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Phamacopoeial Monographs: Development, Modernization and Updates
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USP develops FDA-enforceable public standards, e.g., monographs containing tests, procedures, and acceptance criteria (collectively referred to as the specification) for an official article. The article is expected to comply with the specification throughout its shelf life.  The primary sources of information for monograph development are pharmaceutical and drug substance manufacturers.  USP works with submissions from companies who have received FDA approval of their applications (e.g., NDA, ANDA) and companies who are in the process of obtaining FDA approval, also known as the USP Pending Monographs initiative.  In order to accommodate different manufacturers, USP employs a flexible monograph approach. The value of this approach for drug monographs is that it provides a mechanism for the public standards to accommodate different impurity/degradant profiles.  Dosage form monographs benefit from a flexible monograph approach to accommodate differences in formulations, which are most often seen in dissolution profiles and impurity tests.  Monographs have been developed over many decades and many are in need of modernization to replace outdated and non-specific procedures and to add procedures for critical quality attributes such as impurities.  Monograph modernization is a significant focus area and manufacturers are invited to participate in this important initiative.  
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