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Historical pittfals
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Boneloc Bone Cement (1992-1996)

Acta Orthop Scand. 1998 Oct;69(5):479-83.

Inferior performance of Boneloc bone cement in total knee arthroplasty: a prospective
randomized study comparing Boneloc with Palacos using radiostereometry (RSA) in 19 patients.
Nilsson KG' Dalén T.
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Hylamer polyethylene (1959, 1968, 1996)

CHANGING CRYSTALLINITY OF POLYETHYLENE
IN THE ACETABULAR CUPS OF WELLER HIP PROSTHESES

Low Friction

: Arthroplastyqf’che Hip
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Metal-on-Metal Bearings
Large head THA / Resurfacing THA
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MoM — pseudo-tumor
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Medical Device Alert

Ref: MDA/2012/036 Issued: 25 June 2012 at 11:00

Device
All metal-on-metal (MoM) hip replacements

EMENT PATIENTS

. METAL ON METAL
HIP IMPLANTS CAN FAIL
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http://earlstevens58.files.wordpress.com/2011/06/metalosis1.gif
http://www.yourlawyer.com/

Outcome of MoM Bearings

Figure L2

Risk of revision by bearing surface (cumulative hazard with 95% confidence intervals).
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European
Recommendations MoM

Deutsche
Arthrose-Hilfe e\V.

DAH

Consensus statement “Current Evidence on
the Management of Metal-on-Metal Bearings”

April 16, 2012

http://www.efort.org/communications/pdf/2012_05 10 MoM_Consensus_statement.pdf

RAPID Vejle Sygehus Region of
RECOVERY - o8 del o Sygetus Litebesk Southern Denmark



Actual Situation

NEW MDR
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EU Medical Device Regulatory System
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* Entry into force of the MDR

* Full application of the MDR

* Full application of the IVDR

Fig. 1 Timeline for implementation of the new regulations.
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Timeline for MDR introduction
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What have we learned?
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Innovation Is needed
Tribology

CoCr/Polyethylene cocr/cJossﬁne‘ Alumina/Crossfire® Metal/Metal Alumina/X3™ Alumina/Alumina
Polyethylene Polyet!wlene
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200 microns/year 20 microns/year 6.2 microns/year 4.3 microns/year 1.4 micron/year <1 micron/year
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so In future
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Step wise introduction (Malchau thesis 1995)

H. Malchau, Thesis, 1995
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Experimental surgery — step-wise introduction

VITAL-XE®

Vitamin-E cross-linked UHMWPE

The natural The real neck prosthesis

alternative

A

" Optimal proprioception

Extremely easy implantation
Physiological functional recovery
Maximum bone stock preservation
Hip Resurfacing altenative

40mm head diameter

.permedica.com

permedica SpA - 23807 Merate (LC), via Como SN
fel: +39 039 95.14.811- fax: +39 039 9905105 '8 o
nfo@permedica.com o
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Experimental surgery — step-wise introduction

¢ Reduced Stress Shielding

* Easy To Revise

e Tissue Preserving

* More Stable Implant
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Experimental — step-wise introduction
Anatomical reconstruction

Strength

you can trust
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What are current needs?
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The Swedish Hip
Arthroplasty Register

Annual Report 2016

FOR YEAR 2016

NATIONAL JOINT
REPLACEMENT REGISTRY

Hip, Knee & Shoulder
Arthroplasty

ANY HEALTH PROBLENS YO\ WISH TO DECLARE?

g,
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™ HIPS
National Joint Registry ‘l KNEES
v ircentre 1. uk
drking bur perients, driving fermard qustity | J ANKLES

Leddproteser =

REPORT

June 2017

Norwegian National Advisory Unit
on Arthroplasty and Hip Fractures

Norwegian Arthroplasty Register
Norwegian Cruciate Ligament Register
Norwegian Hip Fracture Register
Norwegian Paediatric Hip Register 13th Annual Report

Helse Bergen HF, Departiment of Orthopaedic Surgery,
Haukeland University Hospital

http:inriweb. helse.net

< - National Joint Registry
Online LROI annual report 2017 1550 1933 2208 [oinicd verslan) for England, Wales,
2L 2 1363-5914 (Online) Northem Ireland and
10 years of registration, a wealth of information
the Isle of Man

55N 20641 2% i Surgical oata to 31 December 2015
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www.rokrapportage.nl




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




Education & training
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