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Course Duration : 5 5 hours

Course Description and Objectives :
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This course discusses revisions made to USP—NF General Chapters <232> and <233>. In addition to presenting and
discussing the necessary changes, a brief description of methods and how limits apply to products will be addressed
in the course. The guidance published by the Food and Drug Administration (FDA) in June 2016 and the
implementation timeline that has led to the current standards will be discussed along with risk-based approach.
Upon completion of this course, you will be able to:

Explain the scope and changes in the requirements of USP—NF General Chapters <232> and <233>

Describe the risk-based approach

Explain how to set appropriate specifications

Describe accuracy and precision: limit tests vs. quantitative impurity tests

Identify the appropriate instruments for testing (e.g., ICP-OES, ICP-MS, XRF or GFAA)

Describe proper sample preparation

Discuss, plan and implement a successful method validation
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Analytical chemists, QA/QC, compliance managers, lab managers, prdduction managers, Regulatory professionals,
and individuals in the pharmaceutical industry with an interest in the application of ICP-OES and ICP-MS to the
analysis of metals in APIs, excipients, and drugs.
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Instructor :
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Nancy Lewen, Chair of USP Chemical Analysis Expert Committee
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