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Bioassay Design, Development, and Validation
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BENEARELHE Course Outline & Agenda:

8:30-9:00 4£%| Registration

9:00-17:00 XEZGHAEYEHERMBEM A4  Structure of USP Bioassay General Chapters
MAARIE Applicable Terminology
XM Relative Potency
A= R T F) PR3 Bioassay Life Cycle
EET EMR#E%M  Important Tools and Prerequisites
YRR RIFER/EMINE  Bioassay Best Practices

AYIEMER B IF R Bioassay Design and Development
o  IEMIEHME [ ETEMIHEEL  Fitness For Use / Potential Challenges
o A4 Screening and Optimization
o IR N 2 AR A L 7R AR RN 7R R ] BB Number and Spacing of Standards for the Curve
o FEMMIES. AESR B, BEERN. R
Replication, Uniformity, Outlier Detection, Optimization
o W —SIGT RS AR IBENL > A Experimental Design Concepts and Randomization
o GUP¥R N EHENHEMEL. 7 ZEAFF Dataand Assumptions, Variance Heterogeneity
o WIHE. WESAHERE  Goodness for Fit and Measurement of Uncertainty
o IEENAR. B, Al Normality, Transformation, Weighting
o ARMELASVERIN T VR R GURE & F AR UE Validity/Assay/System/Sample Suitability Criteria
o T[HE%brME  Acceptance Criteria

it i (B—LW#iH#S)  Robustness (experimental design concepts)

A WEHERI T N ROE 5 E¥HE  Bioassay Validation and Post-Validation
o RGIANNEIRZE R EEMORYE  1dentifying and Measuring Significant Sources of Error
o WGVt AIA 2 kR iE  Experimental design and acceptance criteria
e 4iit2% & Statistical considerations involved
EEGRAEYIEEMNEE  Example of a USP Bioassay
17:00-17:30 HZ Q&A
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