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CONCLUSIONS
Although Implementing and Delegated acts have been established to simplify and speed up the decision-making process of 
the European Legislator, the 2017/745 Regulation is still in an evolutionary phase since it remains lacking in compliance in 

many of its parts as only Implementing acts have been carried out.
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Disciplined respectively by Articles 290 and 291
of the TFEU, they aim to improve the
effectiveness of the European decision-making
process by simplifying the
implementation/execution procedure

This	study	investigated	the	Implementing	and	Delegates	Acts	pertinent	to	EU	
Medical	Devices	Regulation	745/2017		(MDR).

The aim of this work is to provide medical devices operators with an overview of
the European measures enacted or still awaiting implementation.

The result is an updated overview of a complex ongoing regulatory process.
While eight Implementing Acts pursuant to Artt. 35, 27.2, 106.17, 10.6, 33.8,
5.6, 10.6, of MDR have been introduced by the Commission at different times,
none of the twelve Delegated Acts referred to in Article 115 of Regulation has yet
been forthcoming.

The term "comitology" refers to a set of
procedures that allow EU countries,
through specific committees, to control
the way in which the European
Commission adopts implementing acts.

How	the	European	Commission	adopts	IMPLEMENTING	ACTS

IMPLEMENTING	REGULATION

PUBLIC	
CONSULTATION

ISO	standard	made	COMPULSORY	
by	express	reference		in	the	Regulation	745/2017

Unlike Implementing Acts,
Implementing Decisions n. 2021/1182
and 2022/6 stand out for their clarity,
with the specific ISO regulation on
medical devices official acknowledged
as a binding requirement.

price

The	not	simple	research	conducted	within	the	Eur-Lex	database	allowed	its	
extrapolation,	the	consequent	careful	analysis	and	subsequent	insertion,	in	

the	best	possible	summary,	in	in	the	table	below:
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Introduced by the Lisbon Treaty, Implementing and Delegated Acts are a new source of European law.
Disciplined respectively by Articles 290 and 291 of the TFEU, they aim to improve the effectiveness of the
European decision-making process by simplifying the implementation / execution procedure. This study in-
vestigated the Implementing and Delegates Acts pertinent to EU Regulation 745/2017 on medical devices.
Although complicated by the fact that these Acts are issued at different times and with different modalities
following the entry into force of the Regulation to which they refer, our research was facilitated by the Eur-
Lex database. Data extrapolation was followed by careful analysis of each Act and the creation of Tables
with succinct but comprehensive summaries in chronological order. The result is an updated overview of a
complex ongoing regulatory process. While eight Implementing Acts pursuant to Art 35, 27.2, 106.17, 10.6,
33.8, 5.6, 10.6 of the MDR have been introduced by the Commission at different times, none of the twelve
Delegated Acts referred to in Article 115 of the Regulation has yet been forthcoming. Unlike Implementing
Acts, Implementing Decisions n. 2021/1182 and 2022/6 stand out for their clarity, with the specific ISO reg-
ulation on medical devices official acknowledged as a binding requirement.
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