
CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 
 
 

 
 

APPLICATION NUMBER: 
22-363 

 
 
 
 

STATISTICAL REVIEW(S) 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



  

      

   
     

   
  

   

 

  

      
      

 

 

 

 

      

   

   

   

      

   

 

  

 

 

(b) (4)



     

  

    

    
  

  
   

   
   
     

           

  

   

  



     

 

               

                

                   
        

  

                
              

                
                    

                   

              
           

        

    

  

 

 

              

    
              

   
              
      

  

            
               

        

  

  



     

         

 

             
               

                
             

                
                
  

      

   

            
              

                
             

               
               

             
              

 

              
                

 

              
             

  

               

              
    

  

                

               



     

               
                  

                  
               

             

            
             

  

               

                  

                    
                   

                   
                   

                 
                

               
        

             

              

          

               
             

                  
       

                
              

                 
             

              
               

                 

   



     

 

                

                

           

                
              

                
                    

                  

             
             

        

             

              
              

           

  

 

   

  

  
 
 
 

 
 
 



     

 

    
 

   

 

    
 

   

 

    
 

 
     

 



     

    
 

 
     

 



     

            
         

   

  
        

 

 

  



     

            
         

   

   
       

 

 

  



     

       
         

   
 

      

      
      

 
   

    



     

       
         

  
 

 

      

      
     

    
   

    



     

 

               
      

                  
    

                  

              

             
   

                  
          

                 
            

    

                
             

               
        

             

              
           

             



            
        

 
    

 
    

  



        

  

  

 

   

  

       

 

           

       

     

       
     

          
       

 

        

              
      

                
 

      
 

       

        
  

        
      

      

      
  

        
  

        
   

    

        (b) (4)



      

 

 

        (b) (4)



            
        

 
    

 
  



 

 

 

 

 

 

 

 

 

      
   

     
     
  

   

 

 

      
  

 

 

   

  

        

    

      

  

       

    

 

       

   



  

    

    

    

     
       
      

   

   
    

   

    
     
           
        
     

      
     

  
                

   

      

      
 

     
   

   

      
    

  

    

  



   

         
                 

        
          

              
     
           

      
              

            
           

    
             

               
              

                 
    

              
              

              
                 

             

   

             
               

     
              

       
                

         
     

               
   

               
          

             
        



 

 

          
             

                      
              

      
              

       
              

      
              

      
              

      
              

      
             

                 
              

              
                     

               
   

               

 
               

    
               

    
               

 
            

        
           



 

            
          

             
          

                
      

                
    
             

              
    

 

        



  

   

 

              
               

 

                
             

         
          

             
    

                
           

              
         

              

                
               

                 
         

 

           
            

           
            
              

             
          

           
            
           
             

             
                



  

        

               
             

    

     

           
           

               
          

         
            

             
          

                  
   

             
                  

             
       

           
           

             
                

             
         

    

             
         

(b) (4)

(b) (4)

(b) (4)



                 
            

            
         

           
             

            
              

               
               

             
            

             
   

             
         

            
           

              
            

             
            

          

             
          

          
           

           
    

            
              

          
             

           
            
           

           
       



 

 

           
                 

           
            

         
            

            
           

                
     

              
            

          
              

             
              

                 
        

           
            

            
              

    

              
 

  

            
              
             

 



  

   

  

  

           

       

 
      

      
        

       
 

     
      

        
        

   
      

    
     

  
       

     
       

     
         

   

  
      

     
   

        

  
 

                   
          

  
         
  



   

           
            

          
                   

            
                 

 

                
             

              
         

            
                 

            
            

           
        

 



                 
       

         

   

        
    

      
         

    
      

    
   

  
  

 

       
   

      

     
     

    
    

         
    

    
    

    
     

    

  
         

   
     

      
    

       
 

 
       

                 
                      

            
 

                
                  

             
 
 

 

   

            



        

   

       
   

      
   

       

       
      

       
    

     
        

       
        

         
       

     
         

        
         

          
         

       
  

       

            
                

                 
             

              
               

          

                 
         

            
                

              



           
        

             
                

             
               

  

             

              

    

                 

         

                 
            

            
             

 

         

          



             

    

  

  

     

      

      

     

  

    

    

     

   

  

 
     

      

  

 
     

     

  

     

     

     

    

     

    

  

  



                

          

    

    

   

    

     

    

    

     

      

       

      

      

     

    

    

    

    

    

      
                 

                 
        

  

               
          



            
             

           
            

         

             
            

           

     
 

    

               

       

              

           

           
       

   

   

        

         

             
               

  

                 
          

                 
            
           

          



           
    

  

  

  

         
    

                 
             

         
             

           
           
            

         
          

               
           

               
            

             
             

     

            

(b) (4)



              

 
  

   
 

 

 

        

       

     
  

     

 

       
  

       

        
  

     

 

      
  

     

 

     
    

     

 

       
 

     

     
    

       

      
  

     
 

     



            
          

 
 

 

  

  
 

  

  

  
   

  
 

   

  
      

      

 
    

  

  
     

  
    

  
 

    

            
     

    



  

            
             

   

          
         

 

 

              

  
               

   

              
                

                
          
              

              
   

   

            
              

            
              

            
             

       

 

              
              

(b) (4)

(b) (4)



            
  

   

      
  

      
   

         

       

       

          

         

         

         

    



            
       

   

   

   
  

   

   

   

 

   

   

 

  

   

