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    Abstract



Objectives To assess tolerance and safety of rheumatoid arthritis (RA) treatment by tocilizumab (TCZ) in real life





Methods The French Society of Rheumatology set up the REGATE registry to prospectively collect, at 3 months and then every 6 months for 5 years, data from 1500 patients treated with TCZ for refractory rheumatoid arthritis.





Results From January 13th 2011 to June 19th 2013, RA patients treated by TCZ initiated after January 1st 2010 have been prospectively included from 78 French centres in the REGATE registry. Among the 1503 included patients (women: 80%, mean age 56.6±13.6 years, mean disease duration: 14.2 years (±10), mean number of prior DMARD: 2.4 (±1.5), 85.2% RF-positive, 81.6% ACPA positive), 5.25% of patients had a history of cancer and 5% of severe infection, 19% of cardiovascular events and 22% of dyslipidemia before TCZ. 20% had not received any anti-TNF prior to TCZ and the mean number of biologics before TCZ was 2±1.5. The last biologic prescribed before initiation of TCZ was an anti-TNF for 59.7% of patients, rituximab for 17%, abatacept for 13.4%. The median time between the last dose of the previous biologic and the first infusion of TCZ was 1.64 months (0-120).

Before TCZ, mean DAS28 was 5.1±1.4. 69% of the patients received steroids with a mean dose of 11±24 mg/day. 60% of patients were treated with and a concomitant DMARD, mainly methotrexate (79.4%). After 1.3 years, the drug was stopped for 206 patients: 61 of them (31%) for primary inefficacy, 35 (17,8%) for secondary inefficacy, 71 (36%) for safety reasons. 1048 patients have already had at least 1 follow-up visit with mean current follow-up duration of 11.8 (±7.4) months corresponding to an exposure of 1052 patient/years (PY). Fifty five severe infections (mainly soft tissues and respiratory tract with respectively 32% and 27%) were reported in 49 patients corresponding to a rate of severe infections of 5.2/100 PY. The other SAE were 3 lymphoma (0.3/100 PY), 7 cancer (0.65/100 PY), eight thromboembolic events (0.7/100 PY), eight infusion reactions with definitive withdrawal of TCZ (0.7/100 PY) and one cardiovascular event (0.1/100 PY). Six perforations of bowel were observed (0.6/100 PY) and 5 out 6 patients were treated with steroids. Three deaths were recorded: one septic chock, one pneumocystosis, and one hypertrophic cardiopathy.





Conclusions These results of the REGATE registry show that a high proportion of patients treated with TCZ as first line of biologic (20%) and in monotherapy (40%) in outpatient car. Severe infections are close to rates observed in pivotal studies (1). Perforation of bowel is 3 times higher compared to extension studies but steroids combined with TCZ may explain this result.





References
	
Genovese MC et al. J Rheumatol. 2013;40:768-80








Disclosure of Interest None declared





DOI 10.1136/annrheumdis-2014-eular.5093







  


  
  



  
      
  
  
    


  



  


  
  



  
      
  
  
    https://doi.org/10.1136/annrheumdis-2014-eular.5093

  


  
  



  
        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.

  


  
  



  
        

    
  
  
    
  


  
  



  
      
  
  
    


  


  
  



  
      
  
  
    

  


  
  



  
        Read the full text or download the PDF:

    
  
  
    
  
    
  
    
    
      
        
  
      
  
  
      


  
  



      

    


    
      
        
  
      
  
  
    Subscribe  


  
  



      

    

    
    
      
        
  
      
  
  
    Log in   


  
  



  
      
  
  
    
  
    
  
      
  
  
    Log in via Institution
Log in via OpenAthens
  


  
  



  
      
  
  
    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  


  
  



      

    

    
    
      
        
  
      
  
  
    Log in   


  
  



  
      
  
  
    
  
    
  
      
  
  
    Log in via Institution
Log in via OpenAthens
  


  
  



  
      
  
  
    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: EULAR]
	[image: Eular textbooks]

  


  
  



  



  



  

      

    

  
    
    
      
          
    

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


	Journal	About
	Editorial board
	Sign up for email alerts
	Subscribe
	EULAR textbooks
	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
	 YouTube

  


  
  



  



  



  

        
      

          

  
      
    
      
    

    
      
        	Website Terms & Conditions
	Privacy & Cookies
	Contact BMJ


        
        Cookie Settings
        
        Online ISSN: 1468-2060Print ISSN: 0003-4967

        © European Alliance of Associations for Rheumatology, EULAR 2023. Published by BMJ. All rights reserved.

      

    

  
      
    
        
    

    
  
    
  
    
  
      
  
  
    


  



  


  
  



  



  



  

    

  

  
  


