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Executive Summary 

The task will provide the necessary confidence for CAREPATH Clinical Decision Support Modules (CDSM) to 

be used in integrated care and healthcare services. This aims to perform a safety assessment of CDSM with 

a particular focus on the Medical Devices Regulation (MDR). It will support compliance activities, by 

establishing a classification for CDSM, and in collaboration with the other Work Packages and create a 

technical report that can be used for certification.  It also specifies a roadmap for certification, which might 

enhance future exploitation of CAREPATH to a fully-fledged service. University of Birmingham (UOB) has led 

the task, performed the safety assessment, and wrote the assessment document. UOB, SRDC, Fraunhofer 

and EXYS have worked collaboratively in populating the assessment document with the relevant information. 

In this document, the result of these activities is reported as an output of Task 3.5. 
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