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H# Agenda:
9:00-9:30 £ 3| Registration

9:30-12:00 T fi# cGMPs Wf2EHEMRER Understanding cGMPs of Stability Testing Requirements
o MMM EESEA  Critical Role of Drug Stability
o [E GMP i1 21 CFR 211 X2 M HI52M  Impact of Chinese GMPs and 21CFR211 on Stability
e ICH J77%:#1 Q1AR2 ICH process and Q1AR2
o MT&EEREERZMBAEEMA TSR  Stability protocol for global submission
REERRTENA Stability Indicating Test Methods
e ICHQ2A/B XIRIEREK  ICH Q2 A/B on Validation
o USPi#i<1225>777k551E  USP <1225> Validation
e USPiil<1226>7577%Hih  Method verification based on USP<1226>
o FREMAERMIR % Stability-indicating test methods
12:00-13:30 4#& Lunch

13:30-16:00 }EBHIFREMET A Critical Stability Operations
o FRmMITIEMHEPIR  Critical steps of Stability Process
o FHEFEVEAFESVERIMI4LIRES  Reduce testing with bracketing and matrixing
o GEPRIEFFESIAMALEL S Benefits and drawbacks of bracketing and matrixing
o FREMEIEIEAL  Stability Data Evaluation

FasEtLE M OOSHE  Conduct Out-of-Spec investigation for Stability Results
e FDA OOS 5551 FDA & #5F FDA draft guidance on OOS and FDA Guides to inspection
o S EHAE OOS AT M Analyst's and supervisor's roles in OOS investigation
o FaEMEE OOT  Out-of-Trend for Stability Data
o AL/ Determine Corrective Actions/Preventive Actions

16:00-16:30 & Q&A

This agenda is subject to change. stF#X (2%, AlkHFELURERAF



