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Indications:                                                          AKYNZEO is a fixed combination of netupitant, a substance 
P/neurokinin 1 (NK1) receptor antagonist, and palonosetron, a 
serotonin-3 (5-HT3) receptor antagonist indicated for the prevention 
of acute and delayed nausea and vomiting associated with initial and 
repeat courses of cancer chemotherapy, including, but not limited to, 
highly emetogenic chemotherapy. Oral palonosetron prevents nausea 
and vomiting during the acute phase and netupitant prevents nausea 
and vomiting during both the acute and delayed phase after cancer 
chemotherapy. 



CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
205718Orig1s000 

 
CONTENTS 

 
Reviews / Information Included in this NDA Review. 

  
Approval Letter X 
Other Action Letters  
Labeling X 
REMS  
Summary Review X 
Officer/Employee List X 
Office Director Memo X 
Cross Discipline Team Leader Review X 
Medical Review(s) X 
Chemistry Review(s) X 
Environmental Assessment X 
Pharmacology Review(s) X 
Statistical Review(s) X 
Microbiology / Virology Review(s) X 
Clinical Pharmacology/Biopharmaceutics Review(s) X 
Other Reviews X 
Risk Assessment and Risk Mitigation Review(s) X 
Proprietary Name Review(s) X 
Administrative/Correspondence Document(s) X 
 



 
 

CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 
 

APPLICATION NUMBER: 
 

205718Orig1s000 
 

APPROVAL LETTER 





 
  

       
                

               
               

 
 

          

     

              
                 

              
        
           

               
           

             
           

  

                
                 
               

              
   

   

              
              

              
             

   

             
                

             
            

               
  

   



 
  

 

 

 

            
   

   
  

   

 
 
 

            
          

           
          

           
        

       

   
  

   

 
 
 

         
          

            
         

           
 

   
  

   

 
 
 

              
              

              
              

           
               

  

      
   

       

   



 
  

              
          

       

                
    

   
  

   

 
 
 

                 
       

                
    

    

  

           
              
              

 

    
      
     
   

   

              
               

       
 

           
           
            

       

   



 
  

  

              
     

  

          
               

               
               

      
   

    

              
               

             
               

                
    

    

              
             

                 
             

             
              

             
    

                
              
               

             
                

              
       

   



 
  

              

 
   

    

   

 

     

   
 

     
      



           
          

 

 

   
 

   




