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Current Status and Future Outlook regarding Nitrosamines Produced
in Pharmaceutical Manufacturing Processes
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Summary : Six years have passed since we first received reports of contamination of drugs with nitrosodimethylamine
(NDMA), which is known to be carcinogenic. At the present time, not only contamination with various nitrosamine
impurities such as NDMA, but also NDSRIs, in which the amino groups of a drug substance are directly nitrosated, are
shaking the pharmaceutical industry worldwide. The overall picture of the repercussions of such contamination has still
not been clarified, and both the causes and countermeasures remain unclear. Here, I would like to express my humble
opinion regarding how we should approach the task of eradication of nitrosamines.
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