
CENTER FOR DRUG EVALUATION AND RESEARCH 
 

Approval Package for: 
 

APPLICATION NUMBER: 
 

   019758Orig1s034 
                                              
 

 
Trade Name:  CLOZARIL 
Generic or Proper 
Name:    
 

(clozapine) 

Sponsor:  
 

Novartis 
 

Approval Date:   
 

March 3, 1998 
 

  



CENTER FOR DRUG EVALUATION AND RESEARCH 
 

   019758Orig1s034 
 
 

CONTENTS 
 

Reviews / Information Included in this NDA Review. 
  
Approval Letter X 
Other Action Letters X 
Labeling X 
REMS  
Summary Review  
Officer/Employee List  
Office Director Memo  
Cross Discipline Team Leader Review  
Clinical Review(s)  X 
Product Quality Review(s)  
Non-Clinical Review(s)  
Statistical Review(s)           
Clinical Microbiology / Virology Review(s)  
Clinical Pharmacology Review(s)  
Other Reviews  
Risk Assessment and Risk Mitigation Review(s)  
Proprietary Name Review(s)  
Administrative/Correspondence Document(s) X 
 



 

CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 
 

APPLICATION NUMBER: 
 
  019758Orig1s034    
 

 
APPROVAL LETTER 









 

    
  

 
   

  
 

 
 

  
   

   
   

   
    

    

 
 

 
 

  



CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 

APPLICATION NUMBER: 
 

019758Orig1s034  
 

OTHER ACTION LETTERS  
 











 
 CENTER FOR DRUG EVALUATION AND 

RESEARCH 
 
 

APPLICATION NUMBER: 
 

019758Orig1s034 
  
 

LABELING 







CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 
 

APPLICATION NUMBER: 
 

019758Orig1s034 
 

 
CLINICAL REVIEW(S) 













      
   

    

 

 

   

  

 

  

  

  

  

 
 

   

   

   

       
           

         
         
          

        
         

       
         

       
            

          
           

    

        
 

      
 

     

          
          
          

        
         
             
         

 

    

















CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 

APPLICATION NUMBER: 
 

019758Orig1s034  
 

 
 

ADMINISTRATIVE AND CORRESPONDENCE  
DOCUMENTS 

 











           
      

         
         

         
         

           
           

           
 

           
           

         
        
           

         

          
 

  
 
  

    
   

 








