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Disclaimer

Except as specifically identified, all data and information discussed below and 
necessary for approval of 208746 are owned by Hospira or are data for which Hospira 
has obtained a written right of reference.
Any information or data necessary for approval of 208746 that Hospira does not own or 
have a written right to reference constitutes one of the following: (1) published literature, 
or (2) a prior FDA finding of safety or effectiveness for a listed drug, as reflected in the 
drug’s approved labeling.  Any data or information described or referenced below from 
reviews or publicly available summaries of a previously approved application is for 
descriptive purposes only and is not relied upon for approval of 208746.
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Body Weights

Recorded daily

 Decreased body weight in all treated groups through Day 3 to terminal necropsy
 Recovery animals showed a reversal toward controls by Day 11

Figure 1: Mean body weight changes in male (upper panels) and female (lower 
panels) dogs up to terminal and recovery necropsies

 

 
(Excerpted from Applicant’s submission)

Feed Consumption

Recorded daily

 Decreased food consumption began on Day 2 and continued through terminal 
necropsy on Day 3

 Recovery animals continued to exhibit decreased food consumption with a trend 
toward controls occurring by the end of recovery period

 No difference occurred between Alimta treated and Hospira treated animals
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STEPHANIE L AUNGST
06/16/2017

WHITNEY S HELMS
06/16/2017
I concur with Dr. Aungst's conclusions that the limited nonclinical data submitted are sufficient to
qualify the proposed specification for  and demonstrate reasonable
comparability between the toxicity of Hospira Pemetrexed and the listed drug, Alimta.  As the
Applicant is relying on the FDA's previous findings from the summary basis of approval of the listed
drug, I also concur that there are no outstanding issues identified from a pharmacology/toxicology
perspective during this review cycle that would prevent its approval and no deficiencies from a
pharmacology/toxicology perspective that need to be addressed as a part of the complete
response.
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