
CENTER FOR DRUG EVALUATION AND 
RESEARCH

APPLICATION NUMBER:

125387Orig1s000

STATISTICAL REVIEW(S)

Exhibit 2098
Page 01 of 46

Mylan v. Regeneron
IPR2021-00881

U.S. Pat. 9,254,338
Exhibit 2098

Celltrion Exhibit - 1086
Celltrion, Inc. v. Regeneron Pharmaceuticals, Inc.



Exhibit 2098
Page 02 of 46



   

        

              

            

    

      
          
               
              

           

              
       
        

             
           
           

              
      

            

              
            

      
          
        

          

       

 

 

 

Exhibit 2098
Page 03 of 46



   

                     
                       
               
                      
              

          
                 
               
                 
                 
               
                
                
                  

          
                  

            
                 

              
                 

         
                 
                  
                
                  

                
                   

           

                  
                 

 

Exhibit 2098
Page 04 of 46



   

                  
                    
                   

 

Exhibit 2098
Page 05 of 46



   

             
            

               
                 
  

              
            

             
             

             
                

                     
                

               
             
             
                

           

              
               

               
                
              

                 
              

          

             
                    

             
              
                

                  
       

            
          

             
            

  

Exhibit 2098
Page 06 of 46



               
      

               
                   

      

          
     

  

      
    

      
       

      

      
  

      
      

     

               
                    

           
               

               
          
          

 

Exhibit 2098
Page 07 of 46



  

  

    

           
             

               
             

                 
                  

                    
              

                
              

                 
              
         

            
         

                  
         

          
              

              
           

            
           

                
               

              
             

              
                

              
  

     

 

Exhibit 2098
Page 08 of 46



               
         

             
            

              

            
           

           
              

                
       

         
         
         
         
         

               
               

             
                

               
         

              
           

              

              
              

         

           
               
          

            
                   
                
                

               

 

Exhibit 2098
Page 09 of 46



                
                
             

                  
            

            
               

              
               

        

              
             

                
                  

              
              
             

                 
               

              
               

                
              

              
                 

                
                 

               

                
              

             
         

            
               

              
               

       

                 
                 

 

Exhibit 2098
Page 10 of 46



              
             

              
                

             
         

              
               
                 

                   
               

               
             

      

    

              
         

              
             

           
               

           
                

  

                 
                 

        

           
          
            
           

                  
                  

               

                 
                 
                

 

Exhibit 2098
Page 11 of 46



             
               

               

                
             

           
         

                
             

               
              

               
               
       

                 
                

           
            
            
          

            

   

               
       

              
           

              
       

  

 

Exhibit 2098
Page 12 of 46



Exhibit 2098
Page 13 of 46



     

               
           

               
               

            
              

             
                  

              
              

  

                
              

              
             

             
               

              
              
               

             

              
              

                    
               

               
  

    

     

           
               

          
          
          
         

 

Exhibit 2098
Page 14 of 46



                  
                   
                 

  

               
              

              
             

               
           

                
              
   

               
              
              

   

             
               

              
                 
                  
              

                 
 

 

 

Exhibit 2098
Page 15 of 46



Exhibit 2098
Page 16 of 46



             
     

            
 

                
                 
            
          

              
             

          
      

                 
   

                
    

                 
    

               
               

             
                

      

             
                

             

               
                   

 

 
 

 

 

Exhibit 2098
Page 17 of 46



 

 
 

 
 

 
 

  

 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 

 
 

 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
  

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 

 
 

 
 

 
 

 
 

 
  

 
 

 
 

 
 

 
 

 
 

 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 

 

Ex
hi

bi
t 2

09
8

Pa
ge

 1
8 

of
 4

6



       

   

                 
        

           
           
          
          

  
                

           
              

              
       

         
   

      
          

         
              

           
          

     
         

   
            

        
      

        
      
      

       
      
        

                
             

           
            
            
            

                  
            

Exhibit 2098
Page 19 of 46



                
                

          

          
    

      
               

        
              

            
          

     
          

   
            

       
      

         
       

      
       

      
        

                 
               

          

               
                 

           
       

                    
              
               

               
             

              
            

                 
                  

                 
                

     

 

Exhibit 2098
Page 20 of 46



              
           

         

                
            

     

             
                     

             
         

             
                

                  
              

 

Exhibit 2098
Page 21 of 46



            

  
 

     
     

   
           

      
          

   
          

            
  

           
         
         

            
 
           

 
           

        
    

           
          

       
 

           
      

           
 

            
      

            
    

           
       

       
       

 

Exhibit 2098
Page 22 of 46



Exhibit 2098
Page 23 of 46



               
  

  
     
     

    
      

            
      

       
   

      
          

      
           

    
      

          
      

        
  
           

            
           

   
      

          
       

      
    

      
           

      
       

       

                
                 

            
                   

                 
         

                 
            

 

Exhibit 2098
Page 24 of 46



               
 

    
 

  
 

  
  

     
 

  
 

  
     

    
 

  
 

  
     

     
 

  
 

  
     

  
  

  
 
  
      

    
 

  
 

  
     

   

    
    

         

     
          

