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Bayesian methods that incorporate historical information from
past active control studies through the use of prior distributions
of model parameters provide an alternative approach to
evaluating non-inferiority in the NI trial itself. Although
discussed In the literature and used in other research settings,
CDER and CBER have not had much experience to date in
evaluating NI trials of new drugs or therapeutic biologics that
make use of a Bayesian approach for design and analysis. If a
sponsor is planning to conduct a Bayesian NI trial, early
discussions with the Agency are advised.
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5.2 Hypothesis testing

Statistical inference may include hypothesis
testing, interval estimation, or both. For Bayesian
hypothesis testing, you may use the posterior
distribution to calculate the probability that a
particular hypothesis is true, given the
observed data.
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