
Anne Aarts – Data Steward
a.m.w.m.aarts@tue.nl

LCRDM Medical Device Regulation



Getting to know you – Menti

• Your role

• If you are working with health data

• What are your challenges when working 
with health data



Challenges working with health data

• Regulatory 

• Privacy and security

• Ethics

• FAIR data

• Collaborations



Medical Device Regulation

• New European regulation since May 
2021

• Same principal as for the development 
of medicines

• Software as medical device

‘medical device’ means any instrument, 
apparatus, appliance, software, 
implant, reagent, material or other 
article intended by the manufacturer to 
be used, alone or in combination, for 
human beings for one or more of the 
following specific medical purposes:



LCRDM Medical Device Regulation

• Representatives of UMCs, universities, 
LCRDM and other experts

• Overview of all 
resources/links/guideline/decision trees

• Things to consider during the research 
life cycle

• To increase awareness and information

• Data steward play an important role





Take home messages

• Cetool.nl: useful quickscans

• Contact the experts and arrange the 
needed resources!

• Document your plan: protocol, 
information for participants, product 
information, Investigational Medical 
Device Dossier

• Registration and approval – METC

• CE certification – notified body

• Quality systems



Q&A


