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Cover Story 
The lead story in this issue of Drug Discovery 
Today is by William F. Salminen, Marc E. Wiles 
and Ruth E. Stevens of Camargo Pharmaceutical 
Services, Cincinnati, OH. USA and is entitled: 
“Streamlining nonclinical drug development 
using the FDA 505(b)(2) new drug application 
regulatory pathway”. The authors outline how 
new drug applications (NDAs) using the FDA 
505(b)(2) regulatory pathway can streamline 
and reduce nonclinical drug development 
requirements while potentially maintaining 
marketing exclusivity. 


