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                                    FDA Approves Gene Therapy for Tough-to-Treat Bladder Cancer

                                    
Patients with a high-risk bladder cancer now have a new option to treat it.
The U.S. Food and Drug Administration on Friday approved a gene therapy called Adstiladrin, which is designed to work for patients who have what's called high-risk non-muscle-invasive bladder cancer (NMIBC) that hasn't responded to the standard treatment, Bacillus Calmette-Guérin (BCG), but hasn't spread. BCG is a vaccine typically used for tuberculosis.
"This approval provides health care professionals with an innovative treatment option for patients with high-risk NMIBC that is unresponsive to BCG therapy," Dr. Peter Marks, director of the FDA's Center for Biologics Evaluation and Research, said in an agency news release. "Today's action addresses an area of critical need. The FDA remains committed to facilitating the development and approval of safe and effective cancer treatments."
About 75% to 80% of newly diagnosed bladder cancers have grown through the lining of the bladder, but not yet invaded the muscle. About 30% to 80% of cases recur and risk spreading. Treatment typically involves removing the tumor and using BCG to reduce the risk that the cancer will recur.
But for patients whose cancer is unresponsive to BCG, there are few treatment options.
Patients will receive Adstiladrin once every three months into the bladder through a urinary catheter.

About 57,000 men and 18,000 women are diagnosed with bladder cancer annually, according to the U.S. Centers for Disease Control and Prevention. About 12,000 men and 4,700 women die from the disease each year in the United States.
FDA officials approved Adstiladrin based on a multicenter clinical study of 157 patients, 98 of whom had BCG-unresponsive disease that hadn't spread.
Patients received Adstiladrin once every three months for up to 12 months or until the treatment became too toxic. About 51% of enrolled patients using Adstiladrin therapy had all signs of cancer disappear. Median response was 9.7 months. About 46% of patients who responded were in complete remission for at least one year.
 
The most common adverse reactions associated with Adstiladrin were bladder discharge, fatigue, bladder spasm, urinary urgency, presence of blood in urine, chills, fever and painful urination. People who are immunosuppressed or immune-deficient should not use Adstiladrin, the FDA said.
More information
The American Cancer Society has more on bladder cancer.
SOURCE: U.S. Food and Drug Administration, news release, Dec. 16, 2022
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                                                        Our commitment to patient care and health is priority one here at Duren Apothecary.

We believe in the value of providing personalized service and quality products.
    
                              
                    

                    

                    
                    
                        Site Navigation


                        	
                                    
                                        Patient Resources
                                    
                                  
	
                                    
                                        Text Me
                                    
                                  
	
                                    
                                        Contact
                                    
                                  
	
                                    
                                        Help
                                    
                                  
	
                                    
                                        Location / Hours
                                    
                                  
	
                                    
                                        Privacy Policy
                                    
                                  


                    

                                        

                    
                    
                        Contact Us

                         
                        
                            Duren Apothecary
110 Kittrell Street, Hohenwald, TN 38462
 (931) 295-3406


                                        [image: visa]
                                                                                [image: mastercard]
                                                                                [image: amex]
                                                                                [image: discover]
                                        
  
                        
                                            

                    
                

            
 
        


        
            
                
                                         
                        
                            2024 © All Rights Reserved.
                           Privacy Policy
                        

                    


                    
                    
                        

                    

                    
                

            
 
        

    
     
    
                                                                                                                                
