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                    IMPORTANT SAFETY INFORMATION:
WARNING: INITIATE AND RE-INITIATE IN A HOSPITAL AND MONITOR SERUM SODIUM. SAMSCA® (tolvaptan) should be initiated and re-initiated in patients only in a hospital where serum sodium can be monitored closely. Too rapid correction of hyponatremia (e.g., >12 mEq/L/24 hours) can cause osmotic demyelination resulting in dysarthria, mutism, dysphagia, lethargy, affective changes, spastic quadriparesis, seizures, coma and death. In susceptible patients, including those with severe malnutrition, alcoholism or advanced liver disease, slower rates of correction may be advisable.


WARNING: NOT FOR USE FOR AUTOSOMAL DOMINANT POLYCYSTIC KIDNEY DISEASE (ADPKD). Because of the risk of hepatotoxicity, tolvaptan should not be used for ADPKD outside of the FDA-approved REMS. SAFETY INFORMATION CONTINUED BELOW


INDICATION: SAMSCA is indicated for the treatment of clinically significant hypervolemic and euvolemic hyponatremia (serum sodium <125 mEq/L or less marked hyponatremia that is symptomatic and has resisted correction with fluid restriction), including patients with heart failure and Syndrome of Inappropriate Antidiuretic Hormone (SIADH).


Limitations of Use: Patients requiring intervention to raise serum sodium urgently to prevent or to treat serious neurological symptoms should not be treated with SAMSCA. It has not been established that raising serum sodium with SAMSCA provides a symptomatic benefit to patients.
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                    Manufactured by Otsuka Pharmaceutical Co., Ltd., Tokyo, 101-8535 Japan. 

Distributed and marketed by Otsuka America Pharmaceutical, Inc., Rockville, MD 20850. 

SAMSCA is a registered trademark of Otsuka Pharmaceutical Co., Ltd., Tokyo, 101-8535 Japan.



            
  



          

              


              
                            
                

  
  
    
      


                    © 2021 Otsuka America Pharmaceutical, Inc.



            
  



              

                                      
                

  
  
    
      May 2021
  



              

                                      
                

  
  
    
      07US21EBP0001
  


     
              

            
        
          


          


          
            
              
                
                  Tell a Colleague

                  
                    Email this page to a colleague.

                    All fields are required.

                    
                    
                      
                      
                        
                          Your Name

                            
                            
                          

                        
                        
                          Your Colleague's Email

                          
                            
                          

                        
                      
     
                      OAPI will not retain email addresses or other information used within this tool.

                    

                    
                      Send
                    
   
                  
  
                   
                    
                    
             
                  
                
    
              
  
            
          


        
      

      
      
        
          
            

  
            
  Main navigation

  

        

                  	
                              Home
                    
                  
	
                              About Hyponatremia
                    
                                        	
                              Role of Vasopressin
in Hyponatremia
                    
                  
	
                              Management of 
Hyponatremia
                    
                  


  
                  
	
                              Hyponatremia in Heart Failure: Efficacy & Safety
                    
                                        	
                              Pathophysiology
                    
                  
	
                              Efficacy
                    
                                        

  
                  
	
                              Safety Profile
                    
                                        

  
                  
	
                              Patient Case Library
                    
                                        

  
                  


  
                  
	
                              Hyponatremia in SIADH: Efficacy & Safety
                    
                                        	
                              Pathophysiology
                    
                  
	
                              Hyponatremia in SIADH in Oncology
                    
                  
	
                              Efficacy
                    
                                        

  
                  
	
                              Safety Profile
                    
                                        

  
                  
	
                              Patient Case Library
                    
                                        

  
                  


  
                  
	
                              Mechanism of Action
                    
                  
	
                              Dosing & Administration
                    
                                        	
                              Patient Selection
                    
                  


  
                  
	
                              Videos & Resources
                    
                                        	
                              Video Library
                    
                  
	
                              Downloadable Resources
                    
                  


  
                  
	
                              CONTINUATION POST-DISCHARGE
                    
                  


  


  


          
        
      


    
    
  