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ABSTRACT: Process Characterization (PC) is critical in biopharmaceutical development to understand how
manufacturing process parameters impact product quality and performance. This presentation shares Sanofi's
main practices for applying Design of Experiments (DoE) methodologies in R&D/CMC process characterization
studies, with two primary objectives: establishing Proven Acceptable Ranges (PARs) for key process parameters
and evaluating impact severity through Impact Ratios to identify Critical Process Parameters (CPPs).

We provide an overview of our methodology for designing and analyzing Designs of Experiments, addressing key
aspects and challenges including model selection, strategies for handling block factors, Impact Ratio calculation
using different formulae, and Proven Acceptable Range (PAR) determination in various contexts.

Our approaches are illustrated through concrete examples drawn from recent programs.
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