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This course discusses the USP Package Integrity Evaluation <1207> series of general chapters. This course will
focus on the practical aspects of various Container Closure Integrity (CCl) test technologies in the overall context of
sterility assurance and provides a systematic approach to the selection and application of these leak test
technologies throughout the drug product lifecycle.
Upon completion of this course, you will be able to:

» Describe <1207> recommendations on CClI.

» Define CCI requirements for various container and drug product types using a risk-based approach.

* Explain principles of various CCI testing technologies and their practical applications.
* Define CCI test method development and validation approaches and best practices.
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Parenteral drug packaging engineers and formulation scientists, Laboratory scientific staff and managers, Parenteral

manufacturing staff, Sterility QA staff, Regulatory affair scientists, Pharmaceutical packaging component
manufacturing staff.
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Leslie Furr is a Senior Scientist Il to the Compendial Science-General Chapters group at the 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.

B ZFH Fee: 1500 jc A/ AN RMB 1500/attendee

#4772 Register Procedures:
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2. REEASEL. WA EIhE L/ W3R 7 24t Invoice is available by express after successful registration.
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