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Medical Device Regulation (EU) 2017/745

In Vitro Diagnostic Medical Device
Regulation (EU) 2017/746

Post-Market Surveillance Requirements
Guide to Manufacturers

1. General

‘Post-market surveillance’ is defined in the Medical Device Regulation (MDR]
and In Vitro Diagnostic Medical Device Regulation (IVDR) as...
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Manufacturers should...
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2. Risk management, clinical evaluation,
post market surveillance (PMS) and
post-market clinical follow-up (PMCF)
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