





    
  Skip to main content
  




  

    

      
        
          
              
    

    
  
    
  
    
  
      
  
  
    


  



  


  
  



  



  



  

          

        

      


      
        
              

      
        
          
                       

         

      

     
    
      
        
          [image: BMJ Journals]

                  

      

      
                  
            
                
    

    
  
    	Subscribe
	Log In 
More
	

    
  
    
  
    
  
      
  
  
    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?




  


  
  



  



  






	Basket 
	Search 
More
	

    
  
    
  
    
  
      
  
  
    
  Search for this keyword 
 






  


  
  



  
      
  
  
    Advanced search  


  
  



  



  







  



  

            

          

                

    
        
      
                [image: Annals of the Rheumatic Diseases]
      

            
          
    

    
  
    	Latest content
	Current issue
	Archive
	Authors
	About
	Podcasts

  





    
  
    
  
    
  
        

    
  
  
    
  
    
  
      
  
  
    
  Search for this keyword 
 






  


  
  



  
      
  
  
    Advanced search  


  
  



  



  


  
  


  
        

    
  
  
    	 Close
More
	

    
  
    
  
    
  
        Main menu

    
  
  
    
  	Latest content
	Current issue
	Archive
	Authors
	About
	Podcasts



  


  
  



  



  






	Subscribe
	Log in 
More
	

    
  
    
  
    
  
      
  
  
    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?




  


  
  



  



  






	BMJ Journals

  


  
  




  



  



  

      

          

          
  
        
      
        
          You are here
	Home
	Archive
	Volume 71, Issue Suppl 3 
	AB0459 Analysis of integrated radiographic data for two long-term, open-label extension studies of adalimumab


        

       
      
          
            Email alerts
          
        

      

          

            
          
        
          
            
                                                                                                  
    

    
  
    
    
    
    
      
        
  
      
  
  
    
    
  
    
    
      
        
  
      
  
  
    Article Text
  


  
  



      

    

    
    
      
        
  
      
  
  
    Article menu 
  


  
  



      

    

  
  
   
  
  


  


  
  



      

    

  
  
   
    
  
    
    
      
        
  
      
  
  
    	Article 
Text
	Article 
info
	Citation 
Tools
	Share
	Rapid Responses
	Article 
metrics
	Alerts


  


  
  



      

    

    
    
      
        
  
      
  
  
    [image: Download PDF]PDF  


  
  



  
      
  
  
    Scientific Abstracts
Abstracts accepted for publication
Rheumatoid arthritis – anti-TNF therapy


  


  
  



  
      
  
  
    
      AB0459 Analysis of integrated radiographic data for two long-term, open-label extension studies of adalimumab
        
  

  


  
  



  
      
  
  
    [image: Loading]

  
    
  
      
  
  
    	D. van der Heijde1, 
	R. Landewé2, 
	E.C. Keystone3, 
	F.C. Breedveld1, 
	S. Liu4, 
	N. Mozaffarian4

	[bookmark: aff-1]1Leiden University Medical Center, Leiden


	[bookmark: aff-2]2Academic Medical Center, Amsterdam, Netherlands


	[bookmark: aff-3]3University of Toronto, Toronto, Canada


	[bookmark: aff-4]4Abbott, Abbott Park, United States






  


  
  



  
      
  
  
    Abstract

Background Accurate analysis of radiographic progression in rheumatoid arthritis (RA) has been challenging because most evaluations use change in Sharp score either between only 2 time points or between multiple time points but only at 1 assessment, limiting the accuracy and statistical power of treatment comparisons.




Objectives To use a data integration approach to evaluate longitudinal radiographic data obtained from long-term trials of adalimumab (ADA) in RA patients (pts).




Methods Data are from 2 phase 3, randomized, placebo (PBO)-controlled trials of ADA: PREMIER was a 2-year (yr) trial conducted in MTX-naïve pts with early RA,1 with an ongoing 8-yr open-label (OL) extension; DE019 was a 1-yr trial of pts with long-standing RA and an inadequate response to MTX,2 with a completed 9-yr OL extension. This post hoc analysis evaluated available radiographic data from the original PBO+MTX and ADA 40 mg every other week+MTX arms through 8 and 10 yrs of treatment in PREMIER and DE019, respectively. Radiographic progression was assessed using the modified total Sharp score (mTSS) as change (Δ) from baseline (BL). Radiographs were assessed at Yrs 2, 3, 5, and 8 (PREMIER) and Yrs 1, 2, 3, 5, 6, 8, and 10 (DE019). At each assessment yr, radiographs from BL and select prior yrs were re-read. A mixed effect model was used to evaluate the repeated measurements at different time points and different assessments in the integrated data analysis. ΔmTSS at each post-BL time point was estimated by least square mean, and hence, annualized change was calculated.




Results Radiographic data from 452 (PREMIER: 215, PBO+MTX; 237, ADA+MTX) and 327 (DE019: 162, PBO+MTX; 165, ADA+MTX) pts with BL and at least 1 post-BL radiograph were available through up to 8 and 10 years of therapy, respectively. Pts completing up to 8 yrs of therapy in PREMIER experienced an estimate of ΔmTSS of 11.1 (PBO+MTX) and 3.9 (ADA+MTX) units; pts in DE019 experienced an estimate of ΔmTSS of 6.6 (PBO+MTX) and 0.9 (ADA+MTX) units through up to 10 yrs of treatment. Radiographic progression was most apparent in those pts receiving PBO+MTX during the randomized portions, but annual progression rates slowed dramatically upon switch to OL ADA±MTX therapy in both trials (Figure). Interestingly, pts initially treated with ADA+MTX maintained low levels of annual progression in both long-term studies, experiencing an estimated change of approximately 0.5 units or less throughout.
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Conclusions A longitudinal, data integration analysis factoring in all available time points enabled a robust estimate of radiographic progression, and, in the present examples, confirmed and extended the radiographic superiority of initial combination therapy with ADA+MTX.
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