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THE NEW REGULATIONS: MAIN POINTS

❖ The choice of a different legal tool: from
Directive ECC/93/42 on Medical Devices to
Regulations EU/2017/745 & 746 on MD and MD in
vitro, respectively → from coordination to
harmonization in order to make Member States’
legislations uniform

❖ A new approach:

➢ No longer avoid bed results but adopt a procedure
aimed at reaching a good result (in terms of quality
and safety of the medical devices);

➢The central role of the UE trademark for device
marketing; 2



THE NEW REGULATIONS: MAIN POINTS

➢ The importance of ethics committees and the

protection of personal data;

➢The person responsible for regulatory compliance

(Art. 15);

➢The establishment of European medical devices

database (Eudamed: artt. 33 e 34 EU Regulation

2017/745);

➢A new market to be regulated → year zero:

cost/effectiveness analysis, budget balance respect,

clinical evidence assessment, clusters definitions,

public tenders and allotments of contracts.
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THE NEW REGULATIONS: MAIN POINTS

❖ Surgical suture, breast prosthesis, pacemaker

(device which regulates heartbeat) = some example

of medical devices;

❖ Government of technological innovation;

❖ Complex topic → political, legal, technical,

economic and clinical aspects are involved in;

❖ High standards of quality and safety (liability for

defective or forged products, information and

malfunctions reporting duty for all the subjects of

the supply chain: manufacturers, distributors,

providers, professionals);
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THE NEW REGULATIONS: MAIN POINTS

❖ Health protection (ethics
committees, pre-authorizations,
subsequent controls and inspections,
transparency and databases,
monitoring and traceability, follow-
up);

❖ Network of international
cooperation between member States.
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MD: INTERESTS, 
VALUES AND 

SUBJECTS 
INVOLVED
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Medical devices stand
out for their
continuous scientific
and technological
progress and for the
subsequent impact on
the relative market
that is constantly
growing.



MD: INTERESTS, 
VALUES, 

RECIPIENTS, 
STAKEHOLDERS
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The rules to be adopted by
political decision-makers
must take in account many
needs and values:
➢ clinical profiles;
➢ economic-social interests;
➢ protection of investments;
➢ accurate assessment of
costs and welfare benefits;
➢ sustainability and
appropriateness of the
expenditure;
➢ quick access to innovative
devices;
➢ framework of
responsibilities.



MD: INTERESTS, 
VALUES, 

RECIPIENTS, 
STAKEHOLDERS
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The same rules involve
many recipients and
stakeholders:
▪ manufacturing companies,

suppliers,
▪ professionals and

providers in the NHS,
▪ patients and users,
▪ citizens paying taxes.



THE NEW EU REGULATIONS 2017/745 - 746:
CONTENTS AND SCOPE OF APPLICATION

The Regulations 2017/745 and 746 replace the previous Directives
90/385/CEE e 93/42/CEE, and besides, Directive 98/79/Ce and
European community Decision 2010/22/UE about MD in vitro.

Main goals of new Regulations:

a) harmonizing the standards for marketing medical devices and
related accessories within EU, in order to apply without
restrictions the principles of free movement of goods and
services;

b) avoiding so divergent interpretations of the same rule by
different lawyers and judges, as happened regarding the old
Directives → principle of law certainty;

c) setting up a solid, transparent and sustainable regulatory
framework that must be appropriate for the purposes pursued.
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THE NEW EU REGULATIONS 2017/745 - 746:
CONTENTS AND SCOPE OF APPLICATION

MDR EU 2017/745 - specific goals → on one hand, to guarantee
the appropriate operating of the European Market regarding MD
and, on the other hand, to establish high quality and safety
standards for their production and marketing in order to ensure
a suitable level of health protecting for patients and users.

These 3 objectives cannot be sufficiently achieved by the single
Member State but can be better realized with the support of
European Union, since the latter can operate on the basis of the
principle of subsidiarity enshrined in art. 5 TFEU → however,
such a uniform discipline must respect the principles of
proportionality without violating the legislative and autonomous
competence of the States in a matter that falls outside the
exclusive jurisdiction of the EU. 10



THE TOPICS LEFT TO THE LEGISLATIVE 
AUTONOMY OF THE MEMBER STATES
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Member States are competent to legislate on the following
aspects:
a) the decision, on a case-by-case basis, to return a

specific product to the scope of the Regulation, or, in
any case, delegate to the Commission the definition of
problems related to the precise identification or
classification of products considered border line;

b) the identification of the competent Authorities for
market surveillance and product control;

c) the adoption of provisions on the registration of
distributors of medical devices;

d) the appointment of the Authority responsible for the
notified bodies, whose functioning is fundamental to
guarantee a high level of health protection, system
security and citizens' confidence



