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Challenges of Bioassay Development and Specification Assessment
for Biosimilar Product with Multiple Mechanisms of Action
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The development of potency assay(s) for biosimilars is based on the understanding of the known mechanism(s) of
action of the molecule. This requires the sponsor to establish a functional cell-based bioassay at an early stage of
the product development life-cycle and apply the bioassay for biosimilar product release, stability, characterization,
and similarity assessment of biosimilar lots and reference product lots. With increasing knowledge of the reference
product, requirements from regulatory agencies, and advancement of technology, additional bioassays for
manufacturing control may be needed for molecules with multiple mechanisms of action. For molecules with ADCC
effector function, a functional or surrogate ADCC assay will likely be required to control ADCC activity in addition to
the control of N-linked Fc glycosylation. Considerations and challenges of bioassay development and specification
assessment will be discussed in this presentation.

(This on-demand recording is from the 8th USP Bioassay Workshop, held September 18-19, 2019.)
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Biopharmaceutical and vaccines industry professionals, Cell and gene therapy product developers, Regulatory
reviewers of bioassays, Biosimilar manufacturers, Bioassay software developers, Statisticians, QA/QC specialists
for bioassays
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Ling Gu, Ph.D., Biotherapeutics Pharmaceutical Sciences, Analytical Research & Development, Pfizer
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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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