     



  

              
           

   

             
         

               
               

              
           

            

            
              

              
           

 

  

 

       
         

             

 

             
                

           

  

               
                
    



               
         

             
             

           
          

             



            
            

 

 

  

  

  

     

 
 

  



            
          

     

 

  

  

  

  

  

    

  

  



    

    

 

               
             

             

           
            

           
              

            
           
     

                

               
   

                

               
   

  

 

           
            

    
              

                  
       





              
               

 

  
 

  

  
 

  

   

  

  
 

  

  
 

  

  
 

  

 

  

  

  

  

  





            
        

    

       

 

         

   

        
   

        
    

        

 
  

        

  

         
   

         
   

          
   

    



            
             

   

       

  

       

  

          

   

        

  

         

  

         

  

    



            
       

    

      
 

  

       

 

         

  

    



   
            

           

              
        

 

            
             

           
   

  

           
            
             

             
              

             
            
 

   

            
              

           
              
     



             
             

               
   

     

  
 

   
  

  
   

  
  

    

   

     

           
                  

              
         

             
           

              
             

               
               

          
              

  

             
          

         
           



            
 

           
            

            
            

               
               

            
            

           
           

           
            

           
           

           
            
              
               

             
              

            

   

              
         

                
             

           
             

          

               
               

                
              

             
            



          
           

               
               

             
    

 

           
            

           
            
              

             
          

           
              
           
             

             
                

  

        

               
               

    

          

           

(b) (4)

(b) (4)

(b) (4)



  

         

  

  

  

  

  

 

  

  

 

 

          
      



             
  

 
    

    

    

      

    

    

     

      

    

        

       

        

      

     

    

    

    

    

    



              
           

   

   

  
  

 
  

  

 
     

  

 
    

 

 

 

 

   

 

 

  

 

 

  

 

    

      

    

   
    

  
  

 

  

  

 

 
 

 

   

    

  
  

 
  

  

  

  

 

 

 

  

   

 

   

 



              
           

 
 

 

 

   

   

  
  

 

  

  

    

 

 

   

 

   

 

 

 

 

 

  

 

      

         

    

   

    

  
  

 

  

   

 

   

    

  
  

 

  

 

 

 

  

   

 

 

 

 

 

   

 



              
           

 

  

      

   

     

 

  

  

 

 

 

 

 

 

     

      

        

  

  

 

 

   
  

      

       

  

 



              
           

 
  

    

 

 

 

 

 

   

     
 

  

  
 

 

 

 

   
    

 

 

     
 

  

   

 

 

   

    
 

 

 

 

 

 
     

  

 



              
           

 
 

 
 

  
  

 
 

  

 
 

     
  

 
   

 

    

 

 

    

 
 

 

 

 

   

 
 
  
 

  
  

 
 

 

     
           

           

      
     

  
     

  
 

 
 

  
 

  
  

 
 

           

           

     
       

  
       





              
        

          

   

   

  
 

  

  

  

  

  

 
      

              
           

    

  
  

  
   

  
 

  

  
 

  
    

 

      
      



               
     

 
 

     
 

   
 

  
    

 

 

       

  

   
 

  
    

  

 
      

  
 

   
 

  
    

  

 
 

  
  

   



              
      

   
 

  
    

  

    

   

   
 

  
    

 

 
 

  

 
    

  

 

   
 

  
    

 
 
 

  

  

  



               
       

 

    

   

     
 

  

   

 

  

 

   

   
    

 

  
 

 

     
 

  

 
   

   

    
   
   

 
 

  

  
  
  



               
     

 

    

 

 

   

     
 

  

   

 

 

   
    

 

 

  
     

 

  

 

 

 

 

   

    

 

 

  
  
  

 

 

 

 



              
      

    

 
 

 
 

  
  

 

 

  

 

  

 
      

   

 

   

 

   

 
 
  
 

  
  

 
 

 

     
           

           

       
     

  
     

    
 

 
 

  
 

  
  

 
 

           

           

      
       

   
       



            
             

 
 

 

  
    

  
 

  
     

  
    

  
     

  
 

  
     

  
       

 

  
      

 

  
      

            
     

    



          

 

  

  

  

  

  

  

  

  

 

  

  

    

  

  

  

  

  

  

  



            
          

   

   

 
  

   

   

 

   
  

     

 

  

  

   

   
    



           
            

  

   

  

  

   

  

   

     

 

  



             

        
   

   

 
  

   

   
 

   

 

  

  

  

  

 

 

   

  

     



             
      

   

   

 
  

    

   

   

  

    

 

 

   

  

     



            
           
            

   

 
  

 
   

  

  

   

  

   

  

    



__4__ Page(s) Withheld 
 
 
 

______  Trade Secret / Confidential (b4) 
 

___X__  Draft Labeling (b4) 
 

______  Draft Labeling (b5) 
 

______  Deliberative Process (b5) 
 

 

 
 

Withheld Track Number: Statistical-__1_____ 
 



  

        

  

 

  

   

 
   

  



  
  
   
  

    
    

    



....._......._._....-..-----...~-........-......._._._--_._--~....
This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature..........................................................................................................
/s/

Wei Liu
6/19/2009 10: 30: 00 AM
BIOMETRICS

Todd Sahlroot
6/19/2009 10: 34: 17 AM
BIOMETRICS
concur with review

Thomas Permutt
6/19/2009 10: 37: 45 AM
BIOMETRICS
concur




