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e Fantastic retrospective of biologics development and the role of
bioassays in the molecular design, elucidation of MOA and role
in CMC data package.

o Effector function characterization is still a very active and
challenging area, despite being a topic that has been worked on
for many years.

e Technologies not previously implemented routinely in a QC lab
are now successfully finding a home in QC.

e Non-traditional bioassays are also being evaluated for biologic

potency assessments (e.g., HPLC, MS, etc.).
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