certificate like ISO9001, 1ISO27001, Medical Device Single Audit Program.

The gross estimate for implementation requirements by MDR/IVDR ranges from
50 000-100 000 eur for Notify Body Services, followed by implementation of de-

sign and manufacturing requirements and obligations of manufacturers.

MedTech Europe (2024) in their IVDR&MDR investigation reports a significant
increase in the cost burden for manufacturers. Cost for Clinical evaluation or per-
formance evaluation, Post-Market Surveillance (PMS), and certification have all
risen substantially while national reimbursement for medical technologies have
not. For over half of IVD manufacturers, costs associated with Technical Docu-
mentation Assessment (TDA) have doubled and clinical evaluation costs have
similarly increased for MD manufacturers. Furthermore, there is considerable int
variability in these costs exists, likely due to differing practices across Notified
Bodies. This variability, in turn, impacts on the overall cost structure for manufac-
turers. The issues are particularly accentuated for SMEs and again for orphan
devices (although any type device could be impacted by the cost and timelines
complexity). Perhaps most concerning is the additional burden of internal costs,
maintenance, and re-certification. These costs, accumulated over the course of
a device's life cycle, outweigh the initial certification fees. By the end of the five-
year certification cycle, IVD manufacturers are likely to spend approximately 70%
more, while MD manufacturers will spend 50% more on maintenance and re-
certification, not including full-time equivalent (FTE) costs. This financial burden,
exacerbated by inefficiencies and administrative complexity, places undue strain
on manufacturers without clear patient benefit. Furthermore, the financial and
regulatory burden extends beyond Europe, potentially affecting global markets

that rely on European certification (MedTech, 2024).

In this study, the challenges experienced by the organizations are product clas-
sification, management of resources and people, changing in quality procedures,

technical documentation and submissions. Update agreements with economic

Turku University of Applied Sciences Thesis | Pérez Gamarra



86

operators. Other challenges that are common to all manufacturers is pricing/prof-
itability pressures (83%), regulatory changes in other target markets (42%), new
product development (58%), funding/capital/credit/financing (50%) and employee
retention/recruiting (42%) other minor aspects included increased competition

(8%) and changing reimbursement environment (8%)

MedTech (2024) indicated that the overall, significant challenges remain and
should be tackled in the areas of predictability, transparency, costs, and innova-
tion, amongst others. Should these challenges be addressed, this would signifi-
cantly increase Europe’s attractiveness and support the competitiveness of the
medical technologies sector which delivers the medical devices and diagnostics

that underpin our healthcare systems in Europe and also globally.

50% of manufacturers indicated to discontinue products. Discontinuations had
been identified in variability coverage by the European commission in the survey
where the most frequent reasons for discontinuation for IVDR/MDR are products
low revenue not justifying reapproval, low sales volume, product with low profita-
bility, devices will be replaced by updated/new products and products at the end
of their lifecycle (Figure 9& Figure 17 from Austrian National Public Health Insti-
tute, Arete, Civic Consulting, 2024).

5.2.3 Perception of IVDR&MDR:

-58% disagree or completely disagree that the IVDR/MDR regulations aim to en-
hance safety, transparency, traceability, scrutiny of IVD/MDs in Europe whilst at

the same time supporting innovation and protecting the EU market

-42% is not sure that the CE marking system is efficient and 41% disagree or

completely disagree that the CE marking system is efficient.

-92% agree or completely agree there is need of a more efficient and resource-
effective CE marking system that improves predictability, reduces administrative

burden, and adapts to external changes.
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Similar remarks were concluded from MedTech Europe (2024) in their
IVDR&MDR investigation indicate that the following topics require attention: the
cost, timelines, predictability, regulatory system improvement to ensure a sus-
tainable system for medical technologies. Their findings highlight the significant
uncertainty that manufacturers experience in the timelines and costs associated
with IVDR and MDR certification which reflects in deprioritisation of the EU market
specially for first launch devices. Also, This gives insight that 50% of the total
conformity assessment time is spend by Notified bodies for procedures outside
the review phase (pre-review and issue of the certificate) providing the recom-
mendation that there is need of optimization of the pre-submission phase to re-
duce the total time for conformity assessment by over 30% . Since the pre and

post review phases are administrative, they should be efficient and predictable.

-67% disagree or completely disagree and 33% is not sure that the IVDR/MDR
promote innovations and they are connecting patients with the latest medical
technologies (MedTech Europe, 2024)

-91.7% agree or completely agree that IVDR/MDR need to include an innovation
principle that swiftly connects the latest medical technologies to European pa-
tients and health systems through dedicated assessment pathways and early di-

alogues with developers (MedTech Europe ,2024)

-(58.4%) disagree or completely disagrees with the affirmation “the governance
structure of IVDR/MDR is adequate” 25% was not sure and 16.6 agrees or com-

pletely agrees (MedTech Europe, 2024)

- 50 % agree or completely agree that there is need of an accountable Govern-
ance Structure consisting of a single, dedicated structure to oversee and manage
the regulatory system, including the designation and oversight of Notified Bodies,
with the authority to make system-level decisions" . Whereas 25% is unsure and
8.3 disagrees (MedTech Europe, 2024)
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5.3 Needs identified and Next steps

A collaborative approach among medical device stakeholders may improve qual-
ity of care, reduce costs, and provide faster access to innovative technologies,
with the common objective of improving cardiovascular care and out-

comes(Spitzer et al., 2024)
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6 Conclusions

It is evident that organizations were prepared to implement IVDR/MDR. Though,
they experience different challenges. The cost is high and the implementation of
requirements are demanding. Organizations need structured support to achieve
higher maturity levels, ensuring compliance with MDR/IVDR article 10 require-

ments.

The lack of confidence from manufacturers that EU MDR/IVDR in achieving ob-
jectives reflects a need for enhanced communication and adjustment of the cur-
rent legislation. Also, less than 20% of organizations agrees that the CE marking
system is efficient indicating a widespread dissatisfaction. Where the neural and

negative opinions dominate reflecting systemic issues,
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Appendix 1: Questionnaire designed for this study

RESEARCH TITLE "The impact of the European medical device regulations on Business
Management" Dear participant:

We are conducting a survey to study and understand how the European MDR and IVDR
regulation has impacted your organization business and management of medical devices
companies (structures, processes and investments for example). We invite you to share your
experiences and thoughts on this topic with us by answering this questionaire (24 questions). The
only criteria for taking the survey are that your organization has experience with European
Regulations on medical devices and in vitro diagnostic medical devices. It should take you about
30-45 minutes to answer the questions. The participation in the study is voluntary. You have the
right not to participate at all or to withdraw in the middle of the survey. The data will be handled
with care and your direct identifiers will be removed from the data once the survey period is over.
The questionnaire will be distributed as an internet link and the answers cannot be linked to the
participants later. The survey will ask for your willingness to participate in an in- depth interview.
All collected data will be anonymised (direct identifiers will be deleted), and the anonymised
material will be password-protected and archived on the network drive of the Turku university of
Applied Science. The anonymised data will be used for research and teaching purposes and
deleted during 2024. (...)If you have any questions about the questionnaire and publication of the
results, you can contact me by e-mail: Susan Perez
(susankaren.perezgamarra@edu.turkuamk.fi)

| have read the above information about the study. | am participating in the research questionnaire
voluntarily. *

e Yes, | have read the above information about the study and will participate in the ques-
tionnaire voluntarily.
¢ No, | decline, | do not want to participate in the research.

1.-Which best describes your position? *

[(Isenior management
[J manager

[ individual contributor
] Other

LEARNING ABOUT YOUR ORGANIZATION
2.-What is the company Name and its location?
3.-Aproximate size of your organization ?

[J <10 employess

[J 10 to < 50 employees

[ 50 to < 250 employees

1 > 250 employees

4.-What is(are) the role(s) of your organization *
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1 legal manufacturer

LI Distributor

[ Local representative

1 Supplier

L1 Other (Specify)

5.-Which best describe the geographical region(s) where your organization has operations?
L1 North America

1 Europe

L1 Central/South America

L1 Middle East/Africa

L] Asia Pacific

6.-Which of the following Management Standard (MS) is your organization
certified to

[11SO 13485 QMS for medical devices

1 1SO 9001 general QMS

1 1ISO 14001 environmental health and safety MSS

[J ISO27001 information security MSS

L Medical Device Single Audit Program MDSAP

1 Not applicable

[J Other(s).Please specify

7.-Which best describe the region(s) where your medical devices are marketed or where you have
regulatory responsibility (answer all that apply)

LI North America

1 Europe

L] Central/South America
L1 Middle East/Africa

[ Asia Pacific

LEARNING ABOUT YOUR PRODUCTS
SCOPE
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8.-Select the regulation(s) under which your products were qualified?
L1 In vitro diagnostic medical device (2017/746)

1 Medical Device (2017/745))

9.-what are the risk classes of your devices? (select all that apply)
UJ IVD class A

U IVD class B

L IVD class C

J IVD class D

[J MD class |

LI MD class lla

[J MD class llb

[J MD class llI

[ Other (Specify)

LEARNING ABOUT YOUR EXPERIENCE WITH IVDR/MDR

10.-Learning about the influence of the new regulation in your product portafolio

Choose the topics that are relevant to your experience and what kind of challenges you encoun-
tered?

