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A demonstration of the use of Bayesian methodology in the of the CMC module of regulatory
submissions with a focus on comparability and stability. The use of Bayesian methodology in the
field of CMC statistics has been rapidly increasing with industry leading the way in the application
of these methods leading to recent publications including *Case Studies in Bayesian Methods for
Biopharmaceutical CMC”; Faya & Pourmohamad (2023). This presentation is taken from a
regulatory perspective to illustrate how consideration of these methodologies is conducted and
what particular methodological detailsi.e., modelspecifications are important to ensure arobust
and informative assessment.The aimis to try and engage industry CMC statisticians forincreased
alignment between the industry and regulators on this topic. Additionally, to highlight the
advantagesof how they can be usedto strengthensubmissionsinlight of lack-of-dataissues and
beyond.
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