
CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 
 

APPLICATION NUMBER: 
103234Orig1s5166 

 
 
 

ADMINISTRATIVE and CORRESPONDENCE  
DOCUMENTS 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



 
        

          

         

       

     

                 
   

       
         

                     

         

               

     

 

    

         

       

         

      

          

     

             

     

   

             
      

       
    

 

                 
                 



 
 

     

         

  
   

 
 

             
      
       
    
     
  
 

                    
                 

             

    

        

 

 

  

             
      
       
    
     
  

    

                   
                 

     

   

         

 

 



 
 

                  
                 

        

    

  
    

  

    

           

     



 
  

         

                

             

          

           
            

          
    

  
 

 

    

  



  

   

  
   

  
  

  
    

 

       
               

    

          
        

        
       

 

            

   

     
        
  

          
          

         

 

            
   

       

          
         

            

 

  

       
  

          
 

                    

       

 



 

             

 
             

   
      

     

   

 

     
    

  

  

   

   
   
 

  
     

     

 
     

  
     

     

 
     

      

      

        

  
  

 
   

           

           

               

 

   

   

    

          

   

   

 
   
   
 
 

           
   

       

                      
                     

                 

 



 

            
            

            
          

           
           

 

            
           
           

 

            

           
          

 

           

          
          

   

             
         

            
   

    

  

            
             

 

 

   
    

  

   
     

 

   
     

 

   
     

 

   
      

  

 
       

 

     

  

   
      

             
               

   
               

          
                  

                

          
            

         
         

            
            

 

      
 

 



 

          

            
   

        

            
  

           
         

          
          

         

 

              

               
             

        
     

              
            
         

      

           
        

          

            
            

            
           

    

               
             
              
        

               
             

         
      

              
            
          

      

 

 

 

 

 



 

           
           

         

 

          
             

            
            

           
          

          
   

              
             

         

                
             

             

        

    

           

            

            

   

      

         
 



 

        

          

  

   
   
  
 

            
 

        

   

    
    
  

      

        

          
        

   

  

    

   

  
 
  
  

  
   
   

 
    

  
   
  

        

          
   

            

        

  
   

        

   
   

 

        

       
 

     

          

          

       

   

    

             

 



 

   
   

      
         

 

         
               

   

   
   

    
    
   

  
   
   

   
    

   
   

   

   

  

    

   

         
  

     
     

  
  

   
   
   

 
  
    

 
  

 

 
  

  
 

   

   
 

 



 

    

  
  
  

  
  
  

  
  

  
  
  

  

   

        
        

                   
       

         
 

        
     

          

   
   

  

   
 

  

          

        

 
 

   

 

         

        

      

  

         

       

  
 

  
 

  
  
 

  

         

 



 

          

          

            
       

         
   

         

 

 
  

  

 

     

 

  

  

         
      
          

         
  

 

   
  
  

 

           
  

          
          

       

         

        

      

          

         

       

 
 

 
  
 
  

  

 

 

  
  

  

            

 



 
  

   

  
  
 

  
   

  

 

   

      

      

         

          

  

          

    

          

    

         

         

       
   

   
 

 

  

 
    

  

 

 

     
        

   

      
     

          
    

        

        
        

           

       

          

  

 



 

   
 

        
 

            
            

            
 

    
 

         
   

                        

    

 



 

    

              
                    

                  
                

                     
             

                   
                 

               
             

                
            

         

                      

                  
                  

     
                   

   
                  

               
                 

        
                     

                 
         

        

                
                
                   

                    
                  

                    
               

                   
                    
                 

                      

                 

 



      
    
           

   
    

   

    

 

        
        

          

 
       

       
   
    

     
       

   
      

       
    

       
       
       
          

         
      

        
        

        
        

        

       
         



             
          

         
       

            
           

  

             
                

              
            

            
 

 

             
         

               
          

             
         

           
          

          
          

     
     

 











 

     
  

   
     

      
    

        

 

       
      

          
      

 
      

      
    

    

       
        

        
        

       

 
            

          
         

       

         
            

  

             
           

          
         

             
          













  

 

 

 

 

  

    

    

        

            
  

   

                

    

                 
 

 

 

 







                     
             
     

 

  
   

 
  

 
 

 
 

  
     
  

 
              

   

                 
   

        

                       
  

 

 
 

 
 

  

      

  
   

                

            
               

               
         

        

    
  
    

 
    

    
    
    

 





   

    

                

            
               

               
         

 
 

  

    
  
    

 
    

    
    
   

 









   
   

   

                
   

     

     

 

 

     

 

       

  

    

            

             
       

  

            

          
   

            
              

               
    

     

                

              
               



            
         

  

           
         

             

            

            
    

               
      

  

            

            
             

     

             
              

                  
              

              
            

               
              

         

      

             
                  
            

            
             

                  



   

             
              

                
                
        

   

 

 

      

   

  

   

  

              
       

  

            
   

           

   



   

  

 

 

 

 

  

    

  

  

        

 

             
                

            
              
             

         

  

 

    
      

   
   

     

  

               
                

                 
                   

               

                    
                    

                 
              

            

                  
                  
                 

                  
  

                   
        

 











  

 

 

 

  

      

  

   

           

         

 

                 

 

   

   
      

   
   

         

                  

    
      

   
     

         

   

         

    

                    

               

 

   
      

     

 





      
     

         

    

                 
                 

        

 

    
       

     
         

  

                

            

                    

 

              

 

    
      

     
        

 

               
                  

            

        

