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    Abstract
Background Patients (pts) may benefit from the use of a patient support program (PSP) to manage their rheumatoid arthritis (RA).

Objectives To assess the impact of PSP utilization on adalimumab (ADA) effectiveness for RA treatment in clinical settings.

Methods PASSION (NCT01383421) is a post-marketing observational study to explore and describe the effectiveness of ADA on the course of RA treatment and pt satisfaction over time in the context of utilization of the PSP. The study enrolled pts with moderate to severe RA with an insufficient response to ≥1 disease-modifying antirheumatic drug (DMARD) and initiated ADA at participating sites in the EU, Mexico, Puerto Rico, and Australia. Pts had to be ADA-naive and treated with ≤1 prior biologic DMARD. Pts were prescribed ADA according to the local product label and had an option to utilize the PSP while participating in the study. The PSP comprised “Core elements” (starter pack, call center/hotline, nursing services, educational material, and injection guide; offered in all participating countries) and “Other elements” (eg, refill reminders, email, newsletters, support groups, home delivery, and financial assistance; varied by country). The primary endpoint is the % of pts achieving the minimal clinically important difference (MCID; improvement of ≥0.22) in the Health Assessment Questionnaire Disability Index (HAQ-DI) at week (wk) 78 vs baseline (BL). Secondary clinical parameters include % of pts achieving MCID in HAQ-DI at wks 12, 24, 36, 52, and 64 vs BL and changes in the 28-joint Disease Activity Score (DAS28), Simplified Disease Activity Index (SDAI), and Clinical Disease Activity Index (CDAI).

Results Most enrolled pts in this interim analysis (n=852) completed 52 wks of treatment. The mean age at BL was 54.1 y; 76.1% of pts were female, and the mean duration of RA was 7.8 y. Mean BL disease scores were 1.5 for HAQ-DI, 5.3 for DAS28 based on C-reactive protein (CRP), 35.8 for SDAI, and 33.4 for CDAI. Prior biologic DMARD exposure was 17.4%. Overall, 49.9% of enrolled pts utilized the PSP. Improvement in physical functioning was greater at all study time points in pts utilizing the PSP vs those who were non-PSP users, as reflected by mean decreases of 0.61 and 0.46, respectively, in HAQ-DI from BL to wk 52 (P=0.07). More pts using the PSP achieved an MCID in the HAQ-DI vs non-PSP users (73.8% vs 67.2%) at wk 52 (P=0.18). Significant changes (P≤0.005) from BL to wk 52 were observed for pts using the PSP vs non-PSP users in DAS28(CRP) (−2.88 vs −2.13), SDAI (−30.57 vs −21.65), and CDAI (−26.98 vs −20.75) scores. Study discontinuation rates were significantly (P=0.003) lower among PSP users vs non-PSP users (20.0% vs 29.0%).

Conclusions Interim data showed that, in pts with moderate to severe RA who initiated ADA, better improvement in functional and clinical outcomes was achieved in the PSP users vs the non-PSP users. Improvements were maintained at all time points and continued to increase throughout the study, most likely due to better adherence rates among PSP users.

Acknowledgements AbbVie funded the study and the analysis, and approved the abstract for submission. Medical writing assistance was provided by Katherine Groschwitz and Michael Theisen of Complete Publication Solutions, LLC, and was supported by AbbVie.

Disclosure of Interest F. Van den Bosch Consultant for: received speaker and/or consultancy fees from AbbVie, Celgene, Janssen, Novartis, Pfizer, and UCB, S. Wassenberg Grant/research support from: participated in phase 3 and phase 4 studies sponsored by AbbVie, Speakers bureau: received speakers honoraria of less than 5.000 € in the last 2 years from AbbVie; also received support, including speaker and/or consultancy fees and attendance at conferences, from Chugai, Janssen, MSD, Novartis, Pfizer, Roche, and UCB, A. Ostor Grant/research support from: received support from (including attendance at conferences), undertakes clinical trials and acts as a consultant to Roche, Chugai, MSD, AbbVie, Pfizer, Novartis, Napp, and BMS, N. Varothai Shareholder of: AbbVie, Employee of: AbbVie, V. Garg Shareholder of: AbbVie, Employee of: AbbVie, J. Kalabic Shareholder of: AbbVie, Employee of: AbbVie





  


  
  



  
      
  
  
    


  



  


  
  



  
      
  
  
    https://doi.org/10.1136/annrheumdis-2015-eular.4948

  


  
  



  
        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.

      

    

  
      
    
        
    

    
  
    
  
    
  
      
  
  
    


  



  


  
  



  



  



  

    

  

  
  