J Product reclassification,
What has been your experience?

What kind of challenges have you encountered?

J Management of resources
What has been your experience?

What kind of challenges have you encountered?
[J Management of people

What has been your experience?

What kind of challenges have you encountered?
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] Change in quality procedures
What has been your experience?

What kind of challenges have you encountered?

[ Technical documentations and submissions
What has been your experience?

What kind of challenges have you encountered?

L Update of agreements with economics operators

What has been your experience?

What kind of challenges have you encountered?

[ Product discontinuation
What has been your experience?

What kind of challenges have you encountered?

1 Other relevant topic not listed
What has been your experience?

What kind of challenges have you encountered?

100

11.-What are the gross estimate cost (Euro) for implementing the following IVD or MD regulatory

requirements in your organization?

0-10 000

10
50000

000-

50 000-
100 000

>100 000

Obligations of manufacturer

Person responsible for regulatory compli-
ance trainning/services

Implementation of design and manufac-
turing requirements

Information supplied with the device

implementation of performance evalua-
tion/ performance studies
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testing

Vigilance

Physico-chemical

safety and clinical performance/ clinical
investigation

Notify body services

Post-market Surveillance

characterization, mi-
crobiological, biocompatibility, mechani-
cal, electrical or non-clinical toxicological

12.- What are the biggest challenges you face while implementing IVDR/MDR? (select all that

apply)

1 regulatory changes in other target markets

LI new product development

I pricing/profitability pressures

I funding/capital/credit/financing

[ increased competition

1 employee retention/recruiting

[J changing reimbursement environment

] Other

13.-What kind of indicators (key performance indicatios) are you utilizing to determine the impact
of IVDR/MDR in your organization?

14.- One bottle neck in the product certification has been the notified bodies (NB) availability, it is
known that until the date, there are 11 IVDR and 32 MDR designated notified bodies and several

close to be designated. Please, can you describe your experience with your NB?

15.-What kind of improvements would you suggest to your Notified Body?

ASSESSING THE MATURITY OF YOUR RESPONSIBILITIES UNDER MDR/IVDR

16.-IVDR/MDR (Article 10) describe the requirements for Quality Management System. Ultilizing
the Quality Maturity Assessment Model (ISPE, 2017). What is the maturity level of the following
requirements in your organization?

LEVEL Level 1 Level 2 Level 3 Level 4 Level 5
CHARAC- Undefined Partially defined | Defined policy | Defined policy | Defined policy
TERISTICS Uncontrolled Not formally con- | and established | and established | and established
Non monitored trolled processes. processes. processes.
No evidence Not formally | Inconsistent ap- | Routine applica- | Proactive
monitored plication. tion. Continuous  im-
Person depend- | Inconsistent Routine monitor- | provement.
ent monitoring. ing.
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TOPICS

Level 1

Level 2

Level 3

Level 4

Level 5

Strategy for regulatory compliance,
including compliance with conformity
assessment procedures and proce-
dures for management of modifica-
tions to the devices covered

by the system

identification of applicable general
safety and performance require-
ments and exploration of options to
address those requirements

responsibility of the management

resource management, including
selection and control of suppliers
and sub-contractors

risk management

performance evaluation, including
PMPF (post-market performance
follow-up)

product realisation, including
planning, design, development,
production and service provision

uDI

setting-up, implementation and
maintenance of a post-market
surveillance system

handling communication with com-
petent authorities, notified bodies,
other economic operators, custom-
ers and/or other stakeholders

processes for reporting of serious
incidents and field safety corrective
actions in the context of vigilance

management of corrective and
preventive actions and verification of
their effectiveness

processes for monitoring and meas-
urement of output, data analysis and
product improvement.

LEARNING ABOUT YOUR OPINIONS ON IVDR/MDR

17.-Where would you need further support when implementation regulation?

Please, provide example(s) or what kind of guidelines do you think are still needed?
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18.-The IVDR/MDR regulations aim to enhance safety, transparency, traceability, scrutiny of
IVD/MDs in Europe whilst at the same time supporting innovation and protecting the EU market.
Do you think that this objective will be achieved? Why?

1 completely agree

L] agree

LI not sure

1 disagree

L1 completely disagree

19.-Do you agree with the following affirmation "the CE marking system is efficient” Why?
1 completely agree

1 agree

L1 not sure

[ disagree

] completely disagree

20.-Do you agree with the following affirmation "We need a more efficient and resource-effective
CE marking system that improves predictability, reduces administrative burden, and adapts to
external changes"

[J completely agree

[ agree

L not sure

[] disagree

[J completely disagree

21.-Do you agree with the following affirmation "the [VDR/MDR promote innovations and they are
connecting patients with the latest medical technologies" Why?

1 completely agree
[ agree
[ not sure

[ disagree
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1 completely disagree

22.-Do you agree with the following affirmation "IVDR/MDR need to include an innovation princi-
ple that swiftly connects the latest medical technologies to European patients and health systems
through dedicated assessment pathways and early dialogues with developers"

L1 completely agree

L1 agree

UJ not sure

[ disagree

] completely disagree

23.-Do you agree with the following affirmation " the governance structure of IVDR/MDR is ade-
quate" Why?

1 completely agree
1 agree

L1 not sure

[ disagree

[J completely disagree

24 .-Do you agree with the following affirmation "There is need of an accountable Governance
Structure consisting of a single, dedicated structure to oversee and manage the regulatory sys-
tem, including the designation and oversight of Notified Bodies, with the authority to make system-
level decisions" Why?

1 completely agree

[ agree

LI not sure

] disagree

1 completely disagree

Please, if you would like to participate in a follow-up interview. Please, provide your contact infor-
mation. At the end of the study, this information will be deleted according to the GDPR legislation.
This information will NOT be linked to your answers, nor showed in the study results.

Names

Email
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Appendix 2: EU Medical Device Coordination Group (MDCG) endorsed guid-
ances in accordance with MDR Art. 105 and IVDR Art.99

MDCG guidances are not legally binding, though they present a common under-

standing of how the MDR and IVDR should be applied in practice aiming at an

effective and harmonised implementation of the legislation (EU commission, lat-

est update Mach, 2025)

Annex XVI Reference Title Publication
products (n=8)
MDCG 2023-6 Guidance on demonstration of equivalence for Annex XVI products - A December 1,
guide for manufacturers and notified bodies 2023
MDCG 20235 Guidance on qualification and classification of Annex XVI products - A December 1,
— guide for manufacturers and notified bodies 2023
Q8A Q&A on transitional provisions for products without an intended medical September 1,
purpose covered by annex XVI of the MDR 2023
Reference Title Publication

Manual on Bor-
derline

Manual on borderline and classification under Regulations (EU)
2017/745 and 2017/746 v3

Background note on the use of the Manual on borderline and classifica-

tion for medical devices under the Directives.

September 1, 2023

MDCG 2024-13

Regulatory status of ethylene oxide (EtO) intended for the sterilisation of
medical devices

October 1, 2024

MDCG 2022-5
rev.1

Guidance on borderline between medical devices and medicinal prod-
ucts under Regulation (EU) 2017/745 on medical devices

