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9:00-9:30 4 2|
Q Lyophilization Process Design and Modeling
9:30-10:50 ® Lyophilization Physics and Model Building
® Dynamic Optimizers and Advanced CIN Technology
10:50-11:10 #h 4
Q Challenges During Scale up and Transfer
® [nvisible Killers: Cleanroom Effects & Equipment Hardware
11:10-12:30 Gaps
® [essons learned during Scale up: Vial Breakage and Cosmetic
Defects
12:30-13:30 ¥ 3
Q Commercial Manufacturing: Current Best Practices
and Regulatory Expectations
13:30-14:50 .
® C(Current Best Practices
® Meet Regulatory Expectations
14:50-15:10 4k 4
O Commercial Manufacturing: Process Performance
Qualification (PPQ) and Continued Process
15:10-16:30 Verification (CPV)
® Process Performance Qualification (PPQ)
® (Continued Process Verification (CPV)
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