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USP Standards to Support Quality of Potency Measurements
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USP’s innovative public standards for bioassays have supported potency measurements for decades. Standards
range from best practices for development, validation, and analysis of bioassays in general to more specific issues
such as Fc receptor assay function or new in vitro assays to replace in vivo assays. This course will delve into the
current state of documentary standards as well as new biologics reference standards that support product quality and
consistency over time.

After this course, you will be able to describe the history of USP Standards, define a potency measurement, describe
appropriate use of USP bioassay guidance, identify the content and revisions of the USP bioassay chapters, discuss
the new General Chapter <1108> in support of Fc receptor assays and other chapters that support cell-based assays,

discuss the use of reference standards that are fit for purpose and support potency measurements, trending, and
stability testing.

SR Who Should Attend:

R ERIIRE TR % . ONC GEHF 22 A 5. QA/QC N, BEHLIIRI S AL AP RE 2 T4 . R&D W5
O A . CRO A TR .

Bioassay Scientists, CMC Statisticians, QA/QC Staff, Regulatory Scientists, Analytical Scientists, R&D Scientists
and Managers, Contract Research Organizations.
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Maura C. Kibbey, Ph.D., Sr Scientific Fellow, Science - Global Biologics, USP
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Steven Walfish, Principal Science & Standards Liaison, USP
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Access to this course expires 14 days from the date of registration or until you mark it ‘Complete’ in your transcript—
whichever occurs first.
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