October 1, 2024

Borderline and MDCG 2021-24

Guidance on classification of medical devices

October 1, 2021

Classification inki -
- Helsinkd Proce- Helsinki Procedure for borderline and classification under MDR & IVDR September 1,
(n=6) dure 2021
Reference Title Publication
Class | De-
vices (n=1) ey w Guidance notes for manufacturers of class | medical devices zo?gecember 1,
Reference Title Publication
MDCG 2024-15 Guidance on the publication of the clinical investigation reports and their November 1,
———— | summaries in the absence of EUDAMED 2024
MDCG 2024-10 Clinical evaluation of orphan medical devices June 1, 2024
MDCG 2024-5 Guidance on the Investigator’s Brochure content April 1, 2024
Clinical inves- | mﬁ Appendix A of the MDCG 2024-5 April 1, 2024
tigation and Sopendiea
evaluation MDCG 2024-3 Guidance on conteqt of the Clinical Investigation Plan for clinical investi- March 1, 2024
(n=21) . gations of medical devices
w Clinical Investigation Plan Synopsis Template March 1, 2024
Appendix A
Guidance on exemptions from the requirement to perform clinical investi- December 1
MDCG 2023-7 gations pursuant to Article 61(4)-(6) MDR and on sufficient levels of access’ '
e . . 2023
to data needed to justify claims of equivalence
2023/C 163/06 Co.m‘m|sIS|on Qu|d§nce on the content and structure of the summary of May 1, 2023
I the clinical investigation report
MDCG 2021-28 Sub;tantlal modification of clinical investigation under Medical Device December 1,
—— | Regulation 2021
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https://health.ec.europa.eu/document/download/b5a27717-229f-4d7a-97b1-e1c7d819e579_en?filename=mdcg_2022-5_en.pdf
https://health.ec.europa.eu/document/download/cbb19821-a517-4e13-bf87-fdc6ddd1782e_en?filename=mdcg_2021-24_en.pdf
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https://health.ec.europa.eu/document/download/349a2d4c-ea2a-4279-861c-7c063bc077e4_en?filename=md_guidance-manufacturers_en.pdf
https://health.ec.europa.eu/document/download/349a2d4c-ea2a-4279-861c-7c063bc077e4_en?filename=md_guidance-manufacturers_en.pdf
https://health.ec.europa.eu/document/download/0e076d19-62dc-4ff9-83f2-be6072a45993_en?filename=mdcg_2024-15_en.pdf
https://health.ec.europa.eu/document/download/daa1fc59-9d2c-4e82-878e-d6fdf12ecd1a_en?filename=mdcg_2024-10_en.pdf
https://health.ec.europa.eu/document/download/ee7ee8eb-841a-4085-a8dc-af6d55ebf1bd_en?filename=mdcg_2024-5_en.pdf
https://health.ec.europa.eu/document/download/a387e3e7-65e3-4af5-bb98-2281949feded_en?filename=mdcg_2024-5-appendix-a_en.docx
https://health.ec.europa.eu/document/download/a387e3e7-65e3-4af5-bb98-2281949feded_en?filename=mdcg_2024-5-appendix-a_en.docx
https://health.ec.europa.eu/document/download/690de85a-ac17-45ea-bb32-7839540c25c4_en?filename=mdcg_2024-3_en_0.pdf
https://health.ec.europa.eu/document/download/b9c7bdc8-261f-4e9b-a39f-6ebc20a0e6be_en?filename=mdcg_2024-3-appendix-a_en.docx
https://health.ec.europa.eu/document/download/b9c7bdc8-261f-4e9b-a39f-6ebc20a0e6be_en?filename=mdcg_2024-3-appendix-a_en.docx
https://health.ec.europa.eu/document/download/1b5f9cc0-cea0-4459-921f-eaf4b4f80983_en?filename=mdcg_2023-7_en.pdf
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:52023XC0508(01)
https://health.ec.europa.eu/document/download/ba8069a1-6881-4360-b52b-6cab048aee43_en?filename=mdcg_2021-28_en.pdf
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MDCG 2021-20 Instructions for generating CIV-ID for MDR Clinical Investigations July 1, 2021

MDCG 2021-8 Clinical investigation application/notification documents May 1, 2021

MDCG 2021-6 - Regulation (EU) 2017/745 — Questions & Answers regarding clinical December 1,
rev.1 investigation 2023

MDCG 2020- - .

13 - Word version Clinical evaluation assessment report template July 1, 2020
10 /1% Guidance on safety reporting in clinical investigations October 1, 2022
10 IZW Appendix: Clinical investigation summary safety report form October 1, 2022

MDCG 2020-8 Guidance on PMCF evaluation report template April 1, 2020

MDCG 2020-7 Guidance on PMCF plan template April 1, 2020

Guidance on sufficient clinical evidence for legacy devices
MDCG 2020-6 —— April 1,2020
Background note on the relationship between MDCG 2020-6 and
MEDDEV 2.7/1 rev.4 on clinical evaluation

MDCG 2020-5 Guidance on clinical evaluation — Equivalence April 1, 2020
ey w Summary of safety and clinical performance March 1, 2022
Reference Title Publication

MDCG 2021-21
rev.1

Guidance on performance evaluation of SARS-CoV-2 in vitro diagnos-
tic medical devices

February 1, 2022

Notice to 3rd country manufacturers of SARS-CoV-2 in vitro diagnos-

MDCG 2022-1 tic medical devices January 1, 2022
Notice to manufacturers and authorised representatives on the impact
MDCG 2021-7 of genetic variants on SARS-COV-2 in vitro diagnostic medical devices May 1, 2021
COVID-19 , I
(n=4) MDCG 2021-2 Guidance on state of the art of COVID-19 rapid antibody tests March 1, 2021
Reference Title Publication
Custom-Made
Devices (n=1) MDCG 2021-3 Questions and Answers on Custom-Made Devices March 1, 2021
Reference Title Publication
Q&A on practical aspects related to the implementation of the gradual
roll-out of Eudamed pursuant to the MDR and IVDR, as amended by Regu-
Gradual rollout | lation (EU) 2024/1860 amending Regulations (EU) 2017/745 and (EU) November 1,
of EUDAMED 2017/746 as regards a gradual roll-out of Eudamed, the obligation to inform | 2024
in case of interruption or discontinuation of supply, and transitional provi-
sions for certain in vitro diagnostic medical devices1
EllDAMED Guidance on harmonised administrative practices and alternative tech-
(n=4) MDCG 2022-12 | nical solutions until Eudamed is fully functional (for Regulation (EU) July 1, 2022
2017/746 on in vitro diagnostic medical devices)
Questions and answers on obligations and related rules for the regis-
MDCG 2021-13 | tration in EUDAMED of actors other than manufacturers, authorised rep- Julv 1. 2021
rev.1 resentatives and importers subject to the obligations of Article 31 MDR v
and Article 28 IVDR
MDCG 2021-1 Guidance on harmonised administrative practices and alternative tech- Mav 12021
rev.1 nical solutions until EUDAMED is fully functional v,
Reference Title Publication
European MDCG 2025-3 EMDN Version Histo January 1, 2025
Medical Device " v
Nomenclature MDCG 2025-2 Summary of EMDN 2024 Submissions and outcome of annual revision January 1, 2025
(EMDN, n=14)
MDCG 2025-1 EMDN Ad hoc procedure January 1, 2025
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https://health.ec.europa.eu/document/download/f124f630-389e-4c45-90dc-24ec0a707838_en?filename=mdcg_2021-6_en.pdf
https://health.ec.europa.eu/document/download/f124f630-389e-4c45-90dc-24ec0a707838_en?filename=mdcg_2021-6_en.pdf
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https://health.ec.europa.eu/document/download/11121036-696a-4589-a311-c5525bd84df3_en?filename=md_mdcg_2020_8_guidance_pmcf_evaluation_report_en.pdf
https://health.ec.europa.eu/document/download/a5cdb303-c782-4010-8723-7d389af678f7_en?filename=md_mdcg_2020_7_guidance_pmcf_plan_template_en.pdf
https://health.ec.europa.eu/document/download/a6d29444-b5d5-4afb-8024-10be85256aa7_en?filename=md_mdcg_2020_6_guidance_sufficient_clinical_evidence_en.pdf
https://health.ec.europa.eu/document/download/5ceb9825-f05b-4ad8-9c2e-ee9e37b370c1_en?filename=md_mdcg_2020_6_guidance_sufficient_clinical_evidence-bckgr-note_en.pdf
https://health.ec.europa.eu/document/download/5ceb9825-f05b-4ad8-9c2e-ee9e37b370c1_en?filename=md_mdcg_2020_6_guidance_sufficient_clinical_evidence-bckgr-note_en.pdf
https://health.ec.europa.eu/document/download/575a0f79-e3a0-4a96-9ce0-930576c12aa2_en?filename=md_mdcg_2020_5_guidance_clinical_evaluation_equivalence_en.pdf
https://health.ec.europa.eu/document/download/5f082b2f-8d51-495c-9ab9-985a9f39ece4_en?filename=md_mdcg_2019_9_sscp_en.pdf
https://health.ec.europa.eu/document/download/5f082b2f-8d51-495c-9ab9-985a9f39ece4_en?filename=md_mdcg_2019_9_sscp_en.pdf
https://health.ec.europa.eu/document/download/729f09dc-9f95-40b9-a62a-a0e9fff1d252_en?filename=mdcg_2021-21_en.pdf
https://health.ec.europa.eu/document/download/729f09dc-9f95-40b9-a62a-a0e9fff1d252_en?filename=mdcg_2021-21_en.pdf
https://health.ec.europa.eu/document/download/cd617093-f2bd-4a99-9058-9805ce4d0db3_en?filename=mdcg_2022-1_en.pdf
https://health.ec.europa.eu/document/download/35a97144-cb8b-4067-b81a-dac6e13a92e8_en?filename=mdcg_2021-7_en.pdf
https://health.ec.europa.eu/document/download/3564ab86-8773-4499-8011-58beb77e80af_en?filename=mdcg_2021-2_en.pdf
https://health.ec.europa.eu/document/download/385d7e20-d8b5-49d0-abd7-8daf269bf1b8_en?filename=mdcg_2021-3_en.pdf
https://health.ec.europa.eu/document/download/0e7327c7-0e06-4fbd-90d3-8ab7bb30fe9f_en?filename=md_mdcg_2024-11_eudamed-qa.pdf
https://health.ec.europa.eu/document/download/0e7327c7-0e06-4fbd-90d3-8ab7bb30fe9f_en?filename=md_mdcg_2024-11_eudamed-qa.pdf
https://health.ec.europa.eu/document/download/c9008091-8ad7-4449-af75-f4f5a6abc761_en?filename=md_mdcg_2022-12_guidance-admpractice_techsol_eudamed_en_0.pdf
https://health.ec.europa.eu/document/download/8e9adf30-71b5-4faf-a8fb-b35ce4804440_en?filename=md_mdcg_2021-13_q-a-actor_registr_eudamed_en.pdf
https://health.ec.europa.eu/document/download/8e9adf30-71b5-4faf-a8fb-b35ce4804440_en?filename=md_mdcg_2021-13_q-a-actor_registr_eudamed_en.pdf
https://health.ec.europa.eu/document/download/ea0369a7-d86c-465e-9a54-0c0dfb01bc84_en?filename=2021-1_guidance-administrative-practices_en.pdf
https://health.ec.europa.eu/document/download/ea0369a7-d86c-465e-9a54-0c0dfb01bc84_en?filename=2021-1_guidance-administrative-practices_en.pdf
https://health.ec.europa.eu/document/download/4467c367-be73-4673-aa68-b532222d6bf2_en?filename=mdcg_2025-3_en.xlsx
https://health.ec.europa.eu/document/download/ff8d6bf6-785f-48e1-beaf-2cfe13f59fd7_en?filename=mdcg_2025-2_en.pdf
https://health.ec.europa.eu/document/download/e2cb674e-73cb-4a2b-b0d3-76c70505b632_en?filename=mdcg_2025-1_en.docx

