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    	technology

As a result of the collaboration between scientists, physicians, the pharmaceutical and medical device industry, and overseeing regulatory bodies such as the Food and Drug Administration (FDA), the diagnosis and treatment of many diseases has advanced dramatically in recent decades. This partnership and process has helped to progress—and in some cases revolutionize—the neurointerventional (NI) care of those with devastating diseases such as complex or giant cerebral aneurysms and emergent large vessel occlusive acute ischemic stroke.1 Recent advances within our dynamic space is undeniably tied to medical device innovation. The cost for this progress in terms of time and capital is considerable. It comprises research and development at the front end, regulatory review and approval in the middle and manufacture and marketing at the tail end. This editorial comment is intended to briefly review the regulatory pathways and processes for NI device approval and monitoring that are overseen by the FDA, and also seeks to highlight the ever more apparent need for a more rigorous post-market device reporting system.
The vital partnership between clinicians, industry and the FDA has been at the core of advances in healthcare, which in turn have directly benefited thousands of patients throughout the world. As in most endeavors, it is important to periodically review these regulatory and monitoring pathways as opportunities for process improvement are potentially available. The voluntary recall of Penumbra’s Jet7 reperfusion catheter with Xtra Flex technology (Penumbra, Alameda, California, USA) has provoked debate regarding the current post-market device monitoring systems in terms of patient safety and device effectiveness, a topic of historic interest in this journal.2–5

Several regulatory pathways exist to bring a medical device to market and they are largely defined by a risk-based approach.6 These pre-market approval processes are overseen by the Center for Devices and Radiological Health … 


View Full Text
  


  
  



  
      
  
  
    Footnotes
	Twitter @rdeleacymd

	Contributors RDL is the sole contributor to this commentary.

	Funding The authors have not declared a specific grant for this research from any funding agency in the public, commercial or not-for-profit sectors.

	Competing interests None declared.

	Patient consent for publication Not required.

	Provenance and peer review Commissioned; internally peer reviewed.





  


  
  



  
      
  
  
    


  



  


  
  



  
        Read the full text or download the PDF:

    
  
  
    
  
    
  
    
    
      
        
  
      
  
  
      


  
  



      

    


    
      
        
  
      
  
  
    Subscribe (£97)  


  
  



      

    

    
    
      
        
  
      
  
  
    Log in   


  
  



  
      
  
  
    
  
    
  
      
  
  
    Log in via Institution
Log in via OpenAthens
Log in via your SocietySelect your society
SNIS
ESMINT


  


  
  



  
      
  
  
    Log in using your username and password

 For personal accounts OR managers of institutional accounts



  Username *
 



  Password *
 




Forgot your log in details?Register a new account?

Forgot your user name or password?




  


  
  



  



  


  
  



      

    

  
  
   
  
    



  


  
  



  





  


  
  



  
        Read the full text or download the PDF:

    
  
  
    
  
    
  
    
    
      
        
  
      
  
  
      


  
  



      

    


    
      
        
  
      
  
  
    Subscribe (£97)  


  
  



      

    

    
    
      
        
  
      
  
  
    Log in   


  
  



  
      
  
  
    
  
    
  
      
  
  
    Log in via Institution
Log in via OpenAthens
Log in via your SocietySelect your society
SNIS
ESMINT


  


  
  



  
      
  
  
    Log in using your username and password

 For personal accounts OR managers of institutional accounts



  Username *
 



  Password *
 




Forgot your log in details?Register a new account?

Forgot your user name or password?




  


  
  



  



  


  
  



      

    

  
  
   
  
    



  


  
  



      

      
    

    
    
      
        
  
      
  
  
      


  
  



      

    

  
  
   
    
    
    
      
        
  
      
  
  
    
  
      
  
     
          

          

          

          

          




  


  
  



      

    

  
  
   
  


  



  

          

        


        
        
      

    

   

 


    
    
      
          
    

    
  
    
  
    
  
      
  
  
    	[image: Society of NeuroInterventional Surgery]
	[image: Neuroradiological Society of Taiwan]
	[image: The Hong Kong Neurological Society]
	[image: The Australian and New Zealand Society of Neuroradiology]
	[image: European Society of Minimally Invasive Neurological Therapy]
	[image: STNI]
	[image: CING]

  


  
  



  



  



  

      

    

  
    
    
      
          
    

    
  
    
  	Content	Latest content
	Current issue
	Archive
	Top cited articles
	Browse by collection
	Most read articles
	Responses
	Webinars


	Journal	About
	Editorial board
	Sign up for email alerts
	Subscribe
	Aims and scope
	Thank you to our reviewers


	Authors	Instructions for authors
	Submit an article
	Editorial policies
	Open Access at BMJ
	BMJ Author Hub


	Help	Contact us
	Reprints
	Permissions
	Advertising
	Feedback form





  



  

      
            
        
            
    

    
  
    
  
    
  
      
  
  
    	 RSS
	 Twitter
	 Facebook
	 SoundCloud

  


  
  



  



  



  

        
      

          

  
      
    
      
    

    
      
        	Website Terms & Conditions
	Privacy & Cookies
	Contact BMJ


        
        Cookie Settings
        
        Online ISSN: 1759-8486Print ISSN: 1759-8478

        Copyright © 2023 Society of NeuroInterventional Surgery. All rights reserved. 

      

    

  
      
    
        
    

    
  
    
  
    
  
      
  
  
    


  



  


  
  



  



  



  

    

  

  
  


