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Bioassay Design, Development, and Validation
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REHNE AL Course Outline & Agenda:

B—K Day 1

08:30-09:00 #£%| Registration

09:00-16:30 3= EZGHMAYITEHERMIEM /4  Structure of USP Bioassay General Chapters
MAARIE Applicable Terminology
XA EVEERNF AR Relative Potency, Bioassay Life Cycle
EET EMR#E%M  Important Tools and Prerequisites
YRR RIFER/EMINE  Bioassay Best Practices
AYIEMERN ¥R R Bioassay Design and Development

JriEE Y 1 EfERIBkEE  Fitness For Use / Potential Challenges

i MLtk Screening and Optimization

TP S N ph 2 PR b v S P 7R S BB AR AT BE Number and Spacing of Standards for the Curve
FEMES . BN 8. SRHER. ik

Replication, Uniformity, Outlier Detection, Optimization

By — G it S AR S IBENL /> A Experimental Design Concepts and Randomization
Git¥R X - HEENREAEE. 7245 Data and Assumptions, Variance Heterogeneity
Wi . R S5AHEE  Goodness for Fit and Measurement of Uncertainty

IEASy Ay Baie. InAl  Normality, Transformation, Weighting

B RNERE RN 72 R GERE 3 B AR vE Validity/Assay/System/Sample Suitability Criteria
Al 2 kRUE  Acceptance Criteria

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

$F K Day?2

09:00-16:00 AEWNEHAGI LRI S/E®IE Bioassay Validation and Post-Validation

PR AN B R 22 1 2 MokYE . Identifying and Measuring Significant Sources of Error
Y —sesb wit Fml B2 kRl Experimental design and acceptance criteria
4iit %5 Statistical considerations involved

EEGRAEYIEEMNEE  Example of a USP Bioassay
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Summary / Wrap-up

16:00-16:30 FHZ Q&A
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