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Ensuring the quality of antibiotics is more important than ever as additional data shows that quality plays a role in
antimicrobial resistance. USP has a large portfolio of monographs, chapters, and reference standards that support
antibiotics manufactured by both fermentation and chemical synthesis approaches. This webinar will primarily focus
on analytical approaches for complex antibiotics that still use microbial assays to ensure potency of drug substances
and products. The following topics will be discussed:
* Introduction to USP documentary and physical reference standards
» Background and context of USP antibiotics standards
» Overview of the cylinder - plate and turbidimetric methods for antibiotic potency in USP test General Chapter
<81> Antibiotics—Muicrobial Assays
* Introduction to <426> Histamine Test Methods, a new proposed USP test general chapter
» Case studies that illustrate modernization of antibiotic monograph procedures including:
o Microbial assay conversion, including use of General Chapter <1223.1> Validation of Alternative
Methods to Antibiotic Microbial Assays
o Approaches and challenges to implementing new or improved impurity methods
Upon completion of this course, you will be able to:
» Describe different types of USP standards
» Describe microbial assay methods used to measure antibiotic potency in USP test General Chapter <81>
Antibiotics- Microbial Assays
» Describe the purpose and approach of proposed USP General Chapter <426> Histamine Test Methods
» Explain the use of General Chapter <1223.1> and the basis of bridging between a microbial bioassay and
a HPLC method
» Detail suitable approaches to modernizing USP monographs
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2154 Who Should Attend:
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Microbial Assay Scientists, Regulatory Scientists, Analytical Scientists, QA & QC Staff, R&D Scientists and Managers,
Contract Research Organizations.
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Ying Han, Ph.D., 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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Dr. Julie Zhang is a Scientific & Standards Liaison and Team Leader in USP’s Global Biologics Department. Her group
is responsible for documentary standard and reference standard development for a variety of products from antibiotics,
peptides to complex biologics. Dr. Zhang joined USP in 2017 and her focus was on the antibiotics that use microbial
assay by following General Chapter <81>. Dr. Zhang has strong background and experience in the development and
regulation of drug products. Prior to joining USP, she worked in pharmaceutical companies with strong analytical
experience in the development and regulation of drug products such as method development and validation.
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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.

B %R Fee: 300 L AR /A  RMB 300/attendee

#4 7 X Register Procedures:
. B E (RE#Ha) #ITELHRE.

USP-China Y& zkIk f*:  USP-China account

KZX A Beneficiary: EZAHIREFREARSE (L) FRAA
K= Account No.: 6841 12464 120

2. REEAE. HTRSZE B TR &% e-Invoice is available by email after successful registration.
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