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Residual DNA testing is required for demonstrating clearance of DNA from the cell substrate used to manufacture
biologics for therapeutic purposes. This webinar presents an overview of USP General Chapter <509> Residual DNA
Testing, which contains validated measurement methods for E. coli and Chinese hamster ovary genomic DNA in such
biologics. Two USP Reference Standards for the genomic DNA of these substrates have been developed to determine
the residual genomic DNA content in a sample and to demonstrate system suitability for these analytical procedures.
This course will also discuss best practices for other residual DNA methods that are found in USP General Chapter
<1130> Nucleic-Acid Based Techniques—Approaches for Detecting Trace Nucleic Acids (Residual DNA Testing).

Upon completion of this course, you will be able to

» Identify common procedures (hybridization based, DNA-binding protein based, and PCR based) for testing
residual DNA.

+ Identify which assay format may be best for your application, taking into consideration the advantages and
disadvantages of each assay.

» Describe the basis of a qPCR-based residual DNA method.

» Access and use General Chapter <509>.

+ lllustrate how to use the appropriate Reference Standard to assess system performance for the analytical
procedures.
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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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Science & Standards Liaison, Global Biologics, USP
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Dr. Ying Han is a Science & Standards Liaison in USP’s Global Biologics Department. She mainly works on the USP
documentary standards and associated reference standards for antibiotics that still assign potency by antimicrobial
activity. Before joining USP, Dr. Han worked for several biotechnology/biopharmaceutical companies in the
Washington DC area, responsible for process development, optimization, validation and technology transfer for
biologics, including recombinant proteins, gene therapy products and vaccines. 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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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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