MDR Timeline

MDR
Adoption

MDR Extension to
Transitional Period

MDR DOA
Delay *
MDR Date of
Application

Class | self-certified

* Compliance deadline

26 May 2021

*C

*

Legacy Class lll/llb
implantable
31 Dec 2027

Class lIb non-implantable,

Class lla, Class Im/s/r
26 May 2026 31 Dec 2028

Class lll custom made

onditions include:
Devices remain compliant with MDD/AIMDD
No significant changes
No unacceptable risk
QMS in accordance with MDR required by 26 May 2024
Application for MDR conformity assessment and an agreement for assessment with a

NB must be in place by 26 May 2024





