
 
CENTER FOR DRUG EVALUATION AND RESEARCH 

 
Approval Package for: 

 
 

APPLICATION NUMBER: 
 

125359Orig1s000 
 

Trade Name:   
 

Erwinaze 

Generic Name:   
 

asparaginase Erwinia chrysanthemi 

Sponsor:  
 

EUSA Pharma (USA), Inc. 

Approval Date:   
 

November 18, 2011 

Indications:  A component of a multi-agent chemotherapeutic 
regimen for the treatment of patients with acute 
lymphoblastic leukemia (ALL) who have developed 
hypersensitivity to E. coli-derived asparaginase 



CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 

125359Orig1s000 

 
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  
Pharmacology Review(s) X 
Statistical Review(s)  
Microbiology Review(s) X 
Clinical Pharmacology/Biopharmaceutics Review(s) X 
Other Reviews X 
Risk Assessment and Risk Mitigation Review(s)  
Proprietary Name Review(s) X 
Administrative/Correspondence Document(s) X 
 



CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 
 

125359Orig1s000 
 
 
 

APPROVAL LETTER 





 
 

            
           

              
              

             
             

              
            

     

           
            

             

 

            
            

     

  

             

                  
             

        

  
             

                
     
  

        
        

         

    

              
           

                 



 
 

           
         

           
              

        
           

             

              
           

  

             
             

            
            
  

              
  

   

            
           
              

           
              
        

            
           

             
  

          

        

             
     

    



 
 

    

           

      

             
     

    
    

          

      

             
     

    
    

             

          
             

             
           

              

             
     

    

             
         
            

             
           

             
   

             
     

    



 
 

              
             

             
  

           

           
          
               

              
  

             
     

    

               
             

           

     
      
    

               
              
                
               

             

               
           

                
                 

              
               

        





 
 

           

            
 

             
     

        

            

              
      

             
     

        

          
              

    

             
     

        

             
           

            
          

             
     

    

              
           

              
             
            

             
   







 
 

           
    

            
          

           
                

            

   

     
      

  
  

            

   

     
      

       
   

 

          
             
             

   
     

    
  

  

              
            

              
          

             
             

        



 
 

  

            
             

            
              

               
   

              
    

 
  

     
     

  

   




