

	
	

	









	




	







	









		

		
		

	
	




	
	


	
	



	
	


	
	
	
	
	
	
		
			
			
		

		
		
	

	

	



	
	
	
	

	







	















	Skip to main content












	

	

	
	

	

	
	












			

			





			






	




	


	
	





	








	

	
	
		
		
		
		
		
		
		
		
		
		
		
		
		
	

	
	
		
		
		
	


















	
		
	

	

	
		
	

	







	
		
		
		

		
		
		
		
			
				
				









	
	    












    
    






    
    







    




    






    
        
        
        
            
            

            

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Download This Paper
                    
                
            

        
    
        
    

            
            
                

                

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Open PDF in Browser
                    
                
            

        
    
        
    
            
        

    






    
        
    


    
            
            
                
            
            
                
        Add Paper to My Library
        
        

    















	














	
	    







 



	




	







	




































    



			

			
				
				
				
				
				
						
				
				
				
					
						Share:
							
	
	
	


					

					
				
				
				




				
				

    
        
        
        
            

		
		
		
			
				
			
				
			
				
			
		

		
            

		
		
		
			
				
				

		
            

            
        

        
    

    


    




				
				
					

					
					Permalink

						Using these links will ensure access to this page indefinitely

						
							
							Copy URL
						

						
				

				
			

		


		
			
				
				




	
	
		
	

	
	
		
		
	

	
	

	
	
	
	Reimagining the Learned Intermediary Rule for the New Pharmaceutical Marketplace

	
    
        
            
            







    
    










    
    
    
    











			
                    Seton Hall Law Review, Vol. 35, p. 193, 2004
 
        

    
	

	
	
		
		
			70 Pages
		
		

		Posted: 7 Feb 2007
		
		
		
	

	
		
			
			




	See all articles by Timothy S. HallTimothy S. Hall
University of Louisville - Louis D. Brandeis School of Law


		

	
	
	
	
	



	
	
	
	
	
		
	

	
	
		
		
	

	
	
		
	
	
		Abstract

		For the past decade, the learned intermediary rule - the rule of law that provides that drug manufacturers may satisfy theur duty to warn of a drug's dangers by warning the prescribing physician rather than the end user of the drug - has been the subject of vigorous academic debate.  That debate has been largely moot, however, as the courts have proven reluctant to make significant inroads on the protection offered by the Rule to drug manufacturers.  This Article proposes a new approach to the Rule.  Part I discusses the history and overwhelming adoption of the Rule pursuant to the Restatement (Second) of Torts.  Part II argues that changes in the health care delivery system have resulted in a legal system that introduces market distortions by effectively immunizing the pharmaceutical industry from the legal and social conseqences of its own actions.  Part III then sets forth a reconceptualization of the Rule which preserves the Rule's benefits with respect to the drug industry, the health care system, and the goals of tort law, while also strengthening the protection the tort system offers to individuals injured by prescription drugs. 


	

	

	
		
		


	

	
	

		
		

	
	


	

	
	
	
		
	
	
	

	
	
		
		
			
				
			
		
		Keywords: tort, learned intermediary, products liability, health law, FDA, food & drug law

	
	

	
    

    
	

	
	
		JEL Classification: K13, K32

	
	

	
	

























    	
	
	
	
   	
	
	
	
	
	            
	

























    
    










    
    
    
    
















	






	
		Suggested Citation:
		Suggested Citation
	

	
		
			Hall,  Timothy S., Reimagining the Learned Intermediary Rule for the New Pharmaceutical Marketplace. Seton Hall Law Review, Vol. 35, p. 193, 2004,  Available at SSRN: https://ssrn.com/abstract=961412
		
	

	

	
	
	

	
		
	

	

	
	
		

	










    
    










    
    
    
    





















	


	























	
	

		

		

		
		
		

		
		
			
				
					
						Timothy S. Hall (Contact Author)

					
			
		

		
		
		
		

		
		
			
				
					
					
					
					
					
					
					
					
					
						
						
						


						
					
					
				
			

			
				
				
				
					
					
					
					
				
					
					
					
						
					
				
			

			
				
				
				


				University of Louisville - Louis D. Brandeis School of Law  ( email )

			

			
			
				
				
				
					Wilson W. Wyatt Hall
Louisville, KY  40292
United States

				

				
			

			

		

		
	

	





	

	

	
	
		
	

	

	
	




				
				
				









	
	    












    
    






    
    







    









    
        
        
        
            
            

            

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    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

				       87

			

		
		
		
			Abstract Views

			      853

		

		
		 
		
			Rank

			  522,086

		

		
	


	
		
            
            	        1 Citations
		

	

	



	
		PlumX Metrics

		
			
		

		
			
		

	





				


				
				
				
					

    
        
            Related eJournals

        	
                    University of Louisville School of Law Legal Studies Research Paper Series

                    
                        
                        

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Follow
                    
                
            

        
    
        
    

                        

                        
                            

                            
                            
                                University of Louisville School of Law Legal Studies Research Paper Series

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

                                
                                    
                                        FOLLOWERS

                                            4,665

                                    

                                    
                                        PAPERS

                                              419

                                    

                                

                                
                                    
                                        This Journal is curated by:

                                        Erin Gow at University of Louisville - Louis D. Brandeis School of Law

                                    

                                
                            

                        

                    

                
	
                    Law & Society: Private Law - Torts eJournal

                    
                        
                        

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Follow
                    
                
            

        
    
        
    

                        

                        
                            

                            
                            
                                Law & Society: Private Law - Torts eJournal

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

                                
                                    
                                        FOLLOWERS

                                              743

                                    

                                    
                                        PAPERS

                                            4,531

                                    

                                

                                
                                    
                                        This Journal is curated by:

                                        Asaf Lubin at Indiana University Maurer School of Law

                                    

                                
                            

                        

                    

                


            

            
                
                

                	
                    Innovation Law & Policy eJournal

                    
                        
                        

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Follow
                    
                
            

        
    
        
    

                        

                        
                            

                            
                            
                                Innovation Law & Policy eJournal

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

                                
                                    
                                        FOLLOWERS

                                              260

                                    

                                    
                                        PAPERS

                                           29,321

                                    

                                

                                
                            

                        

                    

                



                
            

            
        
        
        
                 
        
        

    


				


				
					
					

















				

			

		


		
				
					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   0.078 seconds 
						
					
					

				

			

			
				
			

		

	









	
		
		
		
		


    
        
        
        

        
        
                
                
                    
                
            
    

    

    


		






    























    




    








	


		

		
		
		
		
		
		
		
		
		
		
	

