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manufactured in third countries

1. Summary of petition

The petitioner alleges breaches of Directive 93/42/CEE in relation to the placing on the market 
of the European Union of a medical device, namely an orthopaedic implant that the petitioner 
had inserted in his elbow area following an accident in 2015. The surgery in question needed 
subsequent corrective surgery, led to lasting damage to the petitioner’s elbow and is the subject 
of a separate medical malpractice complaint in the Romanian judicial system. 

The petitioner alleges, that the medical device in question got market access with conformity 
certification that was either done by EU representatives of a Chinese company, even though 
product description lists India as place of manufacture, and that these representatives no longer 
figure as active in the EU. The certification itself was achieved with the use of erroneous data, 
including on the country of manufacture, with listed notified bodies that are also erroneous and 
a China Export marking on the product, instead of a CE marking. The petitioner also alleges a 
parallel health system operating in Romania, as his purchase of the medical device has no 
official record in the state health system. Lastly, the petitioner alleges that the Romanian and 
Norwegian certification and market surveillance bodies have failed in their responsibilities to 
properly investigate the matter and to withdraw authorisation to place on the market in this case. 
He calls for investigations in all aspects raised by his petition.

2. Admissibility

Declared admissible on 27 October 2021. Information requested from Commission under 
Rule 227(6).

3. Commission reply, received on 6 January 2022
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The Commission’s observations
The effective and sound implementation of EU harmonisation legislation on health and safety 
of products on the internal market – including EU law on medical devices – is a shared 
responsibility between the Commission, the Member States and the European Economic Area-
European Free Trade Association (EEA-EFTA) countries where EU law is applicable. In 
particular, the competent authorities of Member States and EEA-EFTA countries retain the 
responsibility for the direct enforcement of EU law, including market surveillance and vigilance 
of products placed on their territory. It is for the national competent authorities to examine the 
factual circumstances in individual cases that fall within their competence, and apply the 
relevant provisions of EU law accordingly.
At the time referred to by the petitioner, the applicable EU law for medical devices was Council 
Directive 93/42/EEC1. As such, Member States and EEA-EFTA countries transposed the 
Directive into their national legislation, including the provisions on market surveillance and on 
penalties and sanctions in case of infringements. On that basis, national competent authorities 
were entitled to carry out market surveillance activities for medical devices placed on their 
national markets, and to take appropriate action against devices and economic operators when 
deemed necessary. The new Regulation (EU) 2017/7452 that replaced the previous Directive as 
from 26 May 2021 significantly reinforced the requirements on medical devices, the obligations 
on economic operators and on conformity assessment bodies, and the responsibilities of 
Member States on market surveillance and vigilance.
The information presented by the petitioner concerns a specific case of a medical device that is 
allegedly defective with respect to its performance, as well as to its certification by a third-party 
conformity assessment body, the CE marking and other administrative issues. According to the 
petitioner, the competent authorities of the concerned Member State (Romania, where the 
alleged defective device was placed on the market) and EEA-EFTA country (Norway, which 
notified the conformity assessment body that certified the alleged defective device) did not 
consider it necessary to take any specific action in this case.
The petitioner has already submitted information to the Commission about this case in 2020 
and 2021 – even if not as a formal complaint against a Member State – keeping regular contacts 
and communication with the Commission’s services in charge of medical devices, in order to 
try to clarify the different issues related to the case. The Commission carefully assessed such 
information, including the answers provided by the concerned national competent authorities, 
and did not find in the issues raised any clear indications of a general practice, a problem of 
compliance of national legislation with EU law or a systemic failure to comply with EU law by 
the national competent authorities.
Conclusion
Since the matter falls within the national competence of the Member State concerned in terms 
of enforcement of EU law on medical devices and market surveillance of devices placed on the 
territory of a Member State, the Commission cannot directly intervene and take any corrective 
actions in this specific case. The petitioner should continue to follow up the issue with the 
concerned national competent authorities according to the applicable national laws and 
practices.

1 Council Directive 93/42/EEC of 14 June 1993 concerning medical devices, OJ L 169, 12.7.1993, p. 1–43.
2 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, OJ L 117, 5.5.2017, p. 1–175.


