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		Abstract

		Sometimes drug innovation seems to happen in reverse. Patients enjoy a treatment for years even though the treatment has not been approved by FDA or proven safe and effective to FDA's standards.  (Sometimes this happens because FDA has declined to take enforcement action.)  The agency encourages companies to perform the work necessary to satisfy the U.S. "gold standard" for "new drug" approval, however, by promising exclusivity in the marketplace.  When a company does this work, at considerable expense, the results are predictable. The new drug is expensive, and patients and payers (and sometimes policymakers) are outraged.  To them, it seems like nothing more than a sudden and significant price increase in a drug that was already widely available.  

This reverse sequence happens regularly.  Doctors all over the country prescribe medicines for a variety of ailments, not realizing the medicines are supposed to be approved by FDA -- but haven't been.  Every time a company finally does the research that FDA requires and enjoys the reward of exclusivity in the marketplace, the public cries foul.  Today doctors administer fecal microbiota therapy, using an unapproved stool preparation that has been shipped by a company in Massachusetts.  But companies are studying new drugs based on the principle. A recent New York Times article described the looming controversy, quoting doctors and patients who seem to question whether the new drug approval process will be worth its cost.

These scenarios force us to confront basic questions about the cost and the benefit of the "new drug" framework. This Article examines the new drug authorities with fresh eyes, with the added benefit of these unusual scenarios where in a sense the gate keeping mechanism has failed. Its principal insights are that, in addition to ensuring the production of high quality evidence about treatments in the marketplace, the new drug authorities (1) ensure the disclosure -- and provide a mechanism for close regulation of the disclosure -- of that information, and (2) give federal regulators a leash on new drugs, and the companies who market them, through the life cycle of those drugs.  It explores the costs of error and delay associated with new drug approval and alternatives that some scholars and policymakers have proposed, ultimately arguing that -- though aspects may need tweaking -- the new drug approval paradigm is worthwhile.

But these access-before-evidence scenarios bring home the point that the new drug approval standard does not, itself, ensure high quality innovation is performed. Something else must provide the encouragement. It concludes that those who object to temporary exclusivity for new medicines that complete the approval process (and the high prices they make possible for a while) must ask themselves whether they value the new drug framework (including good evidence) as much as they thought. 


	

	

	
		
		


	

	
	

		
		

	
	


	

	
	
	
		
	
	
	

	
	
		
		
			
				
			
		
		Keywords: fecal microbiota, FDA, new drugs, tissues, blood, Hatch Waxman, orphan drugs, cost-benefit analysis, innovation

	
	

	
    

    
	

	
	
	

	
	

























    	
	
	
	
   	
	
	
	
	
	            
	















	











    
    










    
    
    
    
















	



    




	
		Suggested Citation:
		Suggested Citation
	

	
		
			Lietzan,  Erika, Access Before Evidence and the Price of the FDA's New Drug Authorities (March 4, 2019). 53 U. RICH. L. REV. 1243 (2019) , University of Missouri School of Law Legal Studies Research Paper No. 2019-02,  Available at SSRN: https://ssrn.com/abstract=3346574 or http://dx.doi.org/10.2139/ssrn.3346574 
		
	

	

	
	
	

	
		
	

	

	
	
		

	










    
    










    
    
    
    





















	


	























	
	

		

		

		
		
		

		
		
			
				
					
						Erika Lietzan (Contact Author)

					
			
		

		
		
		
		

		
		
			
				
					
					
					
					
					
					
					
					
					
						
						
						


						
					
					[image: University of Missouri School of Law]
				
			

			
				
				
				
					
					
					
					
				
					
					
					
						
					
				
			

			
				
				
				


				University of Missouri School of Law  ( email )

			

			
			
				
				
				
					Missouri Avenue & Conley Avenue
Columbia, MO MO 65211
United States

				

				
			

			

		

		
	

	





	

	

	
	
		
	

	

	
	




				
				
				









	
	    












    
    






    
    







    









    
        
        
        
            
            

            

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    [image: PDF icon]Download This Paper
                    
                
            

        
    
        
    

            
            
                

                

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Open PDF in Browser
                    
                
            

        
    
        
    
            
        

    




















	














	
	    







 



	




	







	







































				

				

				
					
						

						
						

						

						
						

					
				

			


			
				
					
						
						
	










	
	    














	
	    














	
	    







	
		Do you have negative results from your research youâ€™d like to share?