THE TOPICS LEFT TO THE LEGISLATIVE 
AUTONOMY OF THE MEMBER STATES
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e) the identification of the appropriate authority for the
evaluation of the applications to conduct a clinical
investigation and to organize the participation of the
ethics committees;

f) the management of the sponsors, with particular
reference to the possibility of concluding or suspending
the investigations or of revoking the authorizations for
the same in order to guarantee the safety of the
subjects participating in a clinical investigation. This
also involves identifying the criteria for evaluating the
clinical investigation applications submitted by the
sponsors;



THE TOPICS LEFT TO THE LEGISLATIVE 
AUTONOMY OF THE MEMBER STATES
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g) the preparation of measures to raise awareness among
health professionals, users or patients about the
importance of reporting any accident in the use of
medical devices;

h) the indication of the criteria for evaluating the
incidents and the safety corrective actions;

i) the introduction of a penalty system for violations of
the provisions contained in the Regulations;

j) the determination of tariffs in relation to activities
carried out at national level.



REGULATION EU 2017/745: SCOPE OF 
APPLICATION

Compared to the previous Directive, new products enter in

the list and others come out:

➢ new inclusions: products manufactured using non-viable

human tissues or cells, or their derivatives, which have

undergone significant manipulations, except those

governed by EU Regulation 1394/2007 on advanced

therapy medicinal products

➢ new exclusions: products that contain or consist of vital

biological substances, i.e. live microorganisms [lack of

regulation: what is virus?]
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THE NOTION OF MEDICAL DEVICE

MDR EU 2017/745 → It’s a wide concept (Article 2) →
it’s a choice inspired by the aim of adjusting the
definitions in the medical device sector to the
procedure established at European and International
level, such as the new legislative framework for the
product marketing and the guidelines prepared by the
Global Harmonization Task Force (GHTF) for devices.

Device is what is not drug (In case of doubt about the
classification of a product, the discipline of the drug
prevails because it’s more rigorous → in application of
the principle of safety precaution. Life and clinical
development of devices are shorter than drugs)
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THE DEFINITION OF MEDICAL DEVICE

«MEDICAL DEVICE» means any instrument, apparatus,
appliance, software, implant, reagent, material or other
article intended by the manufacturer to be used, alone
or in combination, for human beings for one or more of
the following specific medical purposes:

➢ diagnosis, prevention, monitoring, prediction,
prognosis, treatment or alleviation of disease,

➢ diagnosis, monitoring, treatment, alleviation of, or
compensation for, an injury or disability,

➢investigation, replacement or modification of the
anatomy or of a physiological or pathological process or
state,
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THE DEFINITION OF MEDICAL DEVICE

➢ 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 medical
devices:

▪ devices for the control or support of conception;

▪ products specifically intended for the cleaning, disinfection
or sterilisation of devices as referred to in Article 1(4)
and of those referred to in the first paragraph of this
point.
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THE ROLE OF 
EUROPEAN 

COMMISSION

The European Commission is
empowered to establish, in
accordance with its own internal
rules, a group of experts that
supports the Member States in
assigning the regulatory status to
the borderline products; namely,
the products for which it’s
difficult to draw a clear line of
demarcation with respect to
drugs, – taking in account the
clinical-scientific evolution and
the methods of administration,
inhalation and ingestion → if the
products on the borderline are
qualified as medical devices they
access the highest risk class.
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THE ITALIAN PERSPECTIVE ON MEDICAL 
DEVICES

The medical devices according to the document on
Governance of the Italian Ministry of Health:

➢ They play a central role in clinical practices;

➢ They are based on the European CE compliance
trademark;

➢ They require classifications in homogeneous
classes;

➢ They require traceability;

➢ They need new rules common to the Member
States concerning their placing on the market.19



THE ITALIAN PERSPECTIVE ON MEDICAL 
DEVICES

The Italian document on MD governance:

It must be underlined the need of a delayed
(after-effect) verify of safety and efficacy
in case of devices entry early (before pre-
assessment) into the market → the
responsibilities of the Authorities in the
post-market surveillance of the market, the
surveillance functions on accidents,
malfunctions and the case of UE trademark
withdrawal due to undeserving of the device.
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THE ITALIAN PERSPECTIVE ON MEDICAL 
DEVICES

The document on MD governance:

is determined to submit the guidelines for a
new governance of medical devices to the
evaluation of the Italian Ministry of Health,
aiming at:

a) the efficient allocation of the NHS funds;

b) the economic sustainability of technological
innovation;

c) the transparency of the activities and
procedures for the purchase and use of
medical devices.
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THE ITALIAN PERSPECTIVE ON MEDICAL 
DEVICES

The document on MD governance → the
governance of medical devices should be
aimed at achieving the following four goals,
taking in account the responsibilities that
weigh on Member States according to the
European legislation regarding to MD sector
monitoring: in particular for safety
assessment, effectiveness guarantees,
comparative analysis of the clinical benefit
and economic sustainability for their
respective national health service

22



THE DOCUMENT ON MD GOVERNANCE: 
THE FIRST GOAL

The document for MD governance - The goals:

