
CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 
 

APPLICATION NUMBER: 
 

125370 
 
 

OFFICE DIRECTOR MEMO 



  
 

   
    

       
 

   
 

 
           

     
       

   

              
                
             

           
            

          
             

               
              

              
             

                  
             
            

          
            

        
         

            

               
            

                 

(b) (4)



             
             

              
             

           
             

              
              

         

               
               

            
                 

             
               

            
              
     

               
              

           
       

    
             
             

      

                

        
        

       

     

        
   

            
             

            



           
            

               
               

             
            

             
        

          

             
           

            
                 

     

             
           

             
          

              
            
          

         
            

            
          

     
 

             
              

           

            
 

               
       

               
          

              
 

       
             



               
          

                
          

            
              

      

              
            

             
             
            

         
                 
             

               
             

         
             
              
    

                



           

   

    

   
    

    
    

       
      

                  

                  
                     

       
                  

                

  

  
  

 
  

 

  

 

  

 
  

 
  

  
 

 
  

 
 

 
  

 

 
  

  
  

 
  

           
              

               
             

               
              

               
              

            
             

                 
             
              

                  
             

                
             

            
            
             
           



               
           

               

              
    

                 
               

             
              

               
             

              
            

               
             

            
             

            
             
                

            
             

             
               

                
              

              
             

             
          

               
              

               

            
               

                
               

          



               
          

           

        
   

    
              

 

                 
              

            

  

             
              

   

               
            

          
           

 



            
           

             
             

            
           

            
              

              
           

          
           

              
     

            
               

               
          

              
            

             
             

                  
              

              
             

             
              

 

              

               
               

                  
                
              

                
  

                

      
              

(b) (4)



             
             

             
               

               
               
                 

        

  

            
            

             
            

             
   

  

            
               

             
            

             
             

                 

               
              

             
 

            
           

         

            
    



Addendum:

Study 1056

Hwn Gcnane Sciences
BLSS76- HGS100IOS6

TE7~U SELXi SLEDAI % chuie- from bas.ewe- b;r'\irt! lLOCF~ AP S~C6o1 8.3.1.6)

~
W",k48

Pl;iebi~
N=27'

1 in.
N=271

lOlIli/l
&473

MCM~SE

Mo"" (loi" M",)
LSIo"","'S¡¡2

T~4tt diff~.ic. tflSq, t.1)2 n. placeb
P-¥8luè

274

-16,92:t 2.61

-28.57 (--100.0. 225.00)

-19.62",4.41

26
-33.1\.1 % 2.39

-33.33 (-100., 140.0)
-36-36:4.52
";.74 (-13.99, 0.s1)

0.0613

271

-34.75", 2.81

-4.0(-100.0, 20.00)
--37.54;4.33
-7.1)'2(-15.16. -O.tÐ)

0.0319
Week 52

M""",SE
M('di:::n(M"m,Aoi".i)

LSMcmi::SE2
Ttt~ dif'e!l (9"5% ci~ n. p.lbo

P-.OI.,

274

-15.97 .r 2..I2

-28.99 (-.100.0, 225.(0)

-29.5h4.46

'l
-33.&7:2..4
-33.33 (-100.0.140.0)

-3729"'4.6
-7.76 (-5.08, -0.43)
0.0379

271

~S.Q4.:2.s
-42.86 (-100.0. 200.(0)

-39.55:4.31
-tn.02(-11.33.-UI)
0.0073

lp_,ãl~ 0.6754 fro ANOVA fui:ompuQG ofbil althit: ..-aUei acss 3 grps wìti.ijus. (or iny covariøk
:tAll s..:Ut¥:~, itclllngth dif(i:reoc io I..SM (leat ~qumian), w'ere flOll' ANCOV Amode:fot th ~omJWsou beiwc Ulch ~finui1Juib ckw.e: im pllK'tOO, lHljUii flit di boscíne

SEA SlEO.Al5 (~Vs. ;iW)~ buliii protdnuria b-c (... gllir vs. ::2 gI-4 hour equivAl) ild lüe (Afrcan ik~-D.tor iooigiis-Amca:Íian de. v~otr)
'3ivc!!jeb have N.UnSELA SLEAl !Koo of 0 an il.foie ar c.iduded fro % diaigccakidatior.

wm_~ileda.i ootpti_sbiÛ_ch" cJe ObI2~V09:14:3i

Study 1057

Huni Geome Scieces

ILUS52, HGSlOOf051
TF~tZ ~"'.ENA S'LEDAJ % c:b;m~ (ro biwlil1(! hy visit (I.Ocr, AP SeoO~ 8..:U..6)

.Pebo Img/k IOmg.Y ~ ~ ~
WN:1:4S

287 288 29
MCaD:iSB -34.53~ 2.44 -31.52.:272 -4601 0,2.31
Medwi (Min. Mai) -4.00 (-100.0, 100(0) -50,00(-100.0, 20.00) --7.14 (-100.0. 1 10.00
LSMe.i:SE1 -29.-52:- 3.45 -33.57~ 3.36 -4.94 '" 3.6
Treatment dìkn:~ (95% Cl)2 ",.5. phbo -4.06 (-10.91. 2JlO) -1l.42 (-18as. --,(0)
P-vucZ 0.2456 O.OOLL

Week:52

287 288 290
'" Mea;iSE -34.76;i250 -38.13 ",2.44 -45.60",2.5

MoW (Mm, Max) -400(-100.0.150.00) -50.00(-100.0,150.00 -5(!.O (-100.0, 20.00)
L.Ui."" "'S¡¡2 -19.580,3.38 -'34.19",3.29 -419",3.40
Tretmnt dìere t'% CI)2 YS. plbo -5.22(-11.94,1.51) -10.11 (-11.40,-4.01)
P_vale2. 0.1281 0.0018

tp-víi 0.4114 fro ANOVA for cOlU1GÍ biue absolute "its ncos 3 £%oups witht ïl~tmg fo any co..arW.s
ZAn ~ mdllog th d~cc in LSM (lea &qii means). wer from A."'COVA model fo the c-opæso ktwcen eac.h bdimumab do an pla-e acti: for the bnelÎßc

SEASl.AI St'(lt (c: va. ~tO).~-lne ~~¡DUJ~ level (-02 gt h;:v$. ;:=2v' b:Äit equii..alclit);i r4C (Afrícan delldll~ ¡ri...etiou!'~rx;and:5~di'P.()thcr)

Nm=t_aledi outpt=t.skdaCcl cre on 11AOO=lS;;

10

BEST AVAILABLE COPY




