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USP-NF General Chapter <1210> Statistical Tools for Procedure Validation
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This course introduces key components of USP-NF General Chapter <1210> Statistical Tools for Procedure
Validation. This chapter provides statistical concepts used for procedure validation and complements USP-NF
General Chapter <1225> Validation of Compendial Procedures. The course will include an overview of USP <1225>.
Upon completion of this course, you will:

. Identify the performance characteristics of analytical procedures described in USP <1225>

. Define “fit for purpose” with respect to a procedure

. Identify methods and statistical tools used for procedure validation

*  Correctly apply statistical tools and methods used to validate bioanalytical procedures
. Recognize and avoid common actions that can result in compliance issues during statistical validation
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Analytical chemists, QA/QC staff, R&D staff, Project management staff, Manufacturing staff, CROs, Regulatory
professionals, Technical liaisons who are involved in the validation and verification of analytical procedures

NOTE: You should have at least two years’ experience in the pharmaceutical industry to get the full benefit of this
course.
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Steven Walfish, Former Sr. Principal Scientist, Science-General Chapters, USP
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Mr. Steven Walfish was the former Principal Science & Standards Liaison at United States Pharmacopeia (USP)
responsible for the Statistics Expert Committee. Mr. Walfish has held roles at Becton Dickinson, GE Healthcare,
Human Genome Sciences and Chiron. Steven was President of Statistical Outsourcing Services, a consulting
company that provides statistical analysis and training to the FDA regulated industries. Steven brings over 30 years
of industrial expertise in the development and application of statistical methods for solving complex business issues.
Steven has experience applying statistical methods to analytical method verification and validation and stability
analysis. Steven holds a Bachelors of Arts in Statistics from the University of Buffalo, Masters of Science in Statistics
from Rutgers University and an Executive MBA from Boston University.
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This course will only be 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 Fee: 1500 st AR/ AN RMB 1500/attendee
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