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Measure outcome
1. Survival or Revision of implants

Outcome: Loosening Implant in bone
Survival analysis
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FIGURE CUMULATIVE REVISION PERCENTAGE OF TOTAL KNEE ARTHROPLASTIES BY TYPE OF
REVISION IN THE NETHERLANDS IN 2007-2018 (N=241,326).
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= primary Knee
1=650,674 (55.9%)

= primary Hip

Completeness: Primary 29%
Revision (2nd surgery) ??

= Hip Resurfacing
n=7,562 (0.7%)
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Outcome: Loosening Implant in bone
Survival analysis

RSA l
measures Implant — Bone fixation

RSA: 3D migration

Roentgen Stereophotogrammetric Analysis. ’

+ Translation 0.1 mm

+ Rotation 0.1°

50 patients per group \

Evidence from Registries: the Holy Grail?
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Tibia Migration Patient 1 (Attune)

2 Years

Revison (%) at 10 yrs linked to MTPM of TKP
2571  Acceptable I At Risk

>20.000 TKA meta-regression
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Pijls, Nelissen. Acta Orthop 2012 MTPM 1 year (mm)

Early Migration TKA (meta analysis n = 2450 Tka)

0-12 months

Pils et al. Acta Orthop 2018

Effect RSA:
less performing implant earlier off market

Sweden Australia New Zealand

RSA+ RSA RSA+ RSA- RSA+ RSA-

Nelissen et al JBJS Am, 2011

New MDR:
Legacy products Need also Clinical Evidence
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1- year revision Total Hip 2013-2017 (n=142.898)

Cumulative 1.
Competing Risk (95% C1)

v revision percentage
Kaplan Meier (95% CI)

Any type of revision' 1.7(1.7-1.8) 1.8(1.7-1.8)
Major revision? 1.1(1.0-1.1) 1.1(1.11.2)
Minor revision® 0.6(0.6:0.7) 0.6 (0.6-0.7)
*Any type of evision and major i that could of major revision

#Revision of at least the acetabulum of femur component
* Only inlay and/or femoral head exchange (including DAIR procedures)
THA total hip arthvoplasty, CI. confidence interval,

In 20132017, 1,845 (1.3%) primary THAS were Implanted in patients who died within one year after the primary procedure.
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Whats in it for me?

Revision of cemented Total Knee in OA patients
2007-2018 (n=204.702)
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Revision of uncemented Total Hip in OA patients (‘L
2007-2018 (n=160.066)

Total primary Median (18]  Major revision'
age (yr)

Femur component THAS (n) Iyr 3yr Syr L .4 doyr
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Benchmarking implants Performance

Evidence:

O Your p ice (e.g. revision, ications etc)

compared to peers in your country




International Benchmark implant performance
(based on survival analysis)

Criteria - Total Hip Replacement
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Benchmark: Hipstem

FIGURE TREND (PROPORTION [%] PER YEAR) IN ODEP RATING FEMUR COMPONENT IN PRIMARY TOTAL

HIP ARTHROPLASTIES IN THE NETHERLANDS IN 2014-2018.
i I l l l 90% ODEP 10A+

ODEP: Data Panel. K
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Benchmark Outcome
11. comparison between clinics: list or funnel plot
PII 102 Dutch hospitals

funnel plot
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Outlier policy: Self Reflection

rthopacdic Implants|
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Brands of Total knee implants in the Netherlands
2017:29.221 /yr (4% increase /yr)

3-yr overall revision of TKAs for osteoartritis (%)
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Number of TKAS for osteoartritis per type of TKA
® 3yrrevision 9%l Average




Outlier procedure: “Healthy Confidence, but Accountable”
Outers: Benchmark performance S,
‘ - VERENIGING | NOV
mean 1-year revision primary Total Hip per hospital: 1.6%
THA 2017 2016 =137.725
Phase II.1 Implant:
Analysis + Actionplan

ﬂ\?o ] Phase 1.2 Surgeon Group:

Analysis + Actionplan
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Decision
based on
evidence

2018 European Innovation Scoreboard

EU countries with rigorous research
(Registries, RSA) highest innovation

“Do not let your patient become
a fashion vietim”
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