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Method Development and Validation: Approach for Biologics
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H#&E Agenda:
Ff[E] Time /& Topic
8:30-9:00 | &3 Registration
. - Introduction: Background and History of USP,
9:00-10:00 | HEHMHRAE. WRGEMA y Y
Scope of the course
FEFK: Method Development:
&% 10:00-12:00 | 3 [EZ4 A=Y Sk < iE ) Chapters in USP for Biologics
TREEZEE Key elements and consideration
Day 1
ay 12:00-13:00 | F& Lunch
May 20 | 13.00.14:00 ﬁfiﬂ:ﬁ:‘ Method Development:
CQA FI7 i tERE CQA and Method Performance
14:00-16:00 FEF R B Methqd Development Case Study
A Exercise A
16:00-16:30 | & Q&A
. Method Validation: Definition, Validation
. N . N » . \J s v i/% y
9:00-11:00 | AVERAE: & XHKIESH Parameters
=K | 11:00-12:00 | FIERIE: BT Method Validation: Case study
Day 2 | 12:00-13:00 | 7% Lunch
13:00-15:00 | HIERAE: REISHT (82 Method Validation: Case study (cont.)
May 21 1" 15.00-16:30 | ZetI4Mi. FriEmih. %5 B Case Study, Method Verification, Exercise B
16:30-17:00 | & Q&A
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