		
			

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Submit Negative Results
                    
                
            

        
    
        
    
		

	



					

				
				
					
					


	












	
	
	








	
		
			Paper statistics

		

	


	
		
		 
			
				Downloads

				      124

			

		
		
		
			Abstract Views

			    1,772

		

		
		 
		
			Rank

			  411,741

		

		
	


	
		
            
            	        2 Citations
		

	

	
		
			
				       28 References
		

	



	
		PlumX Metrics

		
			
		

		
			
		

	





				


				
				
				
					

    
        
            Related eJournals

        	
                    University of Missouri School of Law Legal Studies Research Paper Series

                    
                        
                        

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Follow
                    
                
            

        
    
        
    

                        

                        
                            

                            
                            
                                University of Missouri School of Law Legal Studies Research Paper Series

                                
                                    Subscribe to this free journal for more curated articles on this topic
                                

                                
                                    
                                        FOLLOWERS

                                            4,147

                                    

                                    
                                        PAPERS

                                              624

                                    

                                

                                
                                    
                                        This Journal is curated by:

                                        Cindy Bassett at University of Missouri School of Law, Sandra Sperino at University of Missouri School of Law

                                    

                                
                            

                        

                    

                
	
                    IO: Productivity, Innovation & Technology eJournal

                    
                        
                        

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Follow
                    
                
            

        
    
        
    

                        

                        
                            

                            
                            
                                IO: Productivity, Innovation & Technology eJournal

                                
                                    Subscribe to this fee journal for more curated articles on this topic
                                

                                
                                    
                                        FOLLOWERS

                                            1,060

                                    

                                    
                                        PAPERS

                                           29,171

                                    

                                

                                
                            

                        

                    

                


            

            
                
                

                	
                    Health Care Law & Policy eJournal

                    
                        
                        

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Follow
                    
                
            

        
    
        
    

                        

                        
                            

                            
                            
                                Health Care Law & Policy eJournal

                                
                                    Subscribe to this fee journal for more curated articles on this topic
                                

                                
                                    
                                        FOLLOWERS

                                              736

                                    

                                    
                                        PAPERS

                                            8,198

                                    

                                

                                
                                    
                                        This Journal is curated by:

                                        Erin C. Fuse Brown at Georgia State University College of Law , Jaime S. King at Faculty of Law, The University of Auckland

                                    

                                
                            

                        

                    

                
	
                    Organizations & Markets: Policies & Processes eJournal

                    
                        
                        

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Follow
                    
                
            

        
    
        
    

                        

                        
                            

                            
                            
                                Organizations & Markets: Policies & Processes eJournal

                                
                                    Subscribe to this fee journal for more curated articles on this topic
                                

                                
                                    
                                        FOLLOWERS

                                              691

                                    

                                    
                                        PAPERS

                                           18,389

                                    

                                

                                
                            

                        

                    

                
	
                    Political Institutions: Bureaucracies & Public Administration eJournal

                    
                        
                        

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Follow
                    
                
            

        
    
        
    

                        

                        
                            

                            
                            
                                Political Institutions: Bureaucracies & Public Administration eJournal

                                
                                    Subscribe to this fee journal for more curated articles on this topic
                                

                                
                                    
                                        FOLLOWERS

                                              435

                                    

                                    
                                        PAPERS

                                           10,907

                                    

                                

                                
                                    
                                        This Journal is curated by:

                                        Chris Den Hartog at California State Polytechnic University, San Luis Obispo

                                    

                                
                            

                        

                    

                
	
                    Innovation Law & Policy eJournal

                    
                        
                        

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Follow
                    
                
            

        
    
        
    

                        

                        
                            

                            
                            
                                Innovation Law & Policy eJournal

                                
                                    Subscribe to this fee journal for more curated articles on this topic
                                

                                
                                    
                                        FOLLOWERS

                                              260

                                    

                                    
                                        PAPERS

                                           29,420

                                    

                                

                                
                            

                        

                    

                
	
                    Agricultural Economics eJournal

                    
                        
                        

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Follow
                    
                
            

        
    
        
    

                        

                        
                            

                            
                            
                                Agricultural Economics eJournal

                                
                                    Subscribe to this fee journal for more curated articles on this topic
                                

                                
                                    
                                        FOLLOWERS

                                               87

                                    

                                    
                                        PAPERS

                                            6,229

                                    

                                

                                
                            

                        

                    

                
	
                    Comparative Political Economy: Regulation eJournal

                    
                        
                        

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Follow
                    
                
            

        
    
        
    

                        

                        
                            

                            
                            
                                Comparative Political Economy: Regulation eJournal

                                
                                    Subscribe to this fee journal for more curated articles on this topic
                                

                                
                                    
                                        FOLLOWERS

                                               64

                                    

                                    
                                        PAPERS

                                           22,131

                                    

                                

                                
                            

                        

                    

                
	
                    Political Economy - Development: Health eJournal

                    
                        
                        

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Follow
                    
                
            

        
    
        
    

                        

                        
                            

                            
                            
                                Political Economy - Development: Health eJournal

                                
                                    Subscribe to this fee journal for more curated articles on this topic
                                

                                
                                    
                                        FOLLOWERS

                                               52

                                    

                                    
                                        PAPERS

                                           14,887

                                    

                                

                                
                            

                        

                    

                
	
                    Food Quality, Safety, Regulation & Policy eJournal

                    
                        
                        

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Follow
                    
                
            

        
    
        
    

                        

                        
                            

                            
                            
                                Food Quality, Safety, Regulation & Policy eJournal

                                
                                    Subscribe to this fee journal for more curated articles on this topic
                                

                                
                                    
                                        FOLLOWERS

                                               26

                                    

                                    
                                        PAPERS

                                            3,341

                                    

                                

                                
                            

                        

                    

                



                
            

            
        
        
        
                 
        
        

    


				


				
					
					

















				

			

		


		
				
					Feedback
					
				

			

			


	
		
		Feedback to SSRN

		
			
				
					Feedback
					 (required)
				
				
			

			
				
					Email
					 (required)
				
				
			

			
				Submit
				
			
		

		

		If you need immediate assistance, call 877-SSRNHelp (877 777 6435) in the United States, or +1 212 448 2500 outside of the United States, 8:30AM to 6:00PM U.S. Eastern, Monday - Friday.

	







	

	
	
		
		

	




	
	





  
  

	
	
		
	


	
	
		
			
			
		
	
		
	


	
	
	






		
		














	
		
			
				
                    

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Submit a Paper
                    
                        
                    
                
            

        
    
        
    
					Section 508 Text Only Pages
				

			
			
				SSRN Quick Links 

					SSRN Solutions
	Research Paper Series
	Conference Papers
	Partners in Publishing
	Jobs & Announcements
	Special Topic Hubs


			

			
				SSRN Rankings 

					Top Papers
	Top Authors
	Top Organizations


			

			
				About SSRN 

					Network Directors
	Announcements
	Contact us
	FAQs


			

			
		

			
	
	


		
			
				
			

			
				
					Copyright
					Terms and Conditions
					Privacy Policy
				

				
					All content on this site: Copyright Â© 2023 Elsevier Inc., its licensors, and contributors. All rights are reserved, including those for text and data mining, AI training, and similar technologies. For all open access content, the Creative Commons licensing terms apply.

					We use cookies to help provide and enhance our service and tailor content.

					To learn more, visit
					Cookie Settings.
					
						
							
							This page was processed by aws-apollo-l200 in   0.086 seconds 
						
					
					

				

			

			
				
			

		

	









	
		
		
		
		


    
        
        
        

        
        
                
                
                    
                
            
    

    

    


		






    























    




    








	


		[image:  ]

		
		
		
		
		
		
		
		
		
		
	
