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Is there still reuse of single use medical devices?

Total: 10 of 13 yes

EU: 5 of 8 yes

Non EU: 5 of 5 yes



 



 



 



 



 



 



 



 



 



 



 



 



 



 



 



 



 



 



 



 



 



 



 



 



 



 



 



 



 



 



 



 



 



 



 



 

ANNEX I 
ESSENTIAL REQUIREMENTS

8.4. Devices delivered in a sterile state must have been 
manufactured and sterilized by an appropriate, validated 
method. 

8.5. Devices intended to be sterilized must be manufactured in 
appropriately controlled (e. g. environmental) conditions. 



 

Article 12 
Particular procedure for systems and procedure packs

ANNEX IV 

EC VERIFICATION 1. EC verification is the procedure whereby the manufacturer or his authorized 
representative established in the Community ensures and declares that the products which have 
been subject to the procedure set out in Section 4 conform to the type described in the EC type-
examination certificate and meet the requirements of this Directive which apply to them. 

ANNEX V 

EC DECLARATION OF CONFORMITY (Production quality assurance) 1. The manufacturer must 
ensure application of the quality system approved for the manufacture of the products concerned 
and carry out the final inspection, as specified in Section 3, and is subject to the Community 
surveillance referred to in Section 4. 

ANNEX VI 

EC DECLARATION OF CONFORMITY (Product quality assurance) 1. The manufacturer must 
ensure application of the quality system approved for the final inspection and testing of the product, 
as specified in Section 3 and must be subject to the surveillance referred to in Section 4. 



 



 



 



 



 



 



 



 

"ANNEX XIII - CONTROLLED REPROCESSING

1. The instructions for use shall specify the number of uses the device has 
been approved for.

2. If the manufacturer has not acquired information on validated procedures 
for a safe re processing or has not developed validated procedures for a safe 
re processing or judges a safe re-use as impossible, he may label the device 
as 'single use'. The label limits the liability of the manufacturer to the first use 
of the medical device. 

3. The labelling as 'single use' does not impede third parties to develop 
validated procedures to be approved by a notified body. If a validated 
procedure for the reprocessing and consequent re-usability of a medical 
device has been demonstrated to a notified body, the single-use labelling will 
be considered as disproved and it is the duty of all Member States to allow 
reprocessing pursuant to the said validation procedure.

4. If no validated procedures can be demonstrated for a medical device, 
reprocessing of single-use labelled medical devices is prohibited."



 



 



 



 



 



 



 



 



 



 



 



 



 



 


