
optimization

The commercial context

Clinical trial



What is a clinical trial for an implantable 

device?

•

•



Medical device development pathway



Implantable device trials



Implantable device trials: Budget models



How to inform the clinical trial plan



•

•
–

•
–

–

–

Where do I start?

“Begin with 

the end in 

mind.”
- Stephen Covey



Risks are real, but it is doable

•

•

•



Medical device development pathway



Clinical trials value generation

•

•

•
–

–

–



Small budget? Test the market

•

•

•

•

•
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Strategy perception

•

•

•
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Regulatory landscape for devices

•

•

•



•

•

•

Classifications



•

•

•

Implantable medical device



EU/AU – Medical device regulations are similar

•

•

•

•

•



Active implantable medical device (AIMD)

•

•

•

•



Regulatory approval ≠ sales or adoption

•

•

•



The payer’s role

•

•
–

•

•

–

•

•
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•

•
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The fun starts after approval



Commercial considerations upfront: 

decision makers and adoption

–

–

–

–

–



Share price plunge



Consider payer risk; 

change in procedure coverage



Consolidation: value analysis process

•

•

•

•

•

•

•

•

•



Australia as a destination for clinical trials?

•

•

•

•

•

•



Creating your value proposition

•

•



This is achievable

•

•

•

•

•




