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                                    FDA Head Asks for Investigation Into Alzheimer's Drug Approval

                                    
MONDAY, July 12, 2021 (Healthday News) -- The U.S. Food and Drug Administration's controversial approval of the Alzheimer's drug Aduhelm should be investigated by the Office of Inspector General (OIG), FDA Acting Commissioner Dr. Janet Woodcock has said.
The FDA approved Aduhelm even though an advisory panel of outside experts said there wasn't enough proof that the drug actually works. Three members of the panel quit after the FDA's move.
There's also been criticism of the price of the drug. A high dose is expected to cost $56,000 per patient per year. The approval and pricing of Aduhelm is being investigated by two Congressional House committees.
Woodcock said she has "tremendous confidence in the integrity of the staff and leadership" in the FDA's Center for Drug Evaluation and Research, which was involved in the review of the Biogen drug.  Her comments came in a letter posted Friday on Twitter, CNN reported.
Woodcock agreed that there "continue to be concerns raised, however, regarding contacts between representatives from Biogen and FDA during the review process, including some that may have occurred outside of the formal correspondence process," Woodcock wrote to Health and Human Services OIG Acting Inspector Christi Grimm.
The health news site STAT has reported that before the drug's approval, Biogen and the FDA held off-the-books meetings that may have violated FDA protocol.
"To the extent these concerns could undermine the public's confidence in FDA's decision, I believe that it is critical that the events at issue be reviewed by an independent body such as the Office of the Inspector General, in order to determine whether any interactions that occurred between Biogen and FDA review staff were inconsistent with FDA policies and procedures," Woodcock wrote.
"We will, of course, cooperate with any inquiry in connection with a possible review of the regulatory process," a Biogen spokesperson said in a statement to CNN.
A OIG spokesperson told CNN that the office received Woodcock's letter and is reviewing it, but her request does not guarantee there will be an investigation.
More information
Visit the Alzheimer's Association for more on Alzheimer's disease.

SOURCE: CNN

                                    

                                

                            
                        
                            
                            
                                                        
                                [image: HealthDay]
                                Health News is provided as a service to Duren's Health Mart site users by HealthDay. Duren's Health Mart nor its employees, agents, or contractors, review, control, or take responsibility for the content of these articles. Please seek medical advice directly from your pharmacist or physician.

                                Copyright © 2024 HealthDay All Rights Reserved.

                            

                            
                            
                            
                        

                        

                        
                        
                            
                                
                                    Share


                                    	
	
	
	
	

           
                                

                                

                            Tags


                            
                            	Alzheimer's
	Press, Medical / Health   Reporting


                            
                        

                                        
                    

                

            

            
        
    
        
         
    


           





 















    
    
    
    
    
               
    
    
    
    
    
        
	 
	   
    		 
    			  
    		 

	   

	


    
        
            
                
                    
                                        
                        
                            [image: Duren's Health Mart Logo]
                        

                                                        Our commitment to patient care and health is priority one here at Duren's Health Mart.

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