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General Principles and Approach for Addressing Element-Specific Chapters and Tests in
Excipient Monographs

USP has recently issued a General Announcement as a stakeholder engagement tool in
addressing Elemental Impurity (EI) tests in excipients. This talk will focus on the purpose
of this announcement as well as the principles and approach in the development of a roadmap
in which USP has identified three groups of monographs to assist with prioritizing the
deletion and or revision of the 7 element-specific chapters and/or stand-alone tests and obtain
stakeholder input and feedback. Lastly, we will provide an update on a recent proposed

revision to 6 USP element-specific chapters to permit the ICP based testing procedures used
in USP <233>.



