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    Abstract
Background Study was a PROBE design phase II randomized controlled trial (RCT). We assessed trial feasibility and technical efficacy and safety of two novel thrombectomy devices – ERIC (a retriever device) and SOFIA (a distal access catheter) – used alone or in combination depending on operator preference.

Methods Four UK neuroscience centers enrolled adults with proximal large artery occlusion (LAO) stroke on imaging where arterial puncture was achievable within 5.5 hours (8.5 hours for posterior circulation) of symptom onset; National Institutes of Health Stroke Scale (NIHSS) ≥6 with limited ischemic change on CT imaging. Randomization was 2:1 into intervention arm (ERIC and/or SOFIA). Patients and core lab were blinded to allocation. Primary outcome was independent core lab adjudication of reperfusion (modified Thrombolysis in Cerebral Infarction (mTICI) scale). Secondary outcomes were modified Rankin score (mRS) at 90 and 365 days (independence and shift analysis), 30-day mortality, symptomatic intracranial hemorrhage (sICH), procedural complications and NIHSS change.

Results Sixty-six patients were enrolled. TICI 2B/3 reperfusion was achieved in 72% in intervention compared with 90% in control arm on intention to treat (ITT) analysis (P=0.2) and 78% compared with 86% on per protocol analysis (P=0.7). Functional independence at 90 days was 40% (intervention) compared with 43% (control) on ITT analysis (P=1.0). sICH rates were low at 0% and 5%, respectively (P=0.3). The 30-day mortality was 9% intervention compared with 14% control (P=0.7).

Conclusions Study indicated feasibility of a phase II RCT trial approach for assessing new thrombectomy devices. In a broad LAO stroke population ERIC and SOFIA were not statistically different from control devices. Larger trials are needed.


	thrombectomy
	catheter
	device
	technology




  


  
  



  
      
  
  
    


  



  


  
  



  
      
  
  
    https://doi.org/10.1136/neurintsurg-2020-016038

  


  
  



  
        Statistics from Altmetric.com

    
  
  
    
  


  
  



  
      
  
  
    


  


  
  



  
        Request Permissions

    
  
  
    If you wish to reuse any or all of this article please use the link below which will take you to the Copyright Clearance Center’s RightsLink service. You will be able to get a quick price and instant permission to reuse the content in many different ways.

  


  
  



  
        

    
  
  
    
  


  
  



  
      
  
  
    	thrombectomy
	catheter
	device
	technology



View Full Text
  


  
  



  
      
  
  
    Footnotes
	Twitter @eacora

	Contributors PMW and GAF designed the trial, obtained funding, and were Co-Chief Investigators. EAC and PMW obtained ethical approval. BG was trial statistician. EAC and PMW with RL coordinated follow-up. PMW, EAC, BG, GAF and AM drafted the manuscript. All authors revised the manuscript for important intellectual content. AD, JY, GS and RS were local Principal Investigators, recruited patients and directed data accrual.

	Funding The funders (equal co-funders were Newcastle University Biomedical Research Centre and Microvention Terumo) had no control over study design, data collection, data analysis, interpretation or writing of this report, or the decision to publish.

	Competing interests PMW reports personal fees from Stryker Global Advisory Board on Haemorrhagic Stroke and MicroVention-Terumo and institutional grants from Medtronic, Stryker, Penumbra, Stroke Association, British Heart Foundation and National Institute for Health Research outside the submitted work. GAF reports personal fees from Stryker and personal fees from Medtronic, Daichi Sankyo, Bayer Amgen outside the submitted work. RS is part-funded by the UCLH/UCL Biomedical Research Centre. BG, EAC, AM, AD, GS, YJ and RL have nothing to disclose.

	Patient consent for publication Not required.

	Ethics approval Written informed patient consent/assent was obtained and multicenter ethics approval was obtained (North East England REC A Ref. 14/NE/0113).

	Provenance and peer review Not commissioned; externally peer reviewed.

	Data availability statement Data are available upon reasonable request. Fully anonymised data from this trial will be available to the scientific community subject to appropriate ethics approval and Trial Steering Committee agreement. Requests for anonymised data should be directed to the Chief Investigator. Trial protocol can be obtained via Newcastle University Clinical Trials Unit. Ultimately the authors intend to seek permission to archive data in the VISTA Thrombectomy repository.





  


  
  



  
        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. 

      

    

  
      
    
        
    

    
  
    
  
    
  
      
  
  
    


  



  


  
  



  



  



  

    

  

  
  