MDCG 2024-2
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January 1, 2025

MDCG 2021-12
rev.1

FAQ on the European Medical Device Nomenclature (EMDN)

January 1, 2025

The EMDN — The nomenclature of use in EUDAMED

January 1, 2020

The CND nomenclature — Background and general principles

January 1, 2020

(n=2)

MDCG 2018-2 Future EU medical device nomenclature - Description of requirements March 1,2018
Reference Title Publication
Implant cards MDCG 2021-11 Guidance on Implant Card - Device types May 1, 2021

MDCG 2022-19

Performance study application/notification documents under Regulation
(EU) 2017/746

MDCG 2019-8 Guidance document implant card on the application of Article 18 Regu- March 1. 2020
v2 lation (EU) 2017/745 on medical devices '
Reference Title Publication
In-house de-
vices (n=1) Guidance on the health institution exemption under Article 5(5) of Regu-
MDCG 20231\ |ation (EU) 2017/745 and Regulation (EU) 2017/746 January 1, 2023
Reference Title Publication
Authorised . . .
Representa- MDCG 2021-27 Questions and Answers on Articles 13 & 14 of Regulation (EU) 2017/745 December 1,
tivgs Import -rev.1 and Regulation (EU) 2017/746 2023
Lt Guidance on Authorised Representatives Regulation (EU) 2017/745 and
.:rs, |()|st:;')|bu. MDCG 2022-16 Regulation (EU) 2017746 October 1, 2022
ors (n= : " - -
R Q&A on repackaging & relabelling activities under Article 16 of Regula-
MDCG 2021-26 | 4o (EU) 2017/745 and Regulation (EU) 2017/746 October 1, 2021
Reference Title Publication
Amde 1(_]a - Q&A rev 1 Q&A Obligation to inform in case of interruption or discontinuation of December 1,
interruption or MoATeV.] supply 2024
discontinua- Manufacturer Information Form on Interruption or Discontinuation of Sup- December 1
tion of supply MDCG 2024-16 | ply of certain medical devices and certain in vitro diagnostic medical de- 2024 '
(n=3) vices
MDCG 2024-16 . I December 1,
Annex Device Identification table 2024
Reference Title Publication
MDCG 2024-11 Guidance on qualification of in vitro diagnostic medical devices October 1, 2024
i Safety reporting in performance studies of in vitro diagnostic medical de-
MDCG 20244 vices under Regulation (EU) 2017/746 )
VDCG 20044 April 1, 2024
A endix—_ Appendix — Performance Study Summary Safety Reporting Form
ey w Summary of safety and performance template April 1, 2024
In Vitro Diag- LI1\/IDCG 202016 | Guidance Ron Clla§5|fltéat|<>2n ?ule: for in vitro Diagnostic Medical De- March 1, 2025
nostic medical |84 vices under Regulation (EU) 2017/746
devices (IVD MDCG 2022-20 Substantial modification of performance study under Regulation (EU) December 2022
n=15) ’ | 2017/746

December 2022

MDCG 2022-15

Guidance on appropriate surveillance regarding the transitional provi-
sions under Article 110 of the IVDR with regard to devices covered by cer-
tificates according to the VDD

September 2022

MDCG 2021-22
rev.1

Clarification on “first certification for that type of device” and correspond-
ing procedures to be followed by notified bodies, in context of the consulta-
tion of the expert panel referred to in Article 48(6) of Regulation (EU)
2017/746

September 2022

MDCG 2022-10

Q&A on the interface between Regulation (EU) 536/2014 on clinical trials
for medicinal products for human use (CTR) and Regulation (EU) 2017/746
on in vitro diagnostic medical devices (IVDR)

May 1, 2022
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https://health.ec.europa.eu/document/download/de470384-e8be-45e7-a334-226757f8816d_en?filename=mdcg_2024-2_en.pdf
https://health.ec.europa.eu/document/download/de470384-e8be-45e7-a334-226757f8816d_en?filename=mdcg_2024-2_en.pdf
https://health.ec.europa.eu/document/download/d90b3f63-1d62-43e6-bf5f-fb32ea7c47a2_en?filename=md_2021-12_en.pdf
https://health.ec.europa.eu/document/download/d90b3f63-1d62-43e6-bf5f-fb32ea7c47a2_en?filename=md_2021-12_en.pdf
https://health.ec.europa.eu/document/download/95d6ae6c-6a1e-4b76-ac8d-46475f8c5f1a_en?filename=md_emdn_eudamed_nomenclature_en.pdf
https://health.ec.europa.eu/document/download/69373ce1-3248-4431-be50-b2d430e61951_en?filename=md_cnd_general_principles_en.pdf
https://health.ec.europa.eu/document/download/653cb5b3-7cba-4041-935b-c4f044569700_en?filename=md_mdcg_2018_2_nomenclature_en.pdf
https://health.ec.europa.eu/document/download/498f68ec-ce00-425d-a722-69ac2be6c1b9_en?filename=md_2021-11_en.pdf
https://health.ec.europa.eu/document/download/e86b9fc4-9785-4c1a-934d-ba11085ff6aa_en?filename=md_mdcg_2019_8_implant_guidance_card_en.pdf
https://health.ec.europa.eu/document/download/e86b9fc4-9785-4c1a-934d-ba11085ff6aa_en?filename=md_mdcg_2019_8_implant_guidance_card_en.pdf
https://health.ec.europa.eu/document/download/05b15d55-1bcf-4e17-99c4-15c706325847_en?filename=mdcg_2023-1_en.pdf
https://health.ec.europa.eu/document/download/82d9adbc-dbf0-40d4-93ed-ade673c8232a_en?filename=mdcg_2021-27_en.pdf
https://health.ec.europa.eu/document/download/82d9adbc-dbf0-40d4-93ed-ade673c8232a_en?filename=mdcg_2021-27_en.pdf
https://health.ec.europa.eu/document/download/0a7613cb-6b9a-4396-a4c6-d2479e43e167_en?filename=mdcg_202216_en.pdf
https://health.ec.europa.eu/document/download/4c7bd740-d7c3-4f7b-9a4d-249121a67b8a_en?filename=md_mdcg_2021_26_en.pdf
https://health.ec.europa.eu/document/download/b431b10f-8512-4f47-9191-e1b84b2f9a27_en?filename=mdr_qna-article10a_mdr-ivdr_en.pdf
https://health.ec.europa.eu/document/download/919061d9-5dfa-4d0b-ab9b-3543eed98f76_en?filename=md_mdc-2024-16_en.pdf
https://health.ec.europa.eu/document/download/b4a7dea7-ae73-4e13-a8a8-11dcd2678d38_en?filename=md_mdc-2024-16_annex_en.pdf
https://health.ec.europa.eu/document/download/b4a7dea7-ae73-4e13-a8a8-11dcd2678d38_en?filename=md_mdc-2024-16_annex_en.pdf
https://health.ec.europa.eu/document/download/12b92152-371f-404d-a865-93800cd5cdca_en?filename=mdcg_2024-11_en.pdf
https://health.ec.europa.eu/document/download/5cc894e0-331d-4fa2-8ab3-cdd4437c48fc_en?filename=mdcg_2024-4_en.pdf
https://health.ec.europa.eu/document/download/54cbbfd4-5808-4560-93ef-017f2a3b0f41_en?filename=mdcg_2024-4_appendix_en.xlsm
https://health.ec.europa.eu/document/download/54cbbfd4-5808-4560-93ef-017f2a3b0f41_en?filename=mdcg_2024-4_appendix_en.xlsm
https://health.ec.europa.eu/document/download/b7cf356f-733f-4dce-9800-0933ff73622a_en?filename=mdcg_2022-9_en.pdf
https://health.ec.europa.eu/document/download/b7cf356f-733f-4dce-9800-0933ff73622a_en?filename=mdcg_2022-9_en.pdf
https://health.ec.europa.eu/document/download/12f9756a-1e0d-4aed-9783-d948553f1705_en?filename=md_mdcg_2020_guidance_classification_ivd-md_en.pdf
https://health.ec.europa.eu/document/download/12f9756a-1e0d-4aed-9783-d948553f1705_en?filename=md_mdcg_2020_guidance_classification_ivd-md_en.pdf
https://health.ec.europa.eu/document/download/6a354f46-8308-4d60-a36d-2ef1ba56e41a_en?filename=mdcg_2022-20_en.pdf
https://health.ec.europa.eu/document/download/4e1f946d-a71a-42c7-bd98-0e9977752669_en?filename=mdcg_2022-19_en.pdf
https://health.ec.europa.eu/document/download/9518a759-24ce-4e15-83a5-e7b383911000_en?filename=mdcg_2022-15_en.pdf
https://health.ec.europa.eu/document/download/98db0ec5-306f-4a0d-8bc9-5724f5d48942_en?filename=mdcg_2021-22_en.pdf
https://health.ec.europa.eu/document/download/98db0ec5-306f-4a0d-8bc9-5724f5d48942_en?filename=mdcg_2021-22_en.pdf
https://health.ec.europa.eu/document/download/59abcc81-fd32-4546-a340-24c8fad4e2ac_en?filename=mdcg_2022-10_en.pdf

