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Principles and Practices for Bioassay Standards
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Reference standards are essential to the development and control of biological products. USP recommends reporting
potency of test articles relative to a reference standard, while some laboratories use these also or instead as a control.
Considering their importance, however, there is no consensus on the source of a reference standard, the basis and
means of reference standard qualification and stability evaluation, or the use of a primary standard. This talk will
discuss principles and practices related to reference standards used to report potency of biological products and
propose strategies for their acquisition and evaluation. Those proposals will borrow from practices related to quality
by design for analytical methods, highlighting fitness-for-use of a reference standards as well as reduction of
uncertainty and the decision risks associated with their uses during development and quality control.

(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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Tim Schofield, USP Statistics Expert Committee Member, CMC Sciences, LLC
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Principles and Practices for Bioassay Standards

PHIHA4H Instructor (cont.)

Prior to starting his own consulting business Tim Schofield worked at:

o GSK as a Senior Advisor in Global Vaccines Technical R&D, and previously a Director in US Regulatory Affairs,

o Medimmune as a Senior Fellow in Analytical Biotechnology,

o Arlenda as US Managing Director and Head of Nonclinical Statistics

o Merck Research Laboratories heading the Nonclinical Statistics department.
Tim received a Bachelor of Science degree in Mathematics from Lafayette College, and a Master of Arts degree in
Statistics and Operations Research in 1976 from the Wharton School of the University of Pennsylvania. Tim is a
member of the USP Statistics Expert Committee and has participated in industry initiatives related to Quality by Design,
analytical method development and validation, stability and specifications. He is the Chairman of the IABS Publications
Committee and a Guest Researcher at NIST.
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This course will be only available to you for 14 days from the day of successful registration or until you mark it
‘Complete’ in your transcript— whichever occurs first.
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