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degradants were identified by the CMC review team during the course of the review 
period that would require additional safety qualification studies in animals.  There were 
no pharmacology/toxicology issues that arose during the review period that would 
prevent approval of Accord Gemcitabine.  
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I concur with Dr. Aungst's conclusions that the revised specifications for impurities/solvents are
reasonably supported by the available nonclinical safety data and that there are no outstanding
issues from a pharmacology/toxicology perspective that would prevent the approval of
Gemcitabine for Injection under the 505(b)(2) pathway.
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