
      
        	Skip to main content
	Skip to FDA Search
	Skip to in this section menu
	Skip to footer links

   
      
    

      
       
       
                                                               


	
	
		                    			                            

				

					[image: U.S. flag]

					An official website of the United States government

					Here’s how you know  
          			


						
							      
							        [image: Dot gov]
									
								      The .gov means it’s official.
Federal government websites often end in .gov or .mil. Before sharing sensitive information, make sure you're on a federal government site.

								    

							      

							      
							        [image: SSL]
							        
								         The site is secure.
 The https:// ensures that you are connecting to the official website and that any information you provide is encrypted and transmitted securely.

							        

							      

						

					


				

			
 
			
							 
					
						U.S. Food and Drug Administration

					
       	

				
        
          	
               
              Search
            
	
               
              Menu
            


				

							
						
							
							
								
									Search FDA
									
									 
									
									
										
										Submit search

									

								

							

																				
						
					

			
 
							
						
							Featured

								Report a Product Problem
	Contact FDA
	FDA Guidance Documents
	Recalls, Market Withdrawals and Safety Alerts
	Press Announcements
	Warning Letters
	Advisory Committees
	En Español


						
					


					
          
            Products

            	Food
	Drugs
	Medical Devices
	Radiation-Emitting Products
	Vaccines, Blood, and Biologics
	Animal and Veterinary
	Cosmetics
	Tobacco Products


          
          
            Topics

            	About FDA
	Combination Products
	Regulatory Information
	Safety
	Emergency Preparedness
	International Programs
	News and Events
	Training and Continuing Education
	Inspections and Compliance
	Science and Research


          
          
            Information For

            	Consumers
	Patients
	Industry
	Health Professionals
	Federal, State and Local Officials


          
					

	      
    


	





                              
                                                                     
  
    

      

In this section:

                Search for FDA Guidance Documents
    
    




    	

              
                                        Search for FDA Guidance Documents
                    

                        
  
    
      
  
      
  
  	Search General and Cross-Cutting Topics Guidance Documents
	Advisory Committee Guidance Documents
	Import and Export Guidance Documents
	Cross-cutting Guidance Documents







  
          





                        
  
    
      
  
          





      





  


  
    

      
    	
                  Home
              
	
                  Regulatory Information
              
	
                  Search for FDA Guidance Documents
              
	
                  Breakthrough Devices Program
              






	
    
     Search for FDA Guidance Documents
    
  



  






                                
      

                                 
          
                                                                
                         
  
    

      



	GUIDANCE DOCUMENT

	Breakthrough Devices Program
					Guidance for Industry and Food and Drug Administration Staff
		
		September 2023	



	 
			
	    	Download the  Final Guidance Document
	    
      	      		Read the Federal Register Notice
    	    
 

     
    				Final
		
		
    


	  
	  
	
      	
      Share
    
	
      
        
          
        
        Post
      
    
	
      Linkedin
    
	
      Email
      
	
      Print
    


  
    
  



 



  






                      
                              
                                                                           

                            
                            
                            
                            
                                              
  

	
	  	Docket Number:
	FDA-2017-D-5966
	Issued by:
	
  
    Guidance Issuing Office

          
              Center for Devices and Radiological Health

          Center for Biologics Evaluation and Research

              

      




	



FDA is issuing this guidance to describe the policies FDA intends to use to implement section 515B of the Federal Food, Drug, and Cosmetic Act (FD&C Act) (21 U.S.C. 360e-3), as created by section 3051 of the 21st Century Cures Act (Cures Act), amended by section 901 of the FDA Reauthorization Act of 2017, and amended by Section 3001 of the SUPPORT for Patients and Communities Act  (the SUPPORT Act) (the “Breakthrough Devices Program”). The Breakthrough Devices Program is a voluntary program for certain medical devices and device-led combination products that provide for more effective treatment or diagnosis of life-threatening or irreversibly debilitating diseases or conditions. The Breakthrough Devices Program may also be applicable to certain devices that benefit populations impacted by health and/or healthcare disparities. In addition, consistent with our obligations under the SUPPORT Act, the Breakthrough Devices Program may also be available for certain non-addictive medical products to treat pain or addiction (FD&C Act section 515B (21 U.S.C. 360e-3)). The Breakthrough Program is intended to help patients have more timely access to medical devices by expediting their development, assessment, and review, while preserving the statutory standards for premarket approval, 510(k) clearance, and De Novo marketing authorization, consistent with the Agency’s mission to protect and promote public health.
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