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Nitrosamine Safety Assessment Resources
• FDA Guidance webpage: CDER Nitrosamine Impurity Acceptable Intake Limits
• FDA Recommended Acceptable Intake Limits for Nitrosamine Drug Substance Related 

Impurities, August 2023
• FDA Control of Nitrosamine Impurities in Human Drugs, September 2024
• Advancing Generic Drug Development: Translating Science to Approval 2025, Session 4 

“Nitrosamines: Known Issues and Practical Advice”, Dr. Xin Fu’s presentation titled 
“Pharm/Tox considerations for safety assessment of nitrosamine impurities”

• ICH M7(R2) Assessment and Control of DNA-reactive (Mutagenic) Impurities in 
Pharmaceuticals to Limit Potential Carcinogenic Risk, July 2023

• ICH M7 Subgroup Control and Risk Assessment of Nitrosamine Impurities
– M7 Sub-group Concept Paper (April 2025)
– M7 Sub-group Work Plan

www.fda.gov

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cder-nitrosamine-impurity-acceptable-intake-limits
https://www.fda.gov/media/170794/download
https://www.fda.gov/media/170794/download
https://www.fda.gov/media/141720/download
https://www.fda.gov/media/189240/download
https://www.fda.gov/media/189240/download
https://www.fda.gov/media/170461/download
https://www.fda.gov/media/170461/download
https://database.ich.org/sites/default/files/ICH_M7SubGroup_Final_Concept_Paper_2024_0424.pdf
https://database.ich.org/sites/default/files/ICH_M7SubGroup_WorkPlan_2025_0312.pdf
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