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USP Standards and Best Practices for Gene Therapy
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Gene therapies offer tremendous promise to address human disease but their complexity and diversity present unique
challenges to those seeking to standardize materials and methods. USP is engaging with stakeholders to identify and
develop documentary and physical standards to support gene therapy. This presentation will provide an overview of

existing USP documentary and physical standards as well as an update on standards under development.
(This on-demand recording is from the USP Workshop on CMC for Gene Therapy, held February 18-19, 2020)
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QA/QC analysts; R&D scientists, managers; Team members in CMC development projects; Manufacturing and
process development scientists, managers; Regulatory affairs specialists; Contract research organizations;
Contract manufacturing organizations
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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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This course will be 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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