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The Legal Industry Reviews Portugal First Edition presents:

Special Guests' columns by Pedro Goncalves from Unbabel, Mariana Figueiredo from
Eurowind Energy and Alice Khouri from Helexia Portugal, Rita Branquinho from Novabase
Group, Henrique Lopes from Steconfer and Maria Almeida and Pedro Cardigos from
Ferreira Pinto Cardigos Law Firm.



A Three-Decade Journey: Medical
Devices Regulation in Portugal

ortugalis celebrating thirty years of regulation of

medical devices, it being apparent that the relevant
legislation has improved in terms of rigor, safety, system
credibility and market permeability, and that the Infarmed,
I.P. has played an active role in this field since the 1990s.

Over the last three decades, medical devices have played
an immeasurable role in transforming healthcare. As a
vital link between technological innovation and the health
of citizens, medical devices provide new and appropriate
solutions for the prevention, diagnosis, and treatment of
various pathologies, leading to better and more efficient
disease management, healthier, more independent and
active ageing. and the extension of life.

According to Article 2(1) of Regulation (EU) 2017/745 of the
European Parliament and of the Council of 5 April 2017, the
universe of medical devices covers any instrument, apparatus,
equipment, software, implant, reagent, material or other article
intended for use in humans for medical purposes and whose
principal intended effect is not achieved by pharmacological,
immunological or metabolic means.

Prior to 1990. and similarly to most European countries,
Portugal only had technical standards that determined
certain characteristics regarding the quality of certain
medical devices, which served as criteria for awarding them
by the National Health Service.

In the 1990s, however, Portugal began the long road

of regulating medical devices following European
directives 90/385/EEC, 93/42/EEC and 98/79/EC. These
directives are based on a legislative philosophy based

on technical and normative harmonization, known as the
"New Approach”, which is based on the responsibility and
credibility of the actions of the different players, such as
manufacturers, distributors, users and the competent
supervisory authorities.

In view of the inherent characteristics of the medical
devices sector —such as the diversity of products,
technological innovation and growing social. economic
and political relevance— the evolution of the applicable
legislative framework became imperative and materialized
in Directives 2001/104/EC and 2003/32/EC. These
directives reinforced the safety and performance
requirements laid down in Directive 93/42/EEC, particularly
with regard to the use in medical devices of substances
derived from human blood or plasma and tissues of
animal origin, respectively. Directives were also published
on the reclassification of certain medical devices into
higher risk classes, specifically breast implants, with
Directive 2003/12/EC, and shoulder, hip, and knee joint
replacements, with Directive 2005/50/EC.
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In 2007. Directive 2007/47/EC introduced significant
improvements to the European legislative framework
applicable to medical devices and active implantable
medical devices, regarding, inter alia. the reclassification
of some devices, conformity assessment procedures and
market supervision.

Despite the improvements made, an in-depth discussion
on the effectiveness, efficiency, and legislative quality of
the regulatory framework for medical devices began in
2008, culminating in the publication in 2017 of Regulation
(EU) 2017/745 on medical devices and Regulation (EU)
2017/746 on in vitro diagnostic medical devices. Based on
the promotion of high levels of safety and health protection,
these directives have strengthened relevant areas such
as clinical research, the designation, and supervision of
the activities of Notified Bodies, conformity assessment
procedures and market surveillance and supervision.

As well as being demanding and complex, the new
legislative framework requires greater commitment from
the parties involved in the system, while at the same
time making medical devices safer and the system more
credible and allowing innovation to enter the market in
good time.

‘This article was written in collaboration with
Joao Bertholo Meireles
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Practice Area News

The New Statute of the Portuguese Medical Association. Law no. 9/2024, of 19 January 2024, revises the Statute
of the Portuguese Medical Association, introducing significant modifications that directly affect the competences,
autonomy, and independence of the Portuguese Medical Association, as well as the role that doctors play nowadays.

In theory, this revision aimed to establish a balance between flexibility in access to the medical profession and
strengthening the supervision of the activity performed by professionals.

The End of Exemptions for Heated Tobacco in Portugal. Law no. 5/2024, of 15 January 2024, transposes into Portugal
Directive (EU) 2022/2100, of 29 June 2022, amending Directive (EU) 2014/40 of the European Parliament and of the
Council as regards the withdrawal of certain exemptions applicable to heated tobacco products.

The end of the exemptions applicable to heated tobacco products is the first amendment to emerge from the
Government's proposal for a Tobacco Law aimed at reducing incentives for consumption and contributing to a
tobacco-free generation by 2040,

Greater Transparency on Medicines' Costs and New Rules on Pharmacy Transfers. In Portugal, Decree-Law no.
128/2023, of 26 December 2023, changed the rules for transferring the location of pharmacies and has made the
information on the costs of medicines provided by pharmacies more transparent, as a way of making the amount
of reimbursement by the National Health Service clearer, valuing the effort made to provide people with access to
medicines, as well as informing users of the price actually paid for the medicine.

NHS: The Full Dedication Regime in Portugal. Decree-Law no. 103/2023, of 7 November 2023, approves the legal
regime regarding full dedication in the National Health Service and the organization and functioning of family health
units in Portugal.

This legislation sought to ensure that the Portuguese State promoted this work regime, to eliminate instances where
health professionals work simultaneously in the public and private sectors,

In the Firm

- The Best Lawyers, Legal 500 and Leaders League. « A Guide to Trade Secrets in Portugal. Ricardo Costa
Partner and head of the Intellectual Property and Life Macedo and Joao Bertholo Meireles authored "A Guide
Sciences team Ricardo Costa Macedo was recognized to Trade Secrets in Portugal” to provide individuals,

in the rankings "The Best Lawyers in Portugal 2024", entrepreneurs, and businesses operating in Portugal
‘Legal 500" and "Leaders League” in the categories of with the essential knowledge and strategies for
Intellectual Property Law and IP litigation (See more protecting trade secrets (See more HERE).

HERE, HERE and HERE).
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