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EU  MDR

SufficientClinicalEvidence

Clinicalbenefit: the positiveimpact of a device on the health of an individual, expressedin terms

of meaningful, measurable, patient relevant clinicaloutcome, includingoutcome(s) relatedto diagnosis, 

or a positiveimpact on patientmanagement or public health. (MDR art 2 (53))

Risk:the combinationof the probablityof occurenceof harmandthe severityof that harm (MDR art 2 (23))
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ÅMortality 0.7%

ÅWalkingdifficulty 22%

ÅModerate - severe pain 11% 

Williams et al  2002;   Berstock et al 2014;   Hunt et al 2013

Complications Primary Total Hip 
Registry studies > 300.000 patients NJR
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Selectionof implantsperformancein real world

EFORT Implant & Safety initiative 2020



blue: full members >80% data: national registries + KaiserPermanenteInc. (USA)

black:associate members < 80% data completeness