Regulation (EU) 2017/746 - application of VDR requirements to ‘legacy

109

tion (IVDR) of medical device software

MDCG 2022-8 devices’ and to devices placed on the market prior to 26 May 2022 in ac- May 1, 2022
cordance with Directive 98/79/EC
Guidance on significant changes regarding the transitional provision un-
MDCC 202256 | ey ariicle 110(3) of the IVDR May 1, 2022
MDCC 2022:3 Verification of manufactured class D IVDs by notified bodies December 1,
rev.1 2024
: Guidance on general principles of clinical evidence for In Vitro Diagnos-
MDCC 202221 ic medical devices (IVDs) January 1, 2022
MDCG 2021-4 Application of transitional provisions for certification of class D in vitro September 1,
rev.1 diagnostic medical devices according to Regulation (EU) 2017/746 2024
Reference Title Publication
Medical Device Software (MDSW) — Hardware combinations Guidance
MDCG 2023-4 on MDSW intended to work in combination with hardware or hardware com- October 1, 2023
ponents
New technolo- Infographic Is your software a Medical Device? March 1, 2021
ies - o ; N
g MDCG 2020-1 Guidance on clinical evaluation (MDR) / Performance evalua: March 1, 2020

MDCG 2019-16
rev.1

Guidance on cybersecurity for medical devices

July 1, 2020

MDCG 2019-11

Qualification and classification of software - Regulation (EU)
2017/745 and Regulation (EU) 2017/746

October 1, 2019

Notified bod-
ies (n=37)

Reference Title Publication

MDCG 2024-6 Preliminary re-assessment review (PRAR) form template (MDR) May 1, 2024
rev w Preliminary assessment review (PAR) form template (MDR)
— MDCG 2021- January 1, 2025
15/MDCG 2024-7 Annex to Application Form & PAR Template MDR (List of documents)
Annex
ey w Preliminary assessment review (PAR) form template (IVDR)

MDCG 2021- January 1, 2025
16/MDCG 2024-8 Annex to Application Form & PAR Template IVDR (List of documents)
Annex

MDCG 2024-9 Preliminary re-assessment review (PRAR) form template (IVDR) May 1, 2024

Guidance on significant changes regarding the transitional provision un-
der Article 120 of the MDR with regard to devices covered by certificates

1M7DCG 2020-3 | according to MDD or AIMDD ZOZS??ptember 1,

vl Note to the reader: Due to technical issues, please disregard the
document displayed from 7 September 2023 until 8 September 2023.

MDCG 2023-2

MDCG 2023-2 .
MDR form List of Standard Fees January 1, 2023

MDCG 2023-2
IVDR form

MDCG 2022-4 Guidance on appropriate surveillance regarding the transitional provi-
v sions under Article 120 of the MDR with regard to devices covered by certif- May 1, 2024
- icates according to the MDD or the AIMDD

MDCG 2022-17 | MDCG position paper on "hybrid audits soapremeert

MDCG 2019-6
rev.5

Questions and answers: Requirements relating to notified bodies

February 1, 2025

MDCG 2022-13
rev.1

Designation, re-assessment and notification of conformity assessment
bodies and notified bodies

June 1, 2024

MDCG 2024-12

Corrective and preventive action (CAPA) plan assessment: guidance
and templates for conformity assessment bodies, notified bodies, designat-
ing authorities, and joint assessment teams

MDCG 2024-12
Annex | Form

Annex |: Template CAPA plan and assessment thereon

October 1, 2024
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https://health.ec.europa.eu/document/download/76f9983e-164c-45f1-b2b9-c9e5050cefe9_en?filename=mdcg_2022-8_en.pdf
https://health.ec.europa.eu/document/download/14c2d8dd-8489-4db5-b035-1c174f17fb54_en?filename=mdcg_2022-6.pdf
https://health.ec.europa.eu/document/download/ebbc4f6a-4945-4d5d-9c22-9bc1aafc5532_en?filename=mdcg_2022-3_en.pdf
https://health.ec.europa.eu/document/download/ebbc4f6a-4945-4d5d-9c22-9bc1aafc5532_en?filename=mdcg_2022-3_en.pdf
https://health.ec.europa.eu/document/download/f373538f-939c-472f-9536-436b6ddac085_en?filename=mdcg_2022-2_en.pdf
https://health.ec.europa.eu/document/download/9f23fca0-f407-4e45-a464-2d71b575d1fe_en?filename=mdcg_2021-4_en.pdf
https://health.ec.europa.eu/document/download/9f23fca0-f407-4e45-a464-2d71b575d1fe_en?filename=mdcg_2021-4_en.pdf
https://health.ec.europa.eu/document/download/b2c4e715-f2b4-4d24-af60-056b5d41a72e_en?filename=md_mdcg_2023-4_software_en.pdf
https://health.ec.europa.eu/document/download/b865d8e9-081a-4601-a91a-f120321c0491_en?filename=md_mdcg_2021_mdsw_en.pdf
https://health.ec.europa.eu/document/download/19d9e24f-2808-4e00-bfeb-75892047407d_en?filename=md_mdcg_2020_1_guidance_clinic_eva_md_software_en.pdf
https://health.ec.europa.eu/document/download/b23b362f-8a56-434c-922a-5b3ca4d0a7a1_en?filename=md_cybersecurity_en.pdf
https://health.ec.europa.eu/document/download/b23b362f-8a56-434c-922a-5b3ca4d0a7a1_en?filename=md_cybersecurity_en.pdf
https://health.ec.europa.eu/document/download/b45335c5-1679-4c71-a91c-fc7a4d37f12b_en?filename=md_mdcg_2019_11_guidance_qualification_classification_software_en.pdf
https://health.ec.europa.eu/document/download/88772d4f-9e29-4b1b-aa41-adcc74b6bb41_en?filename=mdcg_2024-6_en_0.docx
https://health.ec.europa.eu/document/download/939cc0b8-8db5-4b0d-b2b7-a15a98a44cbd_en?filename=mdcg_2024-7_en_0.docx
https://health.ec.europa.eu/document/download/939cc0b8-8db5-4b0d-b2b7-a15a98a44cbd_en?filename=mdcg_2024-7_en_0.docx
https://health.ec.europa.eu/document/download/ec243aca-cca6-4b38-bf3b-ce22396ccc0f_en?filename=mdcg_2021-15_and_2024-7_annex_en.docx
https://health.ec.europa.eu/document/download/ec243aca-cca6-4b38-bf3b-ce22396ccc0f_en?filename=mdcg_2021-15_and_2024-7_annex_en.docx
https://health.ec.europa.eu/document/download/ec243aca-cca6-4b38-bf3b-ce22396ccc0f_en?filename=mdcg_2021-15_and_2024-7_annex_en.docx
https://health.ec.europa.eu/document/download/9819fd07-3281-477b-a8c6-22c0c47c47a6_en?filename=mdcg_2024-8_en_0.docx
https://health.ec.europa.eu/document/download/9819fd07-3281-477b-a8c6-22c0c47c47a6_en?filename=mdcg_2024-8_en_0.docx
https://health.ec.europa.eu/document/download/14dd6ea0-3572-4056-984f-911e9a87fae8_en?filename=mdcg_2021-16_and_2024-8_annex_en.docx
https://health.ec.europa.eu/document/download/14dd6ea0-3572-4056-984f-911e9a87fae8_en?filename=mdcg_2021-16_and_2024-8_annex_en.docx
https://health.ec.europa.eu/document/download/14dd6ea0-3572-4056-984f-911e9a87fae8_en?filename=mdcg_2021-16_and_2024-8_annex_en.docx
https://health.ec.europa.eu/document/download/f067a42e-4af6-47dd-980f-b251eeeafaf0_en?filename=mdcg_2024-9_en_0.docx
https://health.ec.europa.eu/document/download/800e8e87-d4eb-4cc5-b5ad-07a9146d7c90_en?filename=mdcg_2020-3_en_1.pdf
https://health.ec.europa.eu/document/download/800e8e87-d4eb-4cc5-b5ad-07a9146d7c90_en?filename=mdcg_2020-3_en_1.pdf
https://health.ec.europa.eu/document/download/309b49d8-07dd-40bf-b3a1-649dbdc378af_en?filename=mdcg_2023-2_en.pdf
https://health.ec.europa.eu/document/download/ea2f462f-2359-4f7c-9a44-8c344d962687_en?filename=mdcg_2023-2_mdr-form_en.docx
https://health.ec.europa.eu/document/download/ea2f462f-2359-4f7c-9a44-8c344d962687_en?filename=mdcg_2023-2_mdr-form_en.docx
https://health.ec.europa.eu/document/download/86fbffba-c0c6-4deb-bbc8-d8b7ccb499e3_en?filename=mdcg_2023-2_ivdr-form_en.docx
https://health.ec.europa.eu/document/download/86fbffba-c0c6-4deb-bbc8-d8b7ccb499e3_en?filename=mdcg_2023-2_ivdr-form_en.docx
https://health.ec.europa.eu/document/download/e5714b2b-e98b-4fce-b5ff-d9141a8f30e1_en?filename=mdcg_2022-4_en.pdf
https://health.ec.europa.eu/document/download/e5714b2b-e98b-4fce-b5ff-d9141a8f30e1_en?filename=mdcg_2022-4_en.pdf
https://health.ec.europa.eu/document/download/c2b875dd-06dd-47b6-8822-afe43f630655_en?filename=mdcg_2022-17_en_0.pdf
https://health.ec.europa.eu/document/download/9c9c532f-013a-477c-9378-0a9e714e5549_en?filename=md_mdcg_qa_requirements_notified_bodies_en.pdf
https://health.ec.europa.eu/document/download/9c9c532f-013a-477c-9378-0a9e714e5549_en?filename=md_mdcg_qa_requirements_notified_bodies_en.pdf
https://health.ec.europa.eu/document/download/27f91dc2-b5bc-44f9-a975-5024ce3ea556_en?filename=mdcg_2022-13_en.pdf
https://health.ec.europa.eu/document/download/27f91dc2-b5bc-44f9-a975-5024ce3ea556_en?filename=mdcg_2022-13_en.pdf
https://health.ec.europa.eu/document/download/080c6aed-4f09-4a8a-b052-3414275945db_en?filename=mdcg_2024-12_en.pdf
https://health.ec.europa.eu/document/download/cfe85a9e-ba83-4fb9-8ec7-16d0e1aba08d_en?filename=mdcg_2024-12_annex1_en_0.docx
https://health.ec.europa.eu/document/download/cfe85a9e-ba83-4fb9-8ec7-16d0e1aba08d_en?filename=mdcg_2024-12_annex1_en_0.docx

