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Using modeling and simulation for regulatory-grade evidence and improving outcomes of medical device trials

Challenge: Device trials are a high barrier
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* Assumed 25% less risk of inappropriate therapy
 Cost: $10-20 million, Time: 2-6 years Today Future (Vitality Il vs. Medtronic)

» Many trials fail to show the desired outcome * (Result) Vitality Il had a 34% increase in risk
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(1) Pre-clinical simulation and robustness plane (2) Discount function and effective sample size (4) Case study: Post-trial simulation results
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