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Problems European Device Regulations



manufacturer: „Technical documentation“ (TD)

safety and performance

„Quality Assurance System“ (QAS)

standards of production

Notified Body Auditing TD & QAS (on-site inspection)

manufacturer: declares conformity and affixes CE-mark

National authority: market surveillance (device monitoring)

manufacturer: post market surveillance (part of QAS)

manufacturer: obliged to report incidences

membership state: evtl. withdraws marketing

> 70 (competing)

NBs in Europe

no govenmental

licensing agency

(like US-FDA)

National adoptions

(i.e. no EC-wide registry)

Main problems



Hip resurfacing

Modern MoM

Designer studies:

promising results



Hip resurfacing



Hip resurfacing

Designer studies:

promising results

Dresden experience



Lessons learned

Innovations in surgery

Gross (1993)



Lessons learned



Lessons learned

IRegistries are effective, but at a late stage

IResponse of regulatory authorities is inhomogenus and delayed

IClose surveillance of innovations

Stepwise innovation Chaotic innovation

Malchau Dunbar



Lessons learned ?


