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ABSTRACT: The U.S. Food and Drug Administration (FDA) released a draft guidance (FDA, 2026) describing 

the Agency’s thinking on the use of Bayesian methodology as an analysis method and decision framework for 

drug approval. The specification and calibration of the success criteria are key points in the draft guidance. 
Calibration to type I error rate, direct interpretation of posterior probability and decision-theoretic approaches 

are given as different types of choosing the success criterion of a trial. A typical Bayesian success criterion 
would take the form of “Pr(d>a)>c” or “Pr(d<a)>c” (where “d” is a population-level summary of the size of the 

treatment). The draft guidance does not prescribe universal values for “a”, the minimum threshold for the 
treatment effect, and “c”, the minimum probability level required to support a conclusion of effectiveness, 

unlike the one-sided significance level of 0.025 in a frequentist approach. 

 
In the draft guidance, among the situations where Bayesian methods have been used in submissions to the 

Agency, the dose-finding trials in oncology including model-based designs such as Bayesian Logistic Regression 
model (Neuenschwander et al. 2008) are listed. In a dose-finding trial, a model-based approach within a 

Bayesian framework can be used to inform dose-escalation decisions and to determine the maximum tolerated 

dose. Escalation decisions can be based on the escalation with overdose control criteria (Babb et al., 1998) or 
the minimal loss function (Neuenschwander et al. 2008).  

 
In this talk, I will describe how the methods for dose-escalation decisions match the success criteria mentioned 

in the guidance and how the operating characteristics of these methods are evaluated via simulations, 
illustrated with a dose-finding oncology trial. I argue that flexibility in specifying values for “a” and “c” is a 

feature justified by sufficient investigation of operating characteristics, enabling more trial-specific success 

criteria, with practical implications for regulatory submissions. 
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