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Background: In the landscape of healthcare, the increasing complexity and autonomy of Medical Device Software (MDS) present
significant challenges in their certification and post-market monitoring, particularly in adapting to real-world healthcare settings. To
address these challenges, the REALM project, also known as Real-world-data enabled assessment for health regulatory decision-

making, aims to provide a robust testing infrastructure for the evaluation and certification of MDS in the European healthcare

industry. By emphasizing transparency through the use of OMOP (Observational Medical Outcomes Partnership) databases and

extensions, REALM seeks to offer stakeholders and regulatory bodies detailed and transparent insights into the performance of Al

models embedded in MDS, crucial for ensuring trust and reliability in medical software solutions.
Figurel: REALM Partners across Europe.
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Conclusion: REALM's integration of diverse data sources using OMOP CDM together with the

REALM'’s rigorous framework provide regulatory bodies with a powerful sandbox environment S.
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