1) The streamlining of governance activities through a
strategic and high quality connection of the
competences up until now fragmented between various
entities, in order to best regulate the relations
between stakeholders and representatives of the DM
sector in compliance with the direction power and
monitoring functions that are up to the Ministry of
Health → obligations of publicity and transparency →
verification of conflicts of interest and
incompatibility of functions → improving of
information, training and cooperation duties for
professionals and employees and more coordination
between producers and suppliers.
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THE DOCUMENT ON MD GOVERNANCE: 
THE SECOND GOAL

The document on MD governance - The goals:

2) Government of budget:
✓Unification of old databases and correct codification
of all devices;
✓Definition of homogeneous product clusters;
✓Monitoring of prices, contracts and use of devices;
✓Centralization of purchases at regional level → each
hospital does not have to buy on its own but through
a regional entity that buys for all hospital;
✓Correct definition of allotments of contracts
establishing the criteria to compare the quality of
devices competitors;
✓HTA evaluation;
✓Spending review.
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THE DOCUMENT ON MD GOVERNANCE: 
THE THIRD GOAL

The document on MD governance - The goals:

3) Monitoring and security measures:
✓Traceability of medical devices implanted in
patients' bodies it’s useful in case of defective
product;

✓Market surveillance

✓Surveillance of serious accidents through
appropriate implementation of corrective and
remedial actions → inspections and controls to
safeguard professional and patients and identify
manufacturers that guarantee high quality
standards.
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THE DOCUMENT ON MD GOVERNANCE: 
THE FOURTH GOAL

The document on MD governance - The goals:

4) Demand and supply for medical devices:
✓The HTA National Program for Medical Devices and
the specific rules about big devices;
✓The introduction in the NHS of medical devices
declared "innovative" because of their clinical added
value compared to the previous devices available in
the market;
✓Horizon scanning activities for the identification and
early recognition of innovative technologies;
✓The information policies;
✓Post-marketing research and controlled introduction
of high-risk innovative devices;
✓Involvement of users (patients and professionals) in
the governance actions of the MD. 26



THE STATE/REGIONS 
PACT FOR CITIZENS 
HEALTH  2019-2021
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In 2017, for drugs
and medical devices
purchase, the
Italian Health
Service spent
around € 17.3
billion, which
represents 94.4%
of the total cost
of health care.



THE STATE - REGIONS PACT FOR 
CITIZENS HEALTH  2019-2021

Main goals:

✓Payback review

✓establishment and correct management of register
logs related to prostheses and other implanted
devices;

✓Fast track to enter in the market for devices
declared cost saving by the designated Commission;

✓To guarantee the information flow regarding
economic data and purchase and use data;

✓Pulling out of financial investment regarding obsolete
technologies. 28



THE 
CLASSIFICATION 

OF MEDICAL 
DEVICES

✓ it is necessary to be able
to monitor the consumption
of the devices more
efficiently and to make a
better assessment of the
accidents comparatively for
individual types in the sphere
of supervision;

✓ it makes the purchasing
procedures more transparent
by the national health
system as it allows the
definition of reference
prices for homogeneous
classes and subclasses.
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THE EU 
TRADEMARK

The "CE" mark, issued by
Notified Bodies (private and
public bodies located in the
various European countries),
authorizes the sale of the
product throughout the
European territory. The "CE"
mark guarantees the quality of
the manufacturing process and
the safety of the device. In
other words, the Notified
Body is responsible for the
correctness of the CE marking
procedure, even if the
manufacturer remains the
first responsible for the
medical device.
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CONCLUSIONS

The challenge is:

✓ to keep up with scientific and technical

developments in the health sector;

✓ to remedy past incidents and proceed to

the appropriate designation of the notified

bodies to generally restore the trust of

patients and the public in the system.
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THE EUROPEAN SPACE FOR DEVICE 
REGULATION

The degree of added value provided by these new
Regulations will depend on the success of the strengthened
"European" government of the system. The establishment
of the coordination group (MDCG), the heart of future
legislation, increased cooperation between Member States
on market surveillance and surveillance, as well as the
introduction of a mandatory coordinated evaluation of
clinical investigations conducted in more Member States will
mark the creation of a European space for regulatory
management of medical devices, in which information is
exchanged more frequently and regulatory decisions by a
Member State or the Commission can be taken on the
basis of more detailed and complete information
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CONCLUSIONS

Main deadlines

✓ 2017 and 2020: they represent,
respectively, the date in which the new
European regulation became law and its
complete application.

✓ However, there are others to be taken into
consideration as they are no less important:

✓ 2022 (May) is the date by which the new
regulation on in vitro devices must be applied;
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CONCLUSIONS

Main deadlines

✓ By 2024, then, certificates of validity and
compliance with the new directive must be
applied, with the effect that certificates with
the old regulations will no longer be accepted;

✓ Again, since 2025 the market will no longer
accept MD compliant with the current
directive;

✓ Finally from 2027 the new procedures on
clinical investigations will be fully and
obligatorily operative.
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