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Qualification of raw materials used in the manufacturing of cellular therapies requires the use of risk assessment
strategies to categorize the critical components of a manufacturing process. In addition to cell culture supplements,
excipients and other formulation’s components must meet the required quality to ensure consistency in manufacturing
and subsequently the quality and safety of finished cell therapy products. This presentation will discuss the critical
challenges facing the development of cell therapies, and the type of qualification programs to help ensure consistency
in the manufacturing of cell and gene therapies. Upon completion of this webinar, you will be able to:

o Demonstrate the challenges facing developers of processes for manufacturing cell therapies

e ldentify existing USP standards for raw materials

e Develop internal processes for the qualification of raw materials.
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Individuals involved in the development of cell and gene therapies from Quality Assurance, Quality Control, Process
Development, Manufacturing and Regulatory professionals.
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Jim Richardson, Ph.D., Former Senior Science & Standards Liaison, Science-Global Biologics, USP
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Dr. Jim Richardson previously worked in the standards pipeline development group within the Global Biologics at USP,
leading efforts to develop standards for emerging technologies such as cell and gene therapy. In previous roles, at
Advanced BioScience Laboratories and Foundation Fighting Blindness, he led translational science activities for the
development of vaccines and biologics to prevent and treat transactional science activities and infectious and retinal
diseases. Trained as a virologist, Jim has also held positions responsible for performing viral clearance testing at ViroMed

Biosafety and AAV vector development and characterization at Genovo/Targeted Genetics. Dr. Richardson earned his
PhD in Biomedcial Sciences at the Mount Sinai School of Medicine.
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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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