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	Statistics problems in bioassay

Abstract:   
For the first time in 50 years, the US Pharmacopeia (USP) is rewriting their chapter on bioassay. What started as one chapter has become four. The presenter is one of four statisticians working on the rewrite. It has become apparent that some simple statistical techniques are not being used by the bioassay practitioners and many techniques are applied incorrectly. Testing for parallelism using USP methodology will be discussed. Investigating dilutional linearity through relative bias will be presented. More complicated statistical problems needing solutions will be presented.

Dr. Callahan received her Ph.D. from Johns Hopkins University in Mathematical Statistics. She has been a statistical consultant in San Diego since 1982. She has worked in environmental monitoring, pre-clinical and clinical trials, manufacturing and quality control and, most recently, bioassay development and validation.


	