     
          

      

     
          

      
          

     

     
          

     
          

      

     
           

      
          

    

           
          
          
                

       

     
          

     
             

             

      
            

       
           

      
                   

          
                 

               
                

         
              

          

     

 

Exhibit 2098
Page 25 of 46



Exhibit 2098
Page 26 of 46



            
 

               

    

                  
                  
                   

                 
    

                  
                  
                     
   

    
               

   

           
                

                   
              

              
               
                

           
            

    
           

               
                    

              
               

                
             

                  
       

               
           

           
             

            

             
                   

   

Exhibit 2098
Page 27 of 46



            
                

              
             
 

              

    
    

    

   

   

   

    

 
 

 
 

 
 

  

   

    

 
 

  
 

 

  

 

 
   

   

  

 
 

 
 

  

    

 
 

              
    

     

      

      
       

                  
          

              
                   
  

           

 

Exhibit 2098
Page 28 of 46



              

    
    

    

    
    

    

    

 
  

  
   

   

   

 
  

  

   

   

  

 
 

  

  

   

 
 

  

   

                
          

 
 

  

  

 
 

  

   

              
                   
   

             
            

            
           

            
        

              
           

             
              
              

               
              

            

 

Exhibit 2098
Page 29 of 46



               
      

    

   
         

        

            
            

 
           

 
         

            
 

          
 

             

    
   

         
        

           
          

 
          

 
            

         
 

          
 

              

                      
        

              
   

 

Exhibit 2098
Page 30 of 46



                 
      

    

   

        
       

            
            

 
            

 
           

            
 

            
 

               

    
   

          
      

           
            

 
             

 
            

           
 

           
 

             

                   
         

              
   

                
             

           
            
               

              
  

 

Exhibit 2098
Page 31 of 46



                
               

                 
                

                 
               

             
            

              
               

      

               
       

    
    

    

 
  

  

  

  
  

  

  

             

    
    

    

    

 
  

   

  

   

  
   

  

  

      

                  
   

              
   

 

Exhibit 2098
Page 32 of 46



              
      

    
    

    

 
  

  

  

  
  

  

  

             

    
    

    

    

 
  

  

  

   

  
  

  

  

      

                    
      

              
   

    

                
            

             
              
         
       

             
               

   

 

 
 
 
 

 
 

Exhibit 2098
Page 33 of 46



               
  

   
           

        
         

 
  
   

    
    

  
     

  

  

  

  
  

  

  

  
  

 
 

 
                

 
 

 

             
              

        

             
            

                
    

        

                 
               

                
                     

                 
                 

                   
                

             

 

Exhibit 2098
Page 34 of 46



Exhibit 2098
Page 35 of 46



               
     

   
   

    

 

    
      

    
    

  

    
       

    
    

      
     

       
    

    
        

         
      

    

    
   

   

 
    

       
    

    
  

    
       

     
    

      
    

        
    

     
      

        
      

              
             

 

 

 
  

 
 

 
  

 
 

 
  

 
 

 
  

  

 
 

 
  

 
 

 
  

 
 

 
  

 
 

 
  

 

                   
 

 

Exhibit 2098
Page 36 of 46



                
                 
              
                

              
             

              
      

      
 

    
    
    

      

    

 
 

 

 

 
 

 
 

  
  

    

 
 

 
 

 

  
 

 

 
 

  
 

  
 

 

     
      

        
       

            
            

   

 
 

 
 

  
 

 
 

 
 

  
 

               

                  
                

              
             

              
           

                 
 

              
             

 

Exhibit 2098
Page 37 of 46



                  
    

     

   
   

    

           
    

      

        
      

    

   
   

   

            
   

      
       
      

             
    

 
 
 

 
  

 

 
 

 

 
   

 

               
    

              
               

                 
                

 

Exhibit 2098
Page 38 of 46



               
     

     

   
   

   
         

  
      

        

      

      

   
   
   

          
    

      
        
      

              
     

 
 

 

 
  

 

 
 

 

 
  

 

                 
     

    

           
               

            
      

            
               

               
           

             
                   

             
              
                

              

 

Exhibit 2098
Page 39 of 46



           
            

            
               

  

           
              

               
          
         

    

              

     

       

           

               
           
              

                 
             

              
             
                     

             

               

           
              

    

     

           

 

Exhibit 2098
Page 40 of 46



    

      

              
             

          
            

           
            

        

             
                  

               
              
        

                
             

               
           

    

              
            

               
                

               
               

             
          

             
                   

             
              
                

               

 

Exhibit 2098
Page 41 of 46



             
          

    

 

Exhibit 2098
Page 42 of 46



Exhibit 2098
Page 43 of 46



              
  

       
   

                  
          
            

                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 

                 
                  

                  

         

             
    

                   
                  

         
                 
                 
                 

                  
                 
                 
                 
                 
                 
                 
                 
                 
                 

                  

                     
          

                  
                 
                 
                 
                 
                 
                 
                 
                  
                 
                 
                 
                 
                 

 

Exhibit 2098
Page 44 of 46



Exhibit 2098
Page 45 of 46



Exhibit 2098
Page 46 of 46




