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    Abstract
Background The VIGOUR (VIOXX GI Outcomes Research) study was a prospective, randomised, double-blind comparison of rofecoxib (a COX-2 inhibitor) vs. naproxen (a dual COX-1/COX-2 inhibitor) in > 8000 patients with rheumatoid arthritis (RA). The study showed that rofecoxib was associated with significantly fewer clinically important upper gastrointestinal (GI) events (perforation, obstruction, bleeding, symptomatic gastric and duodenal ulcers) than naproxen.

Objectives To assess whether the risk reduction in clinically important upper GI events seen with rofecoxib was similar in “high risk” and “low risk” sub-populations; and, to predict the risk of these events based on baseline characteristics.

Methods In the VIGOUR trial, 8076 RA patients expected to require NSAIDs for > 1 yr were randomly assigned rofecoxib 50 mg qd or naproxen 500 mg bid for minimum of 6-month follow-up. Patients were classified as “low risk” or “high risk” for clinically important upper GI events based on recognised risk factors – age, steroid use, previous history of clinical GI events, and H. pylori sero-status. Relative risk analyses were conducted in both low- and high-risk subgroups. A multifactorial model to predict clinically important upper GI events was developed. Multiple steps in the analysis included: 1. Covariates were examined in a univariate Cox model; 2. Factors that trended (p < 0.20) plus treatment were put into Cox model and backwards stepwise regression chose significant (p = 0.05) predictors; and, 3. Interactions between each covariate with treatment were tested one at a time in Cox models.

Results The % risk reduction (rofecoxib relative to naproxen) of clinically important upper GI events was 88% in the low-risk subgroup, 51% in the high- risk subgroup and 54% in the overall population.
View this table:	View inline
	View popup



Abstract FRI0035 Table 1 



Conclusion (1) The relative risk reduction of GI events in the rofecoxib group was maintained in both the high and low risk subgroups. (2) Multivariate analyses found the risk factors significantly associated with GI events to include age, prior history or clinical GI events (complicated and uncomplicated), disease severity, duration of disease, prior history of GI symptoms, prior use of low dose H2 blockers, steroids, and NSAIDs.





  


  
  



  
      
  
  
    


  



  


  
  



  
      
  
  
    https://doi.org/10.1136/annrheumdis-2001.1164

  


  
  



  
        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.

      

    

  
      
    
        
    

    
  
    
  
    
  
      
  
  
    


  



  


  
  



  



  



  

    

  

  
  


