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This course expands on the key elements of USP-NF General Chapter <1010> concerning acceptable statistical
concepts and practices for the analysis and interpretation of analytical data. Special emphasis is places on making
statistical inference using statistical interval approaches, use of the right statistical methods to establish comparability,
sample size calculation for significance and equivalent tests, outlier detection, and application of variance component
analysis to tease out variations from different sources. At the conclusion of this course, participants should be able to
define statistical concepts commonly encountered in the literature and the USP, describe the measures of central
tendency and creation of confidence intervals, explain the use of hypothesis testing, select the appropriate statistical
tests, and interpret statistical outcomes.
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Biologists, Chemists, Analytical scientists, Quality engineers, Statisticians, those who are involved in design, analysis,
development and validation of analytical procedures, processes and products, QA/QC analysts, R&D scientists and
managers, Regulatory affairs specialists, Site inspection and CMC review chemists, Manufacturing scientists and
managers.
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Jay Li, Ph.D., Director, Market Research & Analytics, USP China; USP Professional Education Faculty
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As the Director of Market Research & Analytics, Dr. Li leads USP China and USP India teams to provide advanced
analytics and data visualization support for strategy development within the organization. With over 15 years’
experience in academy and industry, he is proficient in several data analysis softwares, such as SAS, JMP, and

Tableau., etc. He graduated from Peking University and University of Southern California with degrees in psychology,
statistics and economics.
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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.
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