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Mechlorethamine belongs to the class of nitrogen mustards (NMs), which are cytotoxic organic 
compounds characterized by the bis(2-chloroethyl)amino functional group [1]. Although originally 
developed as chemical warfare agents [2], [3], nitrogen mustards were the first chemotherapeutic agents 
used in cancer treatment. These compounds are nonspecific DNA-alkylating agents. 

 

Nitrogen mustards are classified as chemical weapons, and therefore their handling requires careful 
evaluation. Appropriate safety measures must be implemented to minimize risks during their use. The 
ability to produce such drug substances (DS) and the corresponding drug products (DP) has significantly 
impacted the understanding of the regulations governing their handling and use. 

At Helsinn (HAS, HBP, and HHC), we conducted an extensive review of the literature and collected 
information on the safety requirements, regulations, and guidelines necessary for managing these 
compounds. Following an in-depth investigation of the relevant literature and guidelines, several 
measures were implemented across Helsinn’s sites to enable the safe manufacture of mechlorethamine 
API and its management during DP manufacturing processes. 

 

The objective of this presentation is to summarize the key aspects of the evaluations and implementations 
carried out at Helsinn. 
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