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No new nonclinical ivacaftor studies were submitted for review in the current NDA. The 
sponsor (Vertex Pharmaceuticals, Inc.) referenced nonclinical information contained in 
NDA 203-188 for ivacaftor tablets. All pivotal nonclinical data was previously reviewed 
under NDA 203-188. Refer to the nonclinical reviews by Dr. Marcie Wood and Dr. 
Timothy Robison. 
 
Labeling: No changes are currently proposed to the nonclinical sections of the label. 
 
Recommendation: There are no outstanding pharmacology or toxicology issues for this 
NDA application, and this NDA is recommended for approval from the nonclinical 
perspective. 
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