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		Abstract

		This Article fills a gap in the literature by conducting a comprehensive analysis of patent infringement in the context of follow-on biologics. Patent infringement is an important topic because, like small molecule generic drugs, follow-on biologics are likely to begin their life facing infringement suits. Because it is tremendously expensive to