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Researchers were disappointed when a clinical trial of a new tuberculosis vaccine failed to show benefit, but should it have gone ahead when animal studies had already raised doubts and what does it mean for future research? Deborah Cohen investigates

In July 2009, researchers began a clinical trial in infants in South Africa, testing the newest hope for an improved vaccine against tuberculosis.1 Nearly 2800 infants took part. Their parents consented on the basis of information that included the statement that the trial vaccine, MVA85A, “has been tested in animals and was shown to be safe and effective.”
Similar statements had been used to obtain funding and ethical and regulatory approval for the trial. In one funding application, for example, the researchers said that the MVA85A booster had been shown to be more protective than BCG alone in four animal models.
Information given to ethics committees, regulators, and trial investigators said that protective efficacy studies had been carried out in four animal models—mice, guinea pigs, cattle, and monkeys. They reported “evidence of protection” against Mycobacterium tuberculosis when MVA85A was given as a booster to BCG.
However, an investigation by The BMJ has unearthed concerns about how the researchers, from Oxford University, used the results of animal studies selectively to gain funding and approval for human trials, publicly relying on claims that animal studies had shown the new vaccine to be protective while privately playing down or dismissing unsupportive experiments as “failed” or irrelevant. Disappointment at the apparent failure of animal models to predict the outcome of human trials has, in turn, led major funders of TB research to rethink their funding priorities, with allegations that this has slowed progress in the entire field.
The investigation asks whether the parents of babies included in the South African trial were misled … 


View Full Text
  


  
  



  
      
  
  
    
  
    
  
        
      Log in    

    
  
  
    Log in using your username and password


    BMA Member Log In


    
        If you have a subscription to The BMJ, log in:

        


  Username *
 



  Password *
 


        

            
  Forgot your log in details? 
 



        

            

    	
  Need to activate 
 




	Log in via institution
	Log in via OpenAthens







Log in through your institution

  


  
  

  

  
    
  
      
  
  
    
  
      
  
    
Subscribe from £173 *

Subscribe and get access to all BMJ articles, and much more.



  




  


  
  



  
      
  
  
    Subscribe
* For online subscription
  


  
  



  
      
  
  
    
  
      
  
    

Access this article for 1 day for:
£38 / $45 / €42 (excludes VAT)

You can download a PDF version for your personal record.





  




  


  
  



  
      
  
  
    Buy this article 
  


  
  

  



  


  
  



  





  


  
  



  
      
  
  
    
  


  
  

        
      

      
        
          
  
      
  
  
    	Tweet Widget
	Facebook Like


  


  
  



  
      
  
  
    
  
      
  
    

  




  


  
  



  
      
  
  
    See other articles in issue 8136  


  
  



  
        
      Article tools    

    
  
  
    PDF6 responses  


  
  



  
      
  
  
    
  
    	
  
      
  
  
    Respond to this article

  


  
  


	
  
      
  
  
    Data supplement  


  
  


	
  
      
  
  
    Print  


  
  


	
  
      
  
  
    Alerts & updates
Article alerts
Please note: your email address is provided to the journal, which may use this information for marketing purposes.



  
    
  
      
  
  
    Log in or register:

  


  
  



  
      
  
  
    
  Username *
 



  Password *
 






  


  
  



  
      
  
  
    Register for alerts


 If you have registered for alerts, you should use your registered email address as your username

  


  
  

  






  


  
  


	
  
      
  
  
    Citation tools
Download this article to citation manager


  
    
  
      
  
  
      
  
      Deborah Cohen associate editor, The BMJ


  
      




























Cohen D. Oxford TB vaccine study calls into question selective use of animal data  
  
      BMJ  2018;  360 :j5845 
  
      doi:10.1136/bmj.j5845
  
  
  
  
  
  	    
      
	BibTeX (win & mac)Download
	EndNote (tagged)Download
	EndNote 8 (xml)Download
	RefWorks Tagged (win & mac)Download
	RIS (win only)Download
	MedlarsDownload

    

  


  

  
  


  
        
      Help    

    
  
  
    
  
      
  
    
  If you are unable to import citations, please contact
  technical support for your product directly (links go to external sites):


  	EndNote
	ProCite
	Reference
    Manager
	RefWorks
	Zotero



  




  


  
  

  

  

  
  

	
  
      
  
  
    Request permissions  


  
  




  

  

  
  


  
      
  
  
    
  
    
  
      
  
  
    	Author citation


	Articles by Deborah Cohen



	Add article to BMJ Portfolio


  


  
  



  
      
  
  
    Email to a friend
Forward this page


  
    
  
      
  
  
    
 Thank you for your interest in spreading the word about The BMJ.
NOTE: We only request your email address so that the person you are recommending the page to knows that you wanted them to see it, and that it is not junk mail. We do not capture any email address.




  Username *
 



  Your Email *
 



  Send To *
 




  You are going to email the following 
 Oxford TB vaccine study calls into question selective use of animal data



  Your Personal Message 
 









            
        
          CAPTCHA        

      
          
          
        This question is for testing whether or not you are a human visitor and to prevent automated spam submissions.      

        



  

  



  


  
  

  






  


  
  

  



  


  
  



  
        
      Topics    

    
  
  
    	Investigation


  


  
  



  
      
  
  
    
  
      
  
    


  




  


  
  



  
      
  
  
    
  
      
  
    
  




  


  
  



  
      
  
  
    




  


  
  



  
        
      This week's poll    

    
  
  
    
  
      
  
    






Read related article

See previous polls



  




  


  
  

        
      
  
  

  
     
  
      
  
  
     Back to top  


  
  



  
      
  
  
    
  
      
  
    

  




  


  
  

 

  

  



 
  
                
                            
        
        
                    
                
                    
                          
    

      
  
  
    
      
  
        
      Follow us on    

    
  
  
    
  	Twitter
	Facebook
	YouTube
	RSS



  


  
  

    

    
      
        
          
  
        
      Content links    

    
  
  
    
  	Collections
	Health in South Asia
	Women’s, children’s & adolescents’ health
	Zika virus
	Research
	Education
	News and views
	BMJ Opinion
	Rapid responses
	Archive



  


  
  

        

        
          
  
        
      About us    

    
  
  
    
  	About us
	Editorial staff
	BMJ in the USA
	BMJ in South Asia
	Advisers
	Policies
	Submit your paper



  


  
  

        

        
          
  
        
      Resources    

    
  
  
    
  	Authors
	Reviewers
	BMA members
	Readers
	Subscribers
	Advertisers and sponsors
	Media
	Recruiters



  


  
  

        

        
          
  
        
      Explore BMJ    

    
  
  
    
  	Our company
	BMJ Careers
	BMJ Learning
	BMJ Masterclasses
	BMJ Journals
	BMJ Student
	Academic edition of The BMJ
	BMJ Best Practice
	The BMJ Awards



  


  
  

        

        
          
  
        
      My account    

    
  
  
    
  	Email alerts
	Activate subscription



  


  
  

        

        
          
  
        
      Information    

    
  
  
    
  	Contact us
	Complaints



  


  
  

        

      

    

  


  
    
      
  
      
  
  
    
  	Cookie settings
	Cookie Policy
	Privacy policy
	Website T&Cs
	Revenue Sources
	HighWire Press
	Sitemap



  


  
  



  
      
  
  
    
Copyright © 2024 BMJ Publishing Group Ltd

  


  
  

    

  





 
  

                     
                

            

        
        
     
 
  










  








  
  
