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Abstract:

This presentation describes several applications of PAT and QbD approaches in bio process
development and manufacturing for (1) monitoring, (2) controlling, (3) real-time release and
(4) optimization. Examples from various cases will be presented.

Presentation topics:

e PAT is more then just monitoring

o PAT benefits and regulatory approaches

e Measuring what and how? Some examples on new process analytic (PAT) concepts
for bioprocess monitoring, Design of experiments, multivariate data analysis
Advanced Process Control and real-time product release
PAT as part of the manufacturing and development architecture
PAT and PLM as a continuous process understanding and improvement tool
PAT implementation roadmap

Participants will gain valuable insight and a useful roadmap for leading their organizations to
make the necessary changes for PAT and QbD.
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