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Bacterial Endotoxins Test Using Recombinant Reagents
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This course provides an in-depth examination of the Bacterial Endotoxins Test (BET) using recombinant reagents. Participants will

gain a comprehensive understanding of the significance of endotoxin testing in ensuring product safety and compliance with
regulatory standards.

The course begins with an overview of bacterial endotoxins, their sources, and their implications for human health. It highlights
the importance of accurate endotoxin detection in pharmaceutical products, particularly those administered parenterally.
Participants will learn about the advantages of using recombinant reagents, such as recombinant Factor C (rFC) and recombinant
cascade reagents (rCR), which offer a non-animal-derived alternative to traditional testing methods.
Participants will explore the methodologies involved in performing the BET using recombinant reagents. This includes preparation
of standard endotoxin solutions, execution of both fluorometric and chromogenic techniques, and interpretation of results.
The course will also address current regulatory requirements and best practices for incorporating recombinant reagents for
endotoxin testing, equipping participants with the knowledge to navigate compliance challenges effectively.
Upon completion of this course, you will be able to:

¢ Define bacterial endotoxins and explain their significance in pharmaceutical testing.

e Identify and describe the recombinant reagents and testing techniques used in BET.

e Identify and explain current regulatory requirements for endotoxin testing using recombinant reagents.

e Implement testing methods for products that have a monograph requirement for BET.
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Pharmaceutical microbiologists, quality control (QC) scientists, quality assurance (QA) professionals, and
regulatory affairs specialists
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Leslie Furr, Principal Scientist, Microbiology, Science-General Chapters, USP
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Leslie Furr is a Principal Scientist of Microbiology for Science-General Chapters at USP. She has been with USP since 2018
where she is a liaison to the Packaging and Distribution, Dosage Forms, and Microbiology Expert Committees. Before becoming
a liaison at USP she was an Expert Committee volunteer for the Chemical Medicines group with expertise in antibiotic testing. She
holds a certification from the American Society for Microbiology as a Specialist Microbiologist in Pharmaceutical and Medical
Device since 2012. Prior to working at USP, she was a Senior Microbiologist in the pharmaceutical industry where she spent 14
years in method development, R&D, and manufacturing support for non-sterile products. She obtained her B.S. in Microbiology
from the University of North Carolina at Charlotte and her M.S. in Pharmaceutical Sciences at the University of Florida.
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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.

B2 Fee: 250 st AT/ A RMB 250/attendee
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