






  
    Skip to main content
  

    
    
        

           
                Intended for healthcare professionals

            


            
                
                    
                

            



            
            
            
                
                    
                        	
        Subscribe
    
	
    

  
    My Account    
  
  	My email alerts




	
        BMA member login
    


  
    Login    
  
  	


  Username *
 



  Password *
 



  Forgot your log in details? 
 




  Need to activate 
 




  




  BMA Member Log In 
 



  Log in via OpenAthens 
 



  Log in via your institution 
 








                        
                                                    
                                  
    

      
  
  
    
  
      
  
  
    Edition: 

  
    US    
  
  	UK
	South Asia
	International



  


  
  



  




 
  

                            

                        
                        
                            
                                Our company
                            

                        


                    

                

            


            
            
                
                    

                        
                            
                            
                                Toggle navigation
                            
                            
                                                            
                                    
                                    The BMJ logo

                                
                                                        Site map

                            
                            
                                
                                    
                                    Search

                                    
                                        
                                            
                                                                                                      
    

      
  
      Search form

    Search
Search







 
  

                                                                                            


                                            
                                                	Advanced search
	Search responses
	Search blogs


                                            

                                        

                                    

                                

                            


                            
                            
                                
                                Toggle top menu
                            

                            
                            
                                
                                
                                                                        
                                    
                                                                                    	covid-19
	Research	At a glance
	Research papers
	Research methods and reporting
	Minerva
	Research news


	Education	At a glance
	Clinical reviews
	Practice
	Minerva
	Endgames
	State of the art
	What your patient is thinking
	Rapid recommendations
	Student


	News & Views	At a glance
	News
	Features
	Editorials
	Analysis
	Observations
	Opinion
	Head to head
	Editor's choice
	Letters
	Obituaries
	Views and reviews
	Careers
	Rapid responses


	Campaigns	At a glance
	Better evidence
	Climate change
	Divestment from fossil fuels
	Patient and public partnership
	Too much medicine
	Wellbeing


	Jobs	Doctor Jobs UK
	Hospital Jobs UK
	GP Jobs UK
	International Jobs



                                        
                                        
                                        
                                            	Archive
	For authors
	Hosted


                                        

                                    
                                


                                                            





                        

                    

                

            

        

         
            
            
                
                
                                        	News & Views
	Flawed evidence...
	Flawed evidence underpins approval of new cancer drugs

                    

                                        
                                                                                                                                                                                          
    

      
  
       
        

      
    

    
  

  

  
      
        
          
  
      
  
  
    

            Editorials
    
    
            Flawed evidence underpins approval of new cancer drugs
    
    BMJ
    2019;
    366
     doi: https://doi.org/10.1136/bmj.l5399
    (Published 18 September 2019)
  
    Cite this as: BMJ 2019;366:l5399  

            

Linked Research

Design characteristics, risk of bias, and reporting of RCTs supporting approvals of cancer drugs by EMA







Linked Opinion

Gauging the validity of cancer drug trials: a call for collaboration




    
    


  


  
  



  
      
  
  
    	Article
	Related content
	Metrics
	Responses
	Peer review
	

  


  
  



  
      
  
  
    [image: Loading]

  
    
  
      
  
  
    	Barbara Mintzes, associate professor1, 
	Agnes Vitry, senior lecturer2

	1School of Pharmacy and Charles Perkins Centre, Faculty of Medicine and Health, University of Sydney, Sydney, NSW 2006, Australia

	2School of Pharmacy and Medical Sciences, University of South Australia, Adelaide, Australia


	Correspondence to: B Mintzes barbara.mintzes{at}sydney.edu.au


We must raise the bar to ensure real benefits for patients

Cancer drugs are at the coalface of current tensions between commercial and public health interests in medicine because of high prices and expedited market approvals. The aim of faster approvals is to get potentially life saving care to patients as soon as possible, especially those with rare cancers or life threatening diseases whose conditions do not respond to existing treatments. However, faster approval comes at a high cost. Several studies have shown that the evidence of patient benefit that underpins approval is limited and uncertain. Overall survival was evaluated as a primary endpoint in only 26% of trials of new cancer drugs and indications approved in Europe from 2009 to 2013. The remaining approvals were based on surrogate measures such as progression-free survival or response rate,1 which have a low or modest correlation with overall survival.23
Postapproval confirmatory trials found a survival advantage for only 19/93 (20%) cancer drugs with accelerated approvals in the United States from 1992 to 2017.4 Quality of life … 
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