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How are you monitoring the health of your Bioassays methods?

1. What constitutes Bioassays Method “health”?
o EC50
o Internal control
o Reference Material
1. Primary & Secondary
Raw signal
Parameters A,B,C,D
DS & DP Trending
o Failure Road

o O O

2. How does the approach change based on the phase of development?

o Separate assay control

1. E.g.ToxBatch
3. Potential use cases of Bioassays method monitoring that may be utilized to evaluate
product quality?

o Prove impactifitis really product quality trend US. Method trend
4. Challenges for monitoring?
Semi-automated trending
Different labs trending the same things

o

Across sites monitored on an annual basis

o

o

Pipetting training new analysis
= G6 wells - all the same dilation
=  EC50 (no serial dilation)
= Heatmap
=  QObserve, be observed, 3 valid assays
5. How are Al & other digital tools influence practices?
o Automated export



