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ToDo List

for cardiovascular implants

➢ Regulatory rules of notified bodies

➢ Material properties – lifetime management

➢ Bio compatibility



Medical Device Regulation of EU



Goals for implant devices

Safety, Reliability, longevity and Quality of medical devices

Transparency of informations about Implantate for implanters and patients

Individual tracking of Implantats, continuous “post-marketing”-surveillance

Medical Device Regulation - EU



Medical Device Regulation - EU
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Thank you!

Heart.Valves.Moving.Lives

MDR in EU
Chance, Quality and Risks in structural and

congenital interventions – FDA BT/EMA MDR 
alignments?
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