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USP and ATCC are collaborating to present the webinar “Residual DNA Testing” focused on Residual DNA detection
in biologics for therapeutic use. This webinar will introduce USP General Chapter <509> Residual DNA Testing,
outlining validated extraction and gPCR method for the measurement of E. coli and Chinese hamster ovary (CHO)
genomic DNA within these biologics. Highlighting the use of USP Reference Standards catering to these substrates,
the webinar provides the application examples of these RSs used for the determination of residual genomic DNA
content in samples and for the crucial demonstration of system suitability for analytical procedures.

Additionally, the session will showcase the pioneering products jointly launched by ATCC and USP, specifically
designed to elevate quality standards and minimize risks during the development of biological therapeutics and
vaccines. These products facilitate the assessment of residual gDNA clearance using analytical reference materials
derived from authenticated cell lines commonly employed in vaccine and biologic manufacturing. Attendees of this
course will gain expertise in residual DNA monitoring and control, accessing and implementing General Chapter
<509>, and effectively utilizing USP Reference Standards and ATCC-USP joint gDNA reference materials to
determine the residual DNA in samples and assess analytical procedure performance.
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Quality assurance and quality control specialists and auditors; Lab personnel in research and development,

manufacturing, and production; Manufacturing scientists and managers; Contract research/manufacturing
organizations; Scientists and researchers; Batch record reviewers; Validation specialists.
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Dr. Ying Han is a Senior Scientist Il in USP’s Global Biologics Department. Her work mainly focuses on the USP
documentary standard development for a variety of biological products from antibiotics, peptides to complex biologics.
She has a strong background and expertise on the development and regulation of drug products. Prior to joining USP in
2017, Dr. Han worked for several biotechnology/biopharmaceutical companies in the Washington, DC area, responsible
for the process development, optimization, validation and technology transfer for biologics. Dr. Han is the author of
numerous publications in peer-reviewed journals and served as an editorial board member for Protein Expression and
Purification and Asian Journal of Chemistry.
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Leka Papazisi, DVM, PhD, Principal Scientist, Microbiology R&D, Product Life Cycle, ATCC
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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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