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Nitrosamine Impurities, USP’s Response -Tools & Resources

Harmful impurities in medicines must be detected and controlled due to the potentially
serious risk to public health. Operationally, impurities in drug ingredients or finished drug
products can delay product approvals and trigger product recalls, introducing challenges
including disruption of business operations, regulatory investigations, and remediation.

The nitrosamine impurities crisis prompted regulators around the world to increase their
scrutiny of drug manufacturing processes even further. In the future, this greater scrutiny may
lead to the discovery of nitrosamine impurities in other medicines. For this reason,
manufacturers need to understand which medicines are likely to form nitrosamines, how and
at what levels nitrosamine impurities are forming, and how to control nitrosamines.

In the following seminar we will explore how USP responded to the nitrosamine impurities

crisis with a proposed general chapter on nitrosamine impurities that provides a risk



assessment strategy, methods for detecting and measuring nitrosamine impurities, along with
physical reference standards against which manufacturers can compare their test results.

Additionally, USP have create a whole suite of resources and tools for stakeholders to

effectively face the challenges of Nitrosamine Impurities.



