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		In the face of rising rates of antibacterial resistance, many responses are being pursued in parallel, including ‘non-traditional’ antibacterial agents (agents that are not small-molecule drugs and/or do not act by directly targeting bacterial components necessary for bacterial growth). In this Perspective, we argue that the distinction between traditional and nontraditional agents has only limited relevance for regulatory purposes. Rather, most agents in both categories can and should be developed using standard measures of clinical efficacy demonstrated with non-inferiority or superiority trial designs according to existing regulatory frameworks. There may, however, be products with non-traditional goals focused on population-level benefits that would benefit from extension of current paradigms. Discussion of such potential paradigms should be undertaken by the development community. 


	

	

	
		
		


	

	
	

		
		

	
	


	

	
	
	
		
	
	
	

	
	
		
		
			
				
			
		
		Keywords: antibacterial resistance, antibacterial agents

	
	

	
    

    
	

	
	
		JEL Classification: I15, I18, I19

	
	

	
	

























    	
	
	
	
   	
	
	
	
	
	            
	















	











    
    










    
    
    
    
















	



    




	
		Suggested Citation:
		Suggested Citation
	

	
		
			Rex,  John H. and Lynch,  Holly Fernandez and Cohen,  I. Glenn and Darrow,  Jonathan J. and Outterson,  Kevin, Designing Development Programs for Non-Traditional Antibacterial Agents (2019). Nature Communications (2019) 10:3416 DOI: 10.1038/s41467-019-11303-9, Boston Univ. School of Law, Public Law Research Paper No. #19-17 (2019),  Available at SSRN: https://ssrn.com/abstract=3458531 or http://dx.doi.org/10.2139/ssrn.3458531 
		
	

	

	
	
	

	
		
	

	

	
	
		

	










    
    










    
    
    
    





















	

	

	

	

	


	























	
	

		

		

		
		
		

		
		
			
				
					
						John H. Rex

					
			
		

		
		
		
		

		
		
			
				
			

			
				
				
				
					
					
					
					
				
					
					
					
						
					
				
			

			
				
				
				


				F2G Limited  ( email )

			

			
			
				
				
				
					Chesire
United Kingdom

				

				
			

			

		

		
	

	

	
	

		

		

		
		
		

		
		
			
				
					
						Holly Fernandez Lynch

					
			
		

		
		
		
		

		
		
			
				
			

			
				
				
				
					
					
					
					
				
					
					
					
						
					
				
			

			
				Department of Medical Ethics and Health Policy, Perelman School of Medicine, University of Pennsylvania  ( email )

			

			
			
				
				
				
					423 Guardian Drive
Philadelphia, PA  19104
United States

				

				
			

			

		

		
	

	

	
	

		

		

		
		
		

		
		
			
				
					
						I. Glenn Cohen

					
			
		

		
		
		
		

		
		
			
				
					
					
					
					
					
					
					
					
					
						
					
					
				
			

			
				
				
				
					
					
					
					
				
					
					
					
						
					
				
			

			
				Harvard Law School  ( email )

			

			
			
				
				
				
					1525 Massachusetts Avenue
Griswold Hall 503
Cambridge, 02138
United States

				

				
			

			

		

		
	

	

	
	

		

		

		
		
		

		
		
			
				
					
						Jonathan J. Darrow

					
			
		

		
		
		
		

		
		
			
				
			

			
				
				
				
					
					
					
					
				
					
					
					
						
					
				
			

			
				Harvard Medical School  ( email )

			

			
			
				
				
				
					25 Shattuck St
Boston, MA  02115
United States

				

				
			

			

		

		
	

	

	
	

		

		

		
		
		

		
		
			
				
					
						Kevin Outterson (Contact Author)

					
			
		

		
		
		
		

		
		
			
				
			

			
				
				
				
					
					
					
					
				
					
					
					
						
					
				
			

			
				Boston University School of Law  ( email )

			

			
			
				
				
				
					765 Commonwealth Avenue
Boston, MA  02215
United States

				

				
			

			

		

		
	

	





	

	

	
	
		
	

	

	
	




				
				
				









	
	    












    
    






    
    







    









    
        
        
        
            
            

            

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Download This Paper
                    
                
            

        
    
        
    

            
            
                

                

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Open PDF in Browser
                    
                
            

        
    
        
    
            
        

    




















	














	
	    







 



	




	







	







































				

				

				
					
						

						
						

						

						
						

					
				

			


			
				
					
						
						
	










	
	    














	
	    














	
	    







	
		Do you have negative results from your research you’d like to share?

