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NOTICE TO MEMBERS

Subject: Petition No 0403/2020 by M.P. (Italian), bearing 2 signatures, on the need for 
an Emergency Use Authorisation by the EU and national Health Ministries 
for Covid-19 medical technology

1. Summary of petition

The petitioner claims that the EU health care systems are well beyond capacity and that 
hospitals need to increase capacity with emergency technology, such as open source ventilators 
and low-cost battery-powered blowers (PAPRs). The petitioner claims that the EU has slowed 
down any action to use advanced technology, developed by several domestic initiatives by 
imposing strict adherence to European legislation. This decelerates the pace for return to 
everyday activities. The petitioner claims that the European Medicines Agency has an early 
access compassionate use scheme for medication, and he states that, in the context of the current 
emergency, the European Parliament could expand this existing access scheme to medical 
devices. The petitioner adds that the funding of research as such does not answer the immediate 
needs, and therefor insists on the set-up of an Emergency Use Authorisation.

2. Admissibility

Declared admissible on 6 May 2020. Information requested from Commission under Rule 
227(6).

3. Commission reply, received on 24 July 2020

At this stage in time, and until 2025 at the latest, the EU regulatory frameworks on medical 
devices function under two bi-lateral systems. The first is that of currently outgoing directives 
on medical devices and active implantable medical devices (Council Directives 93/42/EEC1 

1 Council Directive 93/42/EEC of 14 June 1993 concerning medical devices, OJ L 169, 12.7.1993, p. 1–43.
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and 90/385/EEC2), whereas the bi-lateral system which is gradually becoming applicable and 
will replace the aforementioned Directives is that of Regulation (EU) 2017/7453 on medical 
devices. Both Council Directives 90/385/EEC and 93/42/EEC, as well as Regulation (EU) 
2017/745 empower national competent authorities, on a duly justified request, to authorise the 
placing on the market of medical devices for which the relevant conformity assessment 
procedures have not been carried out, but the use of which is in the interest of protection of 
health, or in the interest of public health or patient safety or health respectively (‘national 
derogation’). The new regulation, which was set to become applicable on 26 May 2020, 
introduces the concept of ‘Union-wide derogations’, where the Commission, in exceptional 
cases, is empowered to extend a derogation issued by a Member State to the territory of the 
Union (“Union-wide derogations”). These derogations are adopted by means of Implementing 
Acts, upon agreement of the Member States, becoming automatically applicable in all Member 
States once published. As mentioned above, the new medical devices Regulation was indeed 
set to become applicable on 26 May 2020. Because of the COVID-19 outbreak and driven by 
patient safety and health in mind, the Commission proposed a postponement of this new 
regulation by one year to both the European Parliament and Council. This very same proposal 
also included advancing the applicability of Union-wide derogations ahead of the 26 May 2020 
date, thus permitting the EU to make such ‘emergency authorisations’, where necessary.

On 23 April 2020 the European Parliament and the Council adopted Regulation (EU) 2020/5614 
amending Regulation (EU) 2017/745 on medical devices, as regards the dates of application of 
certain of its provisions. This Regulation provides for the applicability of Article 59 of the 
Regulation on medical devices (setting out the rules for national and Union-wide derogations) 
as of 24 of April 2020. 

The deferral of the date of application and the bringing forward of Article 59 has allowed all 
key players to give priority to the fight against the ongoing coronavirus pandemic, forming a 
key position in the European Union’s actions in the area of public health as Member States 
embark on the road to recovery.

Conclusion

Taking into account that the petition calls for the European Union to introduce ‘emergency 
use authorisations’ for medical devices and that this concept already exists under Union 
legislation, the Commission is of the view that no further action is needed.

2 Council Directive 90/385/EEC of 20 June 1990 on the approximation of the laws of the Member States relating 
to active implantable medical devices, OJ L 189, 20.7.1990, p. 17–36.
3 Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on medical devices, 
amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and Regulation (EC) No 1223/2009 and repealing 
Council Directives 90/385/EEC and 93/42/EEC (Text with EEA relevance. ), OJ L 117, 5.5.2017, p. 1–175.
4 Regulation (EU) 2020/561 of the European Parliament and of the Council of 23 April 2020 amending Regulation 
(EU) 2017/745 on medical devices, as regards the dates of application of certain of its provisions (Text with EEA 
relevance), OJ L 130, 24.4.2020, p. 18–22.


