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ISPOR Medical Device Special Interest Group/Working Group

 Since September 2014, the Working Group has deliberated 
practical differences between medical devices and other health 
technologies, including drugs.  The Group is geographically 
and professionally diverse, with extensive representation from 
Europe and North America.
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Goals

 Currently, to develop a document, possibly in two parts, 
describing issues/challenges related to device development, 
validation, regulation, professional education and 
commercialization in the context of valuation, reimbursement 
and adoption.  What and why.
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Methods

 Perform a gap analysis

 Collect perspectives from stakeholders

 Analyze the role of evidence generation

 Study future roles of HTA for medical technologies

 Give inputs to capacity building and international 

collaboration
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Topics

 Medical device diversity
 Regulatory and reimbursement evidence
 Reimbursement pathways
 Price-access optimization
 Methodological challenges
 Key elements to a value assessment framework for devices
 Primary factors in the development of a common framework

 In the future, propose improved economic validation methods 
and reimbursement frameworks that accurately reflect total 
medical device value. How.
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