
 CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 
 
 
 

APPLICATION NUMBER: 
21-132 

 
 
 
 
CROSS DISCIPLINE TEAM LEADER REVIEW 



   

  
   

   

 
    

   
  

    

     
        

  
  

 

          
         

                  
      

           
            

    
              

  

     

                 
              

           



   

     

 

           
          

   

               
           

                 
               

             
             

    

            

           
    

             
           

          

          
       

              
          

          

                
             

     

               
              
           
                  

               
  

 

        

(b) (4)



   

     

               
                

              
       

       

            
            

         
       

             
                   

                 
         

      

     
     

 

 

 

 

  

      

    

 

(b) (4)

(b) (4)
(b) (4) (b) (4) (b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4) (b) 

(b) 

(b) 

(b) 

(b) 

(b) (4)

(b) (4)



   

     

  

      
    

          
   

   
 

 
  

 

 
 

  

  

  

 

 

 
 

 
 

 

 

 

  
 

 

 

 
 

 

 

              

(b) (4)

(b) (4)

(b) (4) (b) (4)
(b) (4) (b) (4)
(b) (4) (b) (4)

(b) (4)

(b) (4) (b) (4)
(b) (4) (b) (4)

(b) (4)

(b) (4)

(b) (4)



   

     

             
   

              
                

             
                    

                  
                    

          

              
            

        

              
         

          

  

      

               
                

               
       

               
                  

            
        

              
               
         

      

            
   

(b) (4)
(b) (4)

(b) (4)



   

     

            
         

            

   

          
           

          

         
        

      

  

       

          
          

               
           

            
      

              
              

              
            

         
  

                
           

             
 

  

        

     

(b) (4)

(b) (4) (b) (4)
(b) (4)

(b) (4)
(b) (4)

(b) (4)

(b) (4) (b) (4)



   

     

               
            

           
             

              

                
           

           
               

                
               

  

   

       

  

              
                   
                 

            

    
  

    

     

     

      

     

  

  

      

                
                     

(b) (4)

(b) (4)
(b) (4)
(b) 
(4)



   

     

                 
    

            

                
 

    

            
    

 

   
  

 

   

  

  

  

  

  

  

  

 

  

  

    
     

                  

      

             
               

        

              
                  

             
                



   

     

               

          

            
    

 

   
 

  

  

  

  

  

  

  

  

 

   

  

    
     

                  

             
               

        

              
                  

             
                 

               

          



   

     

    

          

    

 
  

    

  

     

 

     

  

     

  

     

  

     

 

     

  

    

  

     

  

   

  

    

  

   

  

   

  

   

    
                 



   

     

               
              

   

               
              
   

          
    

 

 

    

    

 

    

       

            
        

             
                

      

(b) (4)

(b) (4)

(b) (4)



   

     

          
    

 

  

   

  

    

  

    

  

    

  

    

  

    

  

    

  

    

  

    

  

   

  

   

  

   

 

   

  

   

  

    

                 



   

     

               
              

  

               
              
  

 

 

    

    

 

    

          
    

        

            
         

             
                

         

  

             
             

           
               

               

(b) (4)

(b) (4)

(b) (4)



   

     

          

              
              
           

              
                   

            
             

                
               

            
                

             
             

            
        

 

       

          
   

    

  

      

       

     

      

       

      

       
        
       

       
      

      

       

      

           
  

                    
        



   

     

                
          

                   
       

       

                 
         

         

 

 
 

  

 

  

  

   

  

 

 

  

  

 

   

  

               

                  

                 
          



   

     

            
  

      

   

    

    

  

     

  

    

   

      

  

    

   

    

  

   

   

    

   

   

   

  

     

    

   

  

   

    

     

   

  

  

   

                 
             

      
        



   

     

              
          

               

  

             
               

  

              
          

               

   

          

 

          
                
             

             
      

           
               

 

                
           

            

      

                
             

                
               

         



   

     

              
                

    

        

     

              

             
              

                
                 

               
          

              

              
                

              

          

                 
                 

                 
           

                
               

      

        

 
               

               
 

                 



   

     

              
            

              
              

             
  

        
              

         

            
         

             
               

           
             

         

            

      

           
            

             
                 

             
                

             
  

             
                

            
 

(b) (4)
(b) (4)

(b) (4)



   

     

 

          
              

         

   

  
          

          

             
             

           
               

  

              
          

               

  
                 

            

               
             

            
              
            

           

        
           

            
            

               
             

           
          

 

(b) (4)



   

     

              
              

              
  

        
       

     
             

  

         

             
  

6 Pages Withheld as b(4) Draft Labeling 



            
        

 
  

 

 
  

 




