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Historical pittfals



Boneloc Bone Cement (1992-1996)



Hylamer polyethylene (1959, 1968, 1996)



Metal-on-Metal Bearings
Large head THA / Resurfacing THA



MoM – pseudo-tumor
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http://earlstevens58.files.wordpress.com/2011/06/metalosis1.gif
http://www.yourlawyer.com/


Outcome of MoM Bearings

National joint registry England and Wales 2012



European 

Recommendations MoM

http://www.efort.org/communications/pdf/2012_05_10_MoM_Consensus_statement.pdf



Actual Situation

• NEW MDR



EU Medical Device Regulatory System
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Timeline for MDR introduction

2017 2018 2019 2020 2021 2022 2023 2024 2025

05.05.2017 Pulication

MDR

25.05.2017 MDR entered

into force

24.11.2017 VO 2017/2018 

entered into force

26.05.2020 

application

of MDR

27.05.2024 

end of

transitional

period

27.05.2015 

end of

period for

liquidation

of stocks

26.05.2017 – 25.05.2020 

Certificates of MDD continue to be

distributed

25.05.2020 – 25.05.2024 

Certificates of MDD are valid up to 4 years

2024 – 2025

Sales of MDD 

medical devices

26.05.2017 – 25.05.2024

MDR-compliant medical devices can be launched on the market.



What have we learned?



Innovation is needed
Tribology



Failure will occur – also in future



Step wise introduction (Malchau thesis 1995)



Experimental surgery – step-wise introduction
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Experimental surgery – step-wise introduction
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Experimental – step-wise introduction
Anatomical reconstruction
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What are current needs?





Close collaboration all stakeholders
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We all look for safe implants – how to get it?



Education & training



Thank you for your attention
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