MDCG 2024-12
Annex Il Form

Annex II: Template JAT review of the CAPA and the DA's opinion

110

MDCG 2021-23

Guidance for notified bodies, distributors and importers on certification
activities in accordance with Article 16(4) of Regulation (EU) 2017/745 and
Regulation (EU) 2017/746

August 1, 2021

MDCG 2021-18

Applied-for scope of designation and notification of a conformity as-
sessment body — Regulation (EU) 2017/746 (IVDR)

July 1, 2021

MDCG 2021-17

Applied-for scope of designation and notification of a conformity as-
sessment body — Regulation (EU) 2017/745 (MDR)

July 1, 2021

MDCG 2021-16
rev.1

Application form to be submitted by a conformity assessment body
when applying for designation as notified body under the in vitro diagnos-
tic devices regulation (IVDR)

MDCG 2021-
16/MDCG 2024-8
Annex

Annex to Application Form & PAR Template IVDR (List of documents)

January 1, 2025

MDCG 2021-15
rev.1

Application form to be submitted by a conformity assessment body
when applying for designation as notified body under the medical de-
vices regulation (MDR)

January 1, 2025

MDCG 2021-
15/MDCG 2024-7 Annex to Application Form & PAR Template MDR (List of documents)
Annex
MDCG 2021-14 Explanatory note on IVDR codes July 1, 2021
Questions and Answers related to MDCG 2020-4:
- - . December 1,
MDCG 2020-17 “Guidance on temporary extraordinary measures related to medical de- | 900

vice notified body audits during COVID-19 quarantine orders and travel re-
strictions”

MDCG 2020-14

Guidance for notified bodies on the use of MDSAP audit reports in the
context of surveillance audits carried out under the Medical Devices Regu-
lation (MDR)/In Vitro Diagnostic medical devices Regulation (IVDR)

August 1, 2020

Guidance on transitional provisions for consultations of authorities on de-
vices incorporating a substance which may be considered a medicinal prod-

MDCG 2020-12 uct and which has action ancillary to that of the device, as well as on de- June 1, 2020
vices manufactured using TSE susceptible animal tissues
Guidance on the renewal of designation and monitoring of notified bod-
ies under Directives 90/385/EEC and 93/42/EEC to be performed in accord-
MDCG 2020-11 ance with Commission Implementing Regulation (EU) 2020/666 amending May 1, 2020
Commission Implementing Regulation (EU) 920/2013
Guidance on temporary extraordinary measures related to medical de-
MDCG 2020-4 vice notified body audits during COVID-19 quarantine orders and travel re- April 1, 2020
strictions
MDCG 2019-14 Explanatory note on MDR codes 201Dgecember 1,
MDCG 2019-13 Guidance on sampling of devices for the assessment of the technical December 1,
rev.1 documentation 2024

MDCG 2019-12

Designating authority's final assessment form: Key information (EN)

