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Question for Question Time in committee 0005/2010
under Rule 197 of the Rules of Procedure
by Thomas Ulmer

Re: Oral question to the Commission in the context of the ENVI meeting

On 29 March 2007 the European Parliament adopted the amendment to Directive 93/42/EEC 
concerning medical devices. At that time I was the rapporteur for the Committee on the 
Environment, Public Health and Food Safety (ENVI) for this matter. As early as 2006 we 
became aware that the EU did not have any harmonised rules on the reprocessing of medical 
devices actually intended for single use, although reprocessing was the usual practice in some 
Member States, including Germany, which is still the case. At present the differences between 
Member States in this area are too great. Reprocessing is permitted in a few Member States, 
which have introduced appropriate guidelines. In other Member States it is illegal, but in most
EU countries there are no clear rules. This must be changed as soon as possible.

In my opinion, the main problem is that although there is a precise definition of single use
devices (see Directive 2007/47/EC, according to which a ‘“single use device” means a device 
intended to be used once only for a single patient’), the manufacturers describe their devices 
differently in some cases. Upon initial use of a single use device, the manufacturer is liable; 
when a reprocessed single use device is used, the medical practitioner concerned and the 
clinic are liable. Unfortunately, medical practitioners are often unaware of this. 

In our discussions with the Commission, Parliament was assured that a report on these issues 
would be published within two years. Regrettably, this has not yet happened. On 
5 December 2008 a workshop was held on the topic, followed by a consultation. However, as 
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far as I am aware, no specific steps have yet been taken. 

I believe that the Commission must finally take action as a matter of urgency and put forward
specific proposals for regulating the reprocessing of medical devices. There is a grey area here 
that must not be allowed to persist. People have already died as a result of infection contracted 
from reprocessed medical devices that were actually intended for single use. This is no longer
acceptable. Frequently, neither the patient nor the medical practitioner knows that a
reprocessed device has been used. There is an urgent need for clarification here. The 
European Union is required to guarantee a high level of health protection. It must fulfil this 
obligation immediately. We cannot continue to endanger the health of citizens unnecessarily.

Therefore, my question to the Commission is: 

• When will the Commission present a proposal for regulating the reprocessing of 
medical devices that are actually intended for single use?


