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Question for written answer E-002281/2014 

to the Commission 
Rule 117 

Thomas Ulmer (PPE) 

Subject: Commission Recommendation of 24 September 2013 on the audits and assessments 
performed by notified bodies in the field of medical devices 

The medical devices industry is dominated by small and medium-sized manufacturers who feel that 
the requirements that may now be imposed by notified bodies in accordance with the Commission 
Recommendation (2013/473/EU) are a threat to their existence. 

The Commission Recommendation also contains a number of flaws and unclear definitions which are 
causing huge problems in terms of practical implementation.  As Commission Recommendations are 
treated in many Member States as quasi-legislation, these flaws need to be corrected. 

Furthermore, it should be noted that the political decision-making role of the European Parliament in 
relation to revision of the Medical Devices Directive has been pre-empted through issuance of the 
Recommendation by the Commission. 

1. How do you view the fact that the Commission has ‘by-passed’ the Parliament by bringing out 
Recommendations that go substantially beyond the original text of the Directive? To what extent 
is the Commission working towards the implementation of this Recommendation in the Member 
States? 

2. Who are the important suppliers? And how far down the supply chain (in the words of the 
Recommendation: ‘suppliers of suppliers or even suppliers further down the supply chain’) can 
notified bodies perform checks? Will there be further clarifications in this regard? 

3. How can unannounced checks be performed in practice at small and micro businesses, where 
several functions that are important to the notified body will often be performed by a single 
person? What would happen if that single person chanced to be ill? Who in such a case would 
bear the costs, which would be enormous for a business of this type? 

4. Why must blank visas be provided for the technicians? What would happen in the case of a life-
saving product where a supplier refused to grant the manufacturer access to its production 
facilities for fear of industrial espionage? 