October 1, 2019

MDCG 2018-8 Guidance on content of the certificates, voluntary certificate transfers 20:\1 80vember 1,
NBOG BPG Best practice guidance on the information required for personnel in-
2017-2 volved in conformity assessment February 1, 2018
8 NBOG F 2017- Review of qualification for the authorisation of personnel (IVDR) February 1, 2018
7 NBOG F 2017- Review of qualification for the authorisation of personnel (MDR) February 1, 2018
Person re- Reference Title Publication
sponsible for
regulatory Guidance on article 15 of the medical device regulation (MDR) and in
compliance ey w vitro diagnostic device regulation (IVDR) on a ‘person responsible for 20I233909mber 1,
(PRRC, n=1) - regulatory compliance’ (PRRC)
)
Reference Title Publication
Post-Market , o .
Surveillance MDCG 2024-1 Device Specific Vigilance Guidance (DSVG) Template January 1, 2024
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https://health.ec.europa.eu/document/download/d845e386-4ef4-48e8-b6a8-2cae0e902ccd_en?filename=mdcg_2024-12_annex2_en.docx
https://health.ec.europa.eu/document/download/d845e386-4ef4-48e8-b6a8-2cae0e902ccd_en?filename=mdcg_2024-12_annex2_en.docx
https://health.ec.europa.eu/document/download/e985ea01-e6b7-4900-af3a-58e5b01678aa_en?filename=mdcg_2021-23_en.pdf
https://health.ec.europa.eu/document/download/79150afd-7758-4023-978b-ec726f760482_en?filename=mdcg_2021-18_en.docx
https://health.ec.europa.eu/document/download/d0fe229f-c9e3-4f75-bf3b-bc4381206eef_en?filename=mdcg_2021-17_en.docx
https://health.ec.europa.eu/document/download/2b39d49f-4158-4470-b051-268cea9f21e1_en?filename=mdcg_2021-16_en.docx
https://health.ec.europa.eu/document/download/2b39d49f-4158-4470-b051-268cea9f21e1_en?filename=mdcg_2021-16_en.docx
https://health.ec.europa.eu/document/download/14dd6ea0-3572-4056-984f-911e9a87fae8_en?filename=mdcg_2021-16_and_2024-8_annex_en.docx
https://health.ec.europa.eu/document/download/14dd6ea0-3572-4056-984f-911e9a87fae8_en?filename=mdcg_2021-16_and_2024-8_annex_en.docx
https://health.ec.europa.eu/document/download/14dd6ea0-3572-4056-984f-911e9a87fae8_en?filename=mdcg_2021-16_and_2024-8_annex_en.docx
https://health.ec.europa.eu/document/download/f1202a34-d27b-40f4-a777-975fc78dab47_en?filename=mdcg_2021-15_en.docx
https://health.ec.europa.eu/document/download/f1202a34-d27b-40f4-a777-975fc78dab47_en?filename=mdcg_2021-15_en.docx
https://health.ec.europa.eu/document/download/ec243aca-cca6-4b38-bf3b-ce22396ccc0f_en?filename=mdcg_2021-15_and_2024-7_annex_en.docx
https://health.ec.europa.eu/document/download/ec243aca-cca6-4b38-bf3b-ce22396ccc0f_en?filename=mdcg_2021-15_and_2024-7_annex_en.docx
https://health.ec.europa.eu/document/download/ec243aca-cca6-4b38-bf3b-ce22396ccc0f_en?filename=mdcg_2021-15_and_2024-7_annex_en.docx
https://health.ec.europa.eu/document/download/94b7e87c-ce5f-49b9-82a4-9eec6b0591bb_en?filename=md_mdcg_2021-14-guidance-ivdr-codes_en.pdf
https://health.ec.europa.eu/document/download/a3bbc84b-078a-46d7-a281-d68136da6d38_en?filename=md_2020-17-guidance-mdcg-qa_en.pdf
https://health.ec.europa.eu/document/download/44dc96aa-e517-4af1-855b-f7fcb4b699c9_en?filename=md_2020-14-guidance-mdsap_en.pdf
https://health.ec.europa.eu/document/download/ced09394-5757-4eb0-9700-7442959e6c54_en?filename=md_mdcg_2020-12_guidance_transitional_provisions_en.pdf
https://health.ec.europa.eu/document/download/e0c2afff-bce5-44b1-8318-40c40503772a_en?filename=md_mdcg_2020-11_guidance_renewal_designation_en.pdf
https://health.ec.europa.eu/document/download/8811a216-fdd1-45c7-bd82-381a37696f05_en?filename=md_mdcg_2020_4_nb_audits_covid-19_en.pdf
https://health.ec.europa.eu/document/download/6d75a830-9b9b-4e4a-a3b6-047329e9a104_en?filename=md_mdcg_2019_14_mdr_codes_en.pdf
https://health.ec.europa.eu/document/download/36268741-3591-4130-ad21-b09487ff2074_en?filename=md_mdcg_2019_13_sampling_mdr_ivdr_en.pdf
https://health.ec.europa.eu/document/download/36268741-3591-4130-ad21-b09487ff2074_en?filename=md_mdcg_2019_13_sampling_mdr_ivdr_en.pdf
https://health.ec.europa.eu/document/download/b934f2bd-e01f-443e-8bb8-87b5291a892e_en?filename=md_mdcg_key_information_form_en.docx
https://health.ec.europa.eu/document/download/f654593f-d3a1-4d45-9590-948f61f80fd5_en?filename=md_mdcg_2018_8_crf_transfer_en.pdf
https://health.ec.europa.eu/document/download/9208332f-7b02-43c7-99d8-193d705a6dff_en?filename=md_mdcg_2017_2_nbog_bpg_en.pdf
https://health.ec.europa.eu/document/download/9208332f-7b02-43c7-99d8-193d705a6dff_en?filename=md_mdcg_2017_2_nbog_bpg_en.pdf
https://health.ec.europa.eu/document/download/28cff0d2-72c7-48d0-83fb-8e698dc51671_en?filename=md_mdcg_2017_8_nbog_mdr_en.doc
https://health.ec.europa.eu/document/download/28cff0d2-72c7-48d0-83fb-8e698dc51671_en?filename=md_mdcg_2017_8_nbog_mdr_en.doc
https://health.ec.europa.eu/document/download/d7183af8-a1ef-4f5d-b351-41a34f1a2049_en?filename=md_mdcg_2017_7_nbog_mdr_en.doc
https://health.ec.europa.eu/document/download/d7183af8-a1ef-4f5d-b351-41a34f1a2049_en?filename=md_mdcg_2017_7_nbog_mdr_en.doc
https://health.ec.europa.eu/document/download/463b4f08-44a2-4018-9957-488bf386fc3a_en?filename=md_mdcg_2019_7_guidance_art15_mdr_ivdr_en.pdf
https://health.ec.europa.eu/document/download/463b4f08-44a2-4018-9957-488bf386fc3a_en?filename=md_mdcg_2019_7_guidance_art15_mdr_ivdr_en.pdf
https://health.ec.europa.eu/document/download/dbd0d748-d646-4274-afaa-399952809389_en?filename=mdcg_2024-1_en.pdf
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and Vigilance , MBEGZZEL | DgyG 01 on Cardiac ablaton January 1, 2024
(PMSV,n=8) |1
9 MDCG 2024-1- DSVG 02 on Coronary stents January 1, 2024
3 MDCG 2024-1- DSVG 03 on Cardiac implantable electronic devices (CIEDs) January 1, 2024
4 VIDCE 2024-1- DSVG 04 on Breast implants January 1, 2024
MDCG 2024-1- DSVG 05 on Urogynaecological Surgical Mesh Implants used for Pelvic
/ ) . June 1, 2024
5 Organ Prolapse repair and Stress Urinary Incontinence
MDCG 2023-3 Questions and Answers on vigilance terms and concepts as outlined in
o the Regulation (EU) 2017/745 on medical devices and Regulation (EU) January 1, 2025
rev.2
2017/746
: Guidance on Periodic Safety Update Report (PSUR) according to Regu- December 1,
MIDCC 2022:21 | |0 (EU) 2017/745 2022
Reference Title Publication
Standards
(n=1) ey w Guidance on standardisation for medical devices July 1, 2024
Reference Title Publication
MDCG 2024-14 Guidance on the implementation of the Master UDI-DI solution for con- November 1,
—— | tactlenses 2024
. Q&A on the Unique Device Identification system under Regulation (EU)
MDCC 20227 | 90177745 and Regulation (EU) May 1, 2022
MDCG 2021-19 Guidance note integration of the UDI within an organisation’s quality July 1, 2021
— | management system
MDCG 2021-10 The status of Appendlxgs E-1 of IMDRF N48 under the EU regulatory June 1, 2021
————— | framework for medical devices
MDCG 2021-09 MDCG Position Paper on the Implementation of UDI requirements for May 1, 2021
———— | contact lenses, spectacle frames, spectacle lenses & ready readers
ey zw Guidance on basic UDI-DI and changes to UDI-DI April 1, 2021
MDCG 2020-18 MDCG Position Paper on UDI assignment for Spectacle lenses & December 1,
—— | Ready readers 2020
i Guidance on application of UDI rules to device-part of products re-
MDCC 20192 | forred to in article 1(8), 1(2) and 1(10) of Regulation 74512017 February 1, 2019
MDCG 2019-1 MDCG guiding principles for issuing entities rules on basic UDI-DI January 1, 2019
MDCG 2018-7 Provisional considerations regarding language issues associated with October 1, 2018
. the UDI database
MDCG 2018-6 Clarifications of UDI related responsibilities in relation to article 16 October 1, 2018
MDCG 2018-5 UDI assignment to medical device software October 1, 2018
. . Definitions/descriptions and formats of the UDI core elements for sys-
Unique Device MDCC 20184 | tomg or procedure packs October 1, 2018
Identifier (UDI ]
_ ( ’ MDCG 2018-3 Guidance on UDI for systems and procedure packs June 1, 2020
n=14) rev.1
Reference Title Publication
Q&A on practical aspects related to the implementation of the extended
Q8&A transitional period provided for in the IVDR, as amended by Regulation July 1, 2024
(EU) 2024/1860
MDCG 2022-11 MDCG Position Paper: Notice to manufacturers to ensure timely compli- November 1,
-rev.1 ance with MDR and IVDR requirements 2023
Q&A on practical aspects related to the implementation of Regulation
Q&A rev.2 (EU) 2023/607 - Extension of the MDR transitional period and removal of July 1, 2024
the “sell off’ periods
. MDCG Position Paper on the application of Article 97 MDR to legacy de-
Other Topics ADDw vices for which the MDD or AIMDD certificate expires before the issuance June 1, 2023
(n=8) S of a MDR certificate - Addendum 1
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https://health.ec.europa.eu/document/download/e170bdf5-1684-4e24-bfbc-ec34b1ea1b4f_en?filename=mdcg_2024-1-1_en.pdf
https://health.ec.europa.eu/document/download/e170bdf5-1684-4e24-bfbc-ec34b1ea1b4f_en?filename=mdcg_2024-1-1_en.pdf
https://health.ec.europa.eu/document/download/6bfe418c-b72e-4e8a-b7e3-7aa1d0060da8_en?filename=mdcg_2024-1-2_en.pdf
https://health.ec.europa.eu/document/download/6bfe418c-b72e-4e8a-b7e3-7aa1d0060da8_en?filename=mdcg_2024-1-2_en.pdf
https://health.ec.europa.eu/document/download/c1e34b32-4faf-4ea5-af66-959642148b3a_en?filename=mdcg_2024-1-3_en.pdf
https://health.ec.europa.eu/document/download/c1e34b32-4faf-4ea5-af66-959642148b3a_en?filename=mdcg_2024-1-3_en.pdf
https://health.ec.europa.eu/document/download/07c958e3-c2c7-4a22-82f1-86ab2debf40e_en?filename=mdcg_2024-1-4_en.pdf
https://health.ec.europa.eu/document/download/07c958e3-c2c7-4a22-82f1-86ab2debf40e_en?filename=mdcg_2024-1-4_en.pdf
https://health.ec.europa.eu/document/download/c8441ddc-c586-4dbf-afc8-6ec3250df54b_en?filename=mdcg_2024-1-5_en_1.pdf
https://health.ec.europa.eu/document/download/c8441ddc-c586-4dbf-afc8-6ec3250df54b_en?filename=mdcg_2024-1-5_en_1.pdf
https://health.ec.europa.eu/document/download/af1433fd-ed64-4c53-abc7-612a7f16f976_en?filename=mdcg_2023-3_en.pdf
https://health.ec.europa.eu/document/download/af1433fd-ed64-4c53-abc7-612a7f16f976_en?filename=mdcg_2023-3_en.pdf
https://health.ec.europa.eu/document/download/a7df24c3-d4a3-4218-a8e0-726febfa01c2_en?filename=mdcg_2022-21_en.pdf
https://health.ec.europa.eu/document/download/59ac4cb0-f187-4ca2-814d-82c42cde5408_en?filename=md_mdcg_2021_5_en.pdf
https://health.ec.europa.eu/document/download/59ac4cb0-f187-4ca2-814d-82c42cde5408_en?filename=md_mdcg_2021_5_en.pdf
https://health.ec.europa.eu/document/download/c8c6cca5-460e-410e-a325-be08bfc7dea6_en?filename=mdcg_2024-14_en.pdf
https://health.ec.europa.eu/document/download/b5429d14-25a9-4cfc-b059-355388f03e05_en?filename=mdcg_2022-7_en.pdf
https://health.ec.europa.eu/document/download/64443e95-e1be-4ffd-80f7-9c6a1b0b99b6_en?filename=md_2021-19_en.pdf
https://health.ec.europa.eu/document/download/85f65be1-9a43-44b6-8cdd-779ca16bc843_en?filename=md_2021-10_en.pdf
https://health.ec.europa.eu/document/download/3f68dcc3-b9a6-428a-b2ce-713ee986a0ba_en?filename=md_2021-9_en.pdf
https://health.ec.europa.eu/document/download/cb1bf6e5-3972-4b3a-82d9-c5946738b2a5_en?filename=md_mdcg_2018-1_guidance_udi-di_en.pdf
https://health.ec.europa.eu/document/download/cb1bf6e5-3972-4b3a-82d9-c5946738b2a5_en?filename=md_mdcg_2018-1_guidance_udi-di_en.pdf
https://health.ec.europa.eu/document/download/50a619f7-749c-4457-8931-786f1012588c_en?filename=md_mdcg_2020_18_en.pdf
https://health.ec.europa.eu/document/download/12d1f9bd-afe3-42ea-b1a3-20b4986bb3d4_en?filename=md_mdcg_2019_2_gui_udi_dev_en.pdf
https://health.ec.europa.eu/document/download/f278d247-0020-411f-82a6-1d116691c410_en?filename=md_mdcg_2019_1_budi_rules_ie_en.pdf
https://health.ec.europa.eu/document/download/d51c7231-c9be-41bb-9a7f-fcf329ca0bd4_en?filename=md_mdcg_2018_7_languages_en.pdf
https://health.ec.europa.eu/document/download/22503f80-6e3e-422a-b9c1-106c87a3b8f8_en?filename=md_mdcg_2018_6_art16_en.pdf
https://health.ec.europa.eu/document/download/4b5b2942-aaab-4b78-a188-df111a8d903e_en?filename=md_mdcg_2018_5_software_en.pdf
https://health.ec.europa.eu/document/download/f622a4d7-4ac8-44e3-9217-e2793aa7971f_en?filename=md_mdcg_2018_4_udi_core_spp_en.pdf
https://health.ec.europa.eu/document/download/b8fa4255-e011-4253-8249-88febab343f2_en?filename=md_2018-3-guidance-udi-spp_en.pdf
https://health.ec.europa.eu/document/download/b8fa4255-e011-4253-8249-88febab343f2_en?filename=md_2018-3-guidance-udi-spp_en.pdf
https://health.ec.europa.eu/document/download/dfd7a1c6-f319-4682-9bac-77bef1165818_en?filename=mdr_qna-ext-ivdr.pdf
https://health.ec.europa.eu/document/download/5ec4d600-d344-4232-9371-1d278b2abc12_en?filename=mdcg_2022-11_en.pdf
https://health.ec.europa.eu/document/download/5ec4d600-d344-4232-9371-1d278b2abc12_en?filename=mdcg_2022-11_en.pdf
https://health.ec.europa.eu/document/download/592008f6-3456-4afb-a13a-733a87da1b00_en?filename=mdr_proposal_extension-q-n-a_1.pdf
https://health.ec.europa.eu/document/download/8c49c181-1f8a-4962-b946-7b02c54b199e_en?filename=mdcg_2022-18_add-1_en.pdf
https://health.ec.europa.eu/document/download/8c49c181-1f8a-4962-b946-7b02c54b199e_en?filename=mdcg_2022-18_add-1_en.pdf

