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I read with interest the report on the C-EARLY study.1 The study has been performed well, and the data support the conclusions. I do, however, take issue with the definition of the chosen endpoint of ‘sustained remission’, that is, a DAS28<2.6 at weeks 40 and 52. First, a period of 12 weeks is arbitrary and, in my view, rather short for a claim of ‘sustained remission’, but this is not my major worry. The new American College of Rheumatology/European League Against Rheumatism (ACR/EULAR) remission criteria for rheumatoid arthritis (RA) were published in the spring of 2011,2 with Paul Emery, Dan Furst and Desiree van der Heijde as coauthors, all of whom are also coauthors on this manuscript. A check at the Trial Register shows the trial was registered on 19 January 2012, at which time, enrolment also started. This by itself is a curious finding, as most ethical review boards require a registration in a trials register before a trial can be approved, and recruitment usually does not start within days of approval.
However, the key point is that the designers of the study were aware of the ACR/EULAR remission criteria during protocol design, so that there was no scientific reason NOT to use the new criteria to define the primary endpoint. There was, of course, a pragmatic reason: the new criteria try to define true remission, or absence of disease, which is difficult to achieve, whereas DAS28 <2.6 is easier to achieve, but does NOT represent absence of disease, as has been shown ad nauseam in many studies, including studies performed by some of the authors on this recent trial. In the C-EARLY trial, the prevalence of real sustained remission (using the same period of 12 weeks) undoubtedly was lower than that reported as primary endpoint; but given the overall prevalence of ACR/EULAR remission reported as secondary outcome, most likely, the contrast between the treatment groups would have been maintained with a properly defined endpoint. So, in my view, a very nice study was unnecessarily diminished by this unscientific definition of the primary endpoint. And if the authors preferred a less stringent endpoint, they could have termed it differently (eg, ‘sustained minimal disease activity’), or, as a last resort, reviewers or the Editor could have forced them to do so.
It is time the scientific community, including peer reviewers and Editors of major rheumatology journals, and especially the Editors of the EULAR and ACR journals, put a stop to the use of the word ‘remission’ in RA study publications when this refers to definitions other than the agreed ACR/EULAR criteria.
References
	↵	Emery  P, 
	Bingham  CO   III., 
	Burmester  GR, et al

. Certolizumab pegol in combination with dose-optimised methotrexate in DMARD-naive patients with early, active rheumatoid arthritis with poor prognostic factors: 1-year results from C-EARLY, a randomised, double-blind, placebo-controlled phase III study. Ann Rheum Dis 2016;75:e69doi:10.1136/annrheumdis-2015-209057
OpenUrlFREE Full Text


	↵	Felson  DT, 
	Smolen  JS, 
	Wells  G, et al

. American College of Rheumatology/European League against Rheumatism provisional definition of remission in rheumatoid arthritis for clinical trials. Ann Rheum Dis 2011;70:404–13. doi:10.1136/ard.2011.149765
OpenUrlAbstract/FREE Full Text






View Abstract
  


  
  



  
      
  
  
    Footnotes
	Competing interests None declared.

	Provenance and peer review Not commissioned; internally peer reviewed.





  


  
  



  
      
  
  
    


  



  


  
  



  
        Linked Articles

    
  
  
    	Electronic pagesResponse to: ‘Let's stop fooling ourselves. In RA, only ACR/EULAR criteria define remission and equate with absence of disease!’ by Boers

P Emery
C O Bingham III
G R Burmester
V P Bykerk
D E Furst
X Mariette
D van der Heijde
R van Vollenhoven
C Arendt
I Mountian
O Purcaru
D Tatla
B VanLunen
M E Weinblatt


Annals of the Rheumatic Diseases 2016; 75 e69-e69   Published Online First:  12 Aug 2016. doi: 10.1136/annrheumdis-2016-210083 







  


  
  



  





  


  
  



  
        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.

      

    

  
      
    
        
    

    
  
    
  
    
  
      
  
  
    


  



  


  
  



  



  



  

    

  

  
  


