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NOTICE TO MEMBERS

Subject: Petition 1222/2011 by M.S., of Portuguese nationality, on the use of CE mark

1. Summary of petition

The petitioner requests explanations concerning the use of the CE mark affixed to various 
products sold within the European area.  He states that he recently saw a BBC broadcast that 
condemned the misuse and lack of monitoring of such marking.

2. Admissibility

Declared admissible on 28 February 2012. Information requested from Commission under 
Rule 202(6).

3. Commission reply, received on 30 May 2012

The petition refers to a programme on BBC panorama on surgical instruments imported into 
the EU. Based on previous correspondence with other persons, the Commission assumes that 
the petitioner is referring to the import of surgical instruments from certain Asian countries. 
However, the Commission has no first hand information in this field.

It should be recalled that the task of market surveillance is, for medical devices as for the vast 
majority of products in general, incumbent on the authorities of the Member States. If 
manufacturers of medical devices affix the CE marking to a device in violation of the 
requirements laid down in the EU legislation on medical devices, notably Council Directive 
93/42/EEC concerning medical devices1, the competent authorities of the Member States have 
the right and the duty to take the necessary action that such devices are made compliant with 
the legislation or removed from the market. 

                                               
1 OJ L 169/1 of 12.7.1993.
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The Commission does not dispose of data demonstrating that surgical instruments of the 
origin referred to by the petitioner have a higher rate of non-compliance than surgical 
instruments of other origin. The Commission does not dispose either of data demonstrating 
that surgical instruments have a higher rate of non-compliance than other types of medical 
devices. Accordingly, the Commission is not in a position to call upon the Member States to 
focus their national market surveillance activities on surgical instruments in general and on 
surgical instruments of a certain origin in particular.

Furthermore, the Commission has no information indicating that the UK competent authority, 
the Medicines and Healthcare product Regulatory agency MHRA, might not conduct market 
surveillance regarding medical devices on the UK market in accordance with the obligation 
imposed on the Member States by EU legislation. However, in order to ensure that only safe 
medical devices can be found on the European market, Commissioner Dalli recently asked the 
Member States, among other things, to reinforce their market surveillance in accordance with 
Directive 93/42/EEC and Regulation EC/765/20081.

With regard to the possible infringement of the so-called rule of origin, it is again the task of 
the respective Member State and not of the Commission to enforce compliance of existing 
rules.

Conclusion
The petition deals with issues that are under the responsibility of the respective Member State, 
in this case of the UK.

                                               
1 Regulation (EC) No 765/2008 of the European Parliament and of the Council of 9 July 2008 setting out the 
requirements for accreditation and market surveillance relating to the marketing of products and repealing 
Regulation (EEC) No 339/93; OJ L 218/30 of 13.8.2008.