MDCG 2022-18

MDCG Position Paper on the application of Article 97 MDR to legacy de-
vices for which the MDD or AIMDD certificate expires before the issuance
of a MDR certificate
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December 1,
2022

MDCG 2022-14

Transition to the MDR and IVDR - Notified body capacity and availability
of medical devices and IVDs

August 1, 2022

MDCG 2021-25
rev.1

Application of MDR requirements to "legacy devices" and to devices
placed on the market prior to 26 May 2021 in accordance with Directives
90/385/EEC or 93/42/EEC

October 1, 2024

MDCG 2019-3

Clinical evaluation consultation procedure exemptions Interpretation

Other guid-
ance docu-
ments (n=4)

rev.1 of artcle 54(2)b April1, 2020
Reference Title Publication
MDR/IVDR Overview of language requirements for manufacturers of medical de-

Language require-
ments

vices for the information and instructions that accompany a device in a spe-
cific country

January 1, 2024

European Medi-

Questions & Answers for applicants, marketing authorisation holders of
medicinal products and notified bodies with respect to the implementation

%nce of the Medical Devices and In Vitro Diagnostic Medical Devices Regulations June 1, 2021
((EU) 2017/745 and (EU) 2017/746)
Update on the guidelines on the benefit-risk assessment of the presence
SCHEER of phthalates in certain medical devices June 1. 2024
i u ,
quidelines covering phthalates which are carcinogenic, mutagenic, toxic to repro-
duction (CMR) or have endocrine-disrupting (ED) properties
CAMD FAQ CAMD MDR/IVDR Transition Subgroup: FAQ — MDR Transitional provi- January 1, 2018

sions
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https://health.ec.europa.eu/document/download/ccfb20a8-82d4-4216-8d11-4ce127be431e_en?filename=mdcg_2022-18_en_1.pdf
https://health.ec.europa.eu/document/download/2db053bc-283c-4d2e-93f4-c3e8032e66da_en?filename=mdcg_2022-14_en.pdf
https://health.ec.europa.eu/document/download/cbb11a6e-f0f3-4e30-af5e-990f9ef68bc1_en?filename=md_mdcg_2021_25_en.pdf
https://health.ec.europa.eu/document/download/cbb11a6e-f0f3-4e30-af5e-990f9ef68bc1_en?filename=md_mdcg_2021_25_en.pdf
https://health.ec.europa.eu/document/download/c66ca211-7390-4d60-90fc-0fc30652f3db_en?filename=md_mdcg_2019_3_rev1_cecp_en.pdf
https://health.ec.europa.eu/document/download/c66ca211-7390-4d60-90fc-0fc30652f3db_en?filename=md_mdcg_2019_3_rev1_cecp_en.pdf
https://health.ec.europa.eu/publications/overview-language-requirements-manufacturers-medical-devices_en
https://health.ec.europa.eu/publications/overview-language-requirements-manufacturers-medical-devices_en
https://health.ec.europa.eu/publications/overview-language-requirements-manufacturers-medical-devices_en
https://www.ema.europa.eu/en/human-regulatory/overview/medical-devices
https://www.ema.europa.eu/en/human-regulatory/overview/medical-devices
https://www.ema.europa.eu/en/human-regulatory/overview/medical-devices
https://health.ec.europa.eu/document/download/831f9b60-88de-4197-858f-d001c5b0cc26_en?filename=mdcg_scheer_o_064.pdf
https://health.ec.europa.eu/document/download/831f9b60-88de-4197-858f-d001c5b0cc26_en?filename=mdcg_scheer_o_064.pdf
https://health.ec.europa.eu/document/download/c294046e-b9e5-428a-a837-3620a5a1c27a_en?filename=md_mdcg_camd_mdr_en.pdf

