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Improvement through Innovation -How much evidence do you need to 
adopt?
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Need for innovation?

Sir John Charnley
* 1911 - † 1982



Low-Hanging Fruits & Marginal Gains?



All CE rtified.. 

• Former Guideline 93/42/EWG
„Whereas medical devices should provide patients, users 
and third parties with a high level of protection and attain 
the performance levels attributed to them by the 
manufacturer”

• Changed to EU MDR: „Medical Device Regulation (EU) 
2017/745“ on 25.05.2017



Those were the days.. 

• e.g. MUTARS Tumor Hip 
Arthroplasty: Designed 1992 
(Winkelmann, Gosheger, UKMünster)

• Classical „Napkin Design“ – scribbled 
drawing on a coaster

 
• Short ways, direct cooperation

• Pragmatic Solutions
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Rx. Pre-OP



Rx. Post Explant



PMI Planning



Rx. Post-OP Outlet / Inlet



Rx. Post-OP Obturator / Ala



Yet still.. 



And why?

Anecdotal story of 
someone you know



Is the next big thing just around the corner?



A word on 3D Printing?

Structural differences to casted or forged implants?

Little to no discussion on cleaning, sterility, safety?

Do we really need it that much?



o a SAFE product
o EASY to use
o QUICKLY available 
o FLEXIBLE to adopt
o to be used in many INDICATIONS
o with excellent RESULTS for my patient
o at an affordable PRICE

o .. and little to no paper work associated 
with it..

The surgeon‘s perspective
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MedTech development?

Sales

Engineering Surgery
Admin

Regulatory

Profits?
Do-able? Usable?

Safe to 
use?

Costs?

AI-generated Image



Example: Robotic Surgery..

AI-generated Image



Are implant registers any help?



Non-believers: „But in my hands..“



What degree of evidence do you need?

Who is driving the process? And 
why?
Is there an actual need?
Do I really need impovement?



Example 2: Tissue engineering



Tissue engineering



How to obtain evidence?

Sales

Engineering Surgery
Admin

Regulatory

Do we
have a common 

at all??

goal

AI-generated Image



All hurdles are regulatory?



Innovation will happen outside the EU?





o Open to innovation BUT

o always safety-driven

o Compassionate towards patients as well 
as our ego!

o We chose physical work over 
interlectual work when deciding for 
surgery

The surgeon‘s perspective
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The surgeon‘s perspective
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AI-generated Image



o Industry – ask for true clinical problems

o Engineers – Involve early for practicability

o Admins – allow innovation, cooperate

o Sales – don‘t lie to us. Sell true value

o Regulatory – give a reliable frame work

o Find someone else for the paperwork!!!

How to get your surgeon to work with you..
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Vielen Dank 

• trandau@severinskloesterchen.de

• @instaorthopedoc

• Thomas Martin Randau

• Thomas Randau

• 0000-0002-5224-9639
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