		
			

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Submit Negative Results
                    
                
            

        
    
        
    
		

	



					

				
				
					
					


	












	
	
	








	
		
			Paper statistics

		

	


	
		
		 
			
				Downloads

				       60

			

		
		
		
			Abstract Views

			      855

		

		
		 
		
			Rank

			  640,634

		

		
	


	
		
            
            	        1 Citations
		

	

	
		
			
				       68 References
		

	



	
		PlumX Metrics

		
			
		

		
			
		

	





				


				
				
				
					

    
        
            Related eJournals

        	
                    Boston University School of Law Research Paper Series

                    
                        
                        

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Follow
                    
                
            

        
    
        
    

                        

                        
                            

                            
                            
                                Boston University School of Law Research Paper Series

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

                                
                                    
                                        FOLLOWERS

                                            3,617

                                    

                                    
                                        PAPERS

                                              882

                                    

                                

                                
                                    
                                        This Journal is curated by:

                                        Michael J. Meurer at Boston University - School of Law

                                    

                                
                            

                        

                    

                
	
                    Public Health Law & Policy eJournal

                    
                        
                        

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Follow
                    
                
            

        
    
        
    

                        

                        
                            

                            
                            
                                Public Health Law & Policy eJournal

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

                                
                                    
                                        FOLLOWERS

                                              828

                                    

                                    
                                        PAPERS

                                            8,959

                                    

                                

                                
                                    
                                        This Journal is curated by:

                                        Scott Burris at Center for Public Health Law Research, Temple University - James E. Beasley School of Law

                                    

                                
                            

                        

                    

                


            

            
                
                

                	
                    Pharmacology eJournal

                    
                        
                        

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Follow
                    
                
            

        
    
        
    

                        

                        
                            

                            
                            
                                Pharmacology eJournal

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

                                
                                    
                                        FOLLOWERS

                                              117

                                    

                                    
                                        PAPERS

                                            2,085

                                    

                                

                                
                            

                        

                    

                
	
                    Public Health eJournal

                    
                        
                        

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Follow
                    
                
            

        
    
        
    

                        

                        
                            

                            
                            
                                Public Health eJournal

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

                                
                                    
                                        FOLLOWERS

                                               90

                                    

                                    
                                        PAPERS

                                            8,269

                                    

                                

                                
                            

                        

                    

                
	
                    Infectious Diseases eJournal

                    
                        
                        

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Follow
                    
                
            

        
    
        
    

                        

                        
                            

                            
                            
                                Infectious Diseases eJournal

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

                                
                                    
                                        FOLLOWERS

                                               68

                                    

                                    
                                        PAPERS

                                            5,549

                                    

                                

                                
                            

                        

                    

                
	
                    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

                                           14,871

                                    

                                

                                
                            

                        

                    

                
	
                    Medical, Pharmaceutical & Pharmacological Biochemistry eJournal

                    
                        
                        

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Follow
                    
                
            

        
    
        
    

                        

                        
                            

                            
                            
                                Medical, Pharmaceutical & Pharmacological Biochemistry eJournal

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

                                
                                    
                                        FOLLOWERS

                                               39

                                    

                                    
                                        PAPERS

                                            5,093

                                    

                                

                                
                            

                        

                    

                
	
                    Applied & Industrial Biochemistry eJournal

                    
                        
                        

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Follow
                    
                
            

        
    
        
    

                        

                        
                            

                            
                            
                                Applied & Industrial Biochemistry eJournal

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

                                
                                    
                                        FOLLOWERS

                                               39

                                    

                                    
                                        PAPERS

                                            1,707

                                    

                                

                                
                            

                        

                    

                
	
                    Pharmaceutics & Drug Discovery eJournal

                    
                        
                        

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Follow
                    
                
            

        
    
        
    

                        

                        
                            

                            
                            
                                Pharmaceutics & Drug Discovery eJournal

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

                                
                                    
                                        FOLLOWERS

                                               30

                                    

                                    
                                        PAPERS

                                            3,015

                                    

                                

                                
                            

                        

                    

                



                
            

            
        
        
        
                 
        
        

    


				


				
					
					

















				

			

		


		
				
					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 © 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-l100 in   0.094 seconds 
						
					
					

				

			

			
				
			

		

	









	
		
		
		
		


    
        
        
        

        
        
                
                
                    
                
            
    

    

    


		






    























    




    








	


		

		
		
		
		
		
		
		
		
		
		
	
