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Aim and context of the survey


This survey is targeted at Member States, industry, notified bodies and other stakeholders and aims at retrieving information and views on expert laboratories (MDR* Article 106). It is important to note that expert laboratories do not have routine roles comparable to those of expert panels and EURLs outlined in the MDR and IVDR, respectively, and there is hence neither a legal obligation nor a timeline stipulated
with regard to the establishment of expert laboratories. Therefore, this survey primarily serves to gather information,views and opinions on technical issues concerning expert laboratories.



This survey has been designed to collect information from relevant parties and to collect their opinions on expert laboratories in agreement with the following provisions of the MDR:



• According to MDR (EU) 2017/745 Article 106(2) the Commission may designate expert laboratories for the provision of consistent laboratory expertise.
• Designation of these laboratories would be based on their expertise in physico-chemical characterisation, microbiological,biocompatibility, mechanical, electrical, electronic or non-clinical biological and toxicological testing of specific devices, categories or groups of devices (Article 106 (7)).


• Expert laboratories need to fulfil specific selection criteria (Article 106(8) and have a variety of roles that are described in conjunction with those of expert panels (Article 106(1O)).Expert laboratories may further be requested to provide advice to Member States, notified bodies and manufacturers (Article 106(11)).


• The Commission may recover the cost of their advice by fees that are payable by manufacturers and notified bodies (Article 106(13) and the fee structure needs to be set in a transparent manner (Article 106(14)).



Section 1: Fields of expertise of expert laboratories



QUESTION 1:Which are important testing areas to be covered by expert laboratories?­ The testing areas are taken from MDR Article 106 (10) and amended by important aspects derived from Annex I.


Physicochemical characterisation (e.g.identity,composition,(hazardous) leachables)

1

0 Important
L'  Nice to have
0 Not important


Please provide your reasoning where appropriate







Microbiological Testing
0 Important
(' Nice to have
L'  Not important


Please provide your reasoning where appropriate







Biocompatibility and non-clinical toxicological Testing

1     Important(

C  Nice to have
0 Not important


Please provide your reasoning where appropriate







Mechanical Testing

( 1      Important

1     Nice to have(


Not important


Please provide your reasoning where appropriate







Electrical and electronic hardware testing
:::  Important
C    Nice to have
C  Not important


Please provide your reasoning where appropriate




Software testing
L'  Important
L'  Nice to have
L'  Not important


Please provide your reasoning where appropriate







Ionising radiation testing

(' Important
L'  Nice to have
L'  Not important


Please provide your reasoning where appropriate







Non-ionising radiation/Electromagnetic fields testing/electromagnetic compatibility
C' Important
0 Nice to have
C' Not important


Please provide your reasoning where appropriate







If missing, please provide other testing areas:











Further comments or suggestions:


