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Statistics in Medical Device Clinical Trials”

Because of the inherent flexibility in the design of a Bayesian clinical trial. a
thorough evaluation of the operating characteristics should be part of the trial
planning. This includes evaluation of:

e probability of erroneously approving an ineffective or unsafe device ~ ® Ppower (the converse ot fype L1 error rate: the probability of
(type I error rate), appropriately approving a safe and effective device).

e probability of erroneously disapproving a safe and effective device * sample size distribution (and expected sample size).
(type II error rate),

e prior probability of claims for the device, and

e if applicable, probability of stopping at each inferim look.‘
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