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EU MDR //

SufficientClinicalEvidence 2

Clinicalbenefit: the positiveimpact of a device othe health ofanindividual expressedh terms

of meaningfu) measurablepatient relevantclinicaloutcome includingoutcomgs)relatedto diagnosis,
or apositiveimpact onpatient management or public healthuor art 2 53))

RISk:the combinationof the probablityof occurencef harmandthe severityof that harm vpr art 2 (23))
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Complications Primary Total Hip
Registry studies > 300.000 patients NJR

A Mortality
A Walkingdifficulty

A Moderate- severepain

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



Complications Primary Total Hip
Registry studies > 300.000 patients NJR

A Mortality 0.7%
A Walkingdifficulty 22%

A Moderate- severepain  11%

Williams et al 2002; Berstock et al 2014; Hunt et al 2013
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Selectionof implants performancein realworld

©Swedish Hip Arthroplasty Register

EFORT Implant & Safety initiative 2020



%5@ blue: full members >80% data: national registridsaiserPermanentinc. (USA)
WISAR  black:associate members < 80% data completeness



Figure 7: Distribution of Procedures (N=1,164,814)

B Primary Knee
n=650,674 (55.9%)

B Primary Hip

n=237A 872 (27 D0L)

® Hip Resurfacing
n=7,562 (0.7%)

= A AT AACIS A e e - it T amlacanmamd Dancfr
2 2018 AADS American Joint Replacement Registry



