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A little noticed FDA report reveals internal opposition to Trump plans to speed drugs to market. Peter Doshi looks at its arguments

Days before Donald Trump took office, the Food and Drug Administration quietly released a report1 that reads as both a forceful defense of large randomized trials and a plea to save such “phase III clinical trial” testing requirements—arguably the most distinctive feature of drug regulation over the past half century—from extinction.
For an agency that marks each drug approval decision with a celebratory press release but generally does not publicly announce even the name of applications it rejects—the report is a surprisingly thorough compilation of 22 specific case studies of drugs, vaccines, and medical devices. In each case, the product showed promising results in phase II studies but failed to shine in phase III trials—and ultimately was not approved for the intended indication (box 1, table 1⇓).
Box 1: Understanding phase I, II, and III trials12
To gain regulatory approval, most drugs and biological products must successfully complete a series of clinical trials broadly classified in three phases:
Phase I studies—First test of a product in humans, usually healthy volunteers. Trials are generally short and aim to gain a rudimentary understanding of how the product interacts with the body. Multiple doses of a product are tested to learn about acute toxicity, and the information is used to help design phase II studies
Phase 2 studies are generally larger and longer than phase I studies. Participants have the disease or condition the product aims to treat or prevent. Efficacy and adverse event data are collected to help develop hypotheses for testing and determine whether the balance of benefit to harm is sufficient to justify phase III studies. Phase II studies often measure only laboratory values or biomarkers and are generally too small to confirm … 




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


  


  
  



  
      
  
  
    
  
      
  
    

  




  


  
  



  
        
      Article tools    

    
  
  
    PDF0 responses  


  
  



  
      
  
  
    
  
    	
  
      
  
  
    Respond to this article

  


  
  


	
  
      
  
  
    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


  
    
  
      
  
  
      
  
      Peter Doshi associate editor, The BMJ


  
      




























Doshi P. FDA unease about faster drug approval  
  
      BMJ  2017;  357 :j1691 
  
      doi:10.1136/bmj.j1691
  
  
  
  
  
  	    
      
	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 Peter Doshi



	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 
 FDA unease about faster drug approval



  Your Personal Message 
 









            
        
          CAPTCHA        

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

        



  

  



  


  
  

  






  


  
  

  



  


  
  



  
      
  
  
    
  
      
  
    


  




  


  
  



  
      
  
  
    
  
      
  
    
  




  


  
  



  
      
  
  
    [image: ]




  


  
  



  
        
      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

  


  
  

    

  





 
  

                     
                

            

        
        
     
 
  










  



[image: ]




  
  