                 

                        
                  

 

     

 
                    

                     
        

 



   

       



 

     
  

   
     

      
    
        

      
         

    

 
      

      
    
    

       
   

      
     

       
          

        
       

      
         

          
        

        

       
        

          
      

       
         













   
  

      
  

  

     
      

    
    

   
     

    
     
     
       

       

 

            

           

       

        
       
        

     
       
       

    
           

        
            

 
       

    
         

        

              
        

              

  
     



              
    

  

                
   

  

        
   

           
      



   

  

 

 

 

   

      

  

       

             
     

  

               
               
                

   

                
               

               
              

                 
              

                
                   

              
                
              
 

             
             

            

              
        

    

    
    
     
               

   

          

                 
         

 







           

 
 

    

  
    

   
    
   

    

   

    
    

   

   

              
        

            
                

                 
    

       
        

              
  

 

  
    
 
     

     
      







  
 

 
 

  

  

    

   
    
       

          
   

   

    

  

           
   

          
    

         
     
      
        

        
     

        
       
        
       

  

  
      

         
     
      
       

      
       

      
      

      

 
     

  



       
         

              
           

           

           
              

            
                

              
             

         

 

              
  

           
              

 

          
             

              
             

              
    

            
              

           
              

            
             
                
               

            
              

              
           

 



























 
 

     
  

   
     

   

       

     

  

 
     

   
 

 
 

 
 

 
          

      
     

       
      

     
      
       

       
      
      

  
     

      
     

     

      
      

            
             









    
   

       
   

 
  

   
  
  

  
  

  
  

  
  
   

  
  
  
   

   

   

  
  
  

  
  
  
  

  
  
  

  

              
            

          
       

             
               

            
             

          
             

            
    























    
   

       
   

 
  
  

   
  

   
  

  
  

  
  
   

  
  

   
  
   
   

  
  

   

  
  

  
  

  
  

  
  

  
  
  

               
          

        

             
              

            
           
             

          
             

             
           





         

 
 

    

  
    
   

    
   

    

   

    
    

   

   

              
       

            
               

                 
    

       
        

              
  

 

  
   
 
     

     
      



    
   

       
    

 
  

  
  

  
  

  
  

  
  

   
  
   

   
  

  
   

   

            
               

   

       

  
     

   
    

     
    

          
    

    

  
      
    
    

    



  

      
      

     
       

            
       

            
         

          
        
        
       
        
         

          
        

    
               

            
  

                
             

  

                
   

  
  
  
   

      

           
  





        

    
     

      
     

   
    

  
   

   

    

   
  
  

       
  

   

        

       
   

  
   
   

   
  

   
  

   
   

   
  

  
   

   
  

     
    

  
  

  

   
   
  
   
   

   
   
  
    

    
   
  
    

   
   
   

   
    

  
  
  

 



         

      
  
  

  
 

   
  
  

  
  

  
  

  
  

  
  
  
   
  

             
              

              
              
               

            

                 
              

             
            

                
                

               
               

             
    

               
              

                 
     

         

 



         

              
              

          

            

  

            
              

              
             

                
  

              
             
            

             
              

              
             

              
     

                 
           

       

 



         

  

      

    

                
            

         
              

         

            
           

           
              

       

              
         

              
            
             

            
            

             
              

            
    

              
             

           
            
            

           
              

             
         

 



         

               
             

               
          

             
            
            

               
          

             
    

             
              

   

             
          

             
 

   

                
            

  

            
              

        

                
        

 



         

  

              
          

          
              

           

          
              

             
        

            
            

      

             
           

           
              

              
       

 



       

    

  
     
   

    
   

    

   

    

   

    
   

                
          

             
             

        

               
             
               

              
               
       

             
               

             
  

        
          

          
   

               
            

            
            

       



   

           
           

         

        
          

           
  

                
            

            
            

       

             
               

  

            
       

              
   

            
         

      

              
    

          
            

           
    

            
           
          

          
          

            
             

            
          



    

          
            
     

         
           

        

               
         

             

             
      

     
     
     
     
     
       
     
     

                
            

    

                 
            

     
        

           
             

            
             

             
         

 

               
                  

               
   











   

              
 

               
            

               
   

               
              

              
           

       
        

 

               
               

       

               
                

              
                

                
                

         

              
               
                

       
        



   

              
   

 

   
 
     

     
      



        

    

  
     
   

    
   

    

   

   

    
   

  

   

               
              

   

               
                 

              
                 

        

             
          

               
               

              
    

       
        



   

              
   

 

 
   
 
     

     
      





  

         
    
      
     
         

      
        
           
       

     
    
        
        
        
        

            

               
   

             
 

              
       

              
        

        
            

           
  













   

              
               

                
    

             
      

 

   
 
     

     
      



    
       

    

 
  
  

  
  

  
  

   
   
  

  
  
  
  
  

  
  
  

   

            
             

       

  
      

         
    
     

    
           
    

     

  
     

     
     

    
    
    



  

         
    
      
        
         

      
        
           
       

     
        
    

            
         

          
        
        

            

          
            
             

            
          

            
 

               
            
        

              
            

                
           









    
    

  
   

   

    

   

       

      

      

     

        

    

  

  

  

  

   

  

  

  

   

  

   

 

  

  

  

  

  

  

  

 

 

 

 

 

 

 

 

 

  

  

  

  

 

  

   

 

    

  

      

      

 

 

     

        

   

 

  

  

  

  

  

  

 

 

 

    

 

  

  

   

 

 










