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Kaushal -SSUBJECT: PAS Labeling Supplement  

PRODUCT:     

 Approval of      

Nuwiq is a B-domain-             
and approved on 9/4/2015 for the treatment of children and adults with hemophilia A for: 

- On-demand treatment and control of bleeding episodes 
- P     
-          

The current    USPI       
 of               

included because results of trials GENA-         
            , were not available at the  of 

            PAS labeling supplement 
      

             
             , based on 

trial data         obtained in GENA-05 and GENA-    
recommended dose is 20-               , 

          

The proposed dosing approach      was used in the GENA-05 and GENA-15 trials, which 
             

 The Applicant provided details of their sub-        for our 
review, which is summarized as follows: 

-          s, for a total of 738 treated bleeding 
        was     
              

            
children (PTPs  aged 2-         
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-              , with an 
     -       for this cohort 

  -         -       
   

-               
surgeries and 8 were minor surgeries          
performed, 100% (14/14             
aged 2-     a       

- In vivo            
baseline, 15-min post-infusion and 1-hour post-infusion, using both a chromogenic and one-

             4     
                  

   -     the one-      
               -12 
                 

          
- The GENA-             

         There were no further PK 
    -         

-                
                 

development rate was             
median  ED  5 (4-          The rate of inhibitor 

            -domain-
     in          

- Review of treatment-emergent adverse events that occurred in  5%     
           -      

          

The review team recommends              
              product-
 dosing             

   recommend       
-               

         
-  -    -      
-        
-               

    
-                

              
            

-                
o             ears is lower than 

     
o                   
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