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Pre-i2R

Design Verification 
& Validation

Pre-clinical
• Design freeze
• V&V with users (MDs)
• In vitro (3DP)
• In vivo 

Clinical
• First in human trials
• Early feasibility studies 

                         
                           

Concept Evaluation
• IP
• Clinical
• Regulatory
• Bus/Marketing
• Early design &
    prototype

Design Feasibility?• Application
• Initial vetting

EXIT

What?        Who?

i2R
Review

Committee • User needs/VOC
• Design inputs
     Prototype/Test
    - In silico (CAD)
    - In vitro (Benchtop)
    - In vivo

      Feasibility tests

• Design outputs

                                       CAN WE DO IT?
   

• Startup
• MDM

• Equity
• Royalties

PRE-i2R

WHAT IS IT? Reality

idea

Idea to Reality Center (i2R) 
Medical Device Development Process

WE DID IT!SHOULD WE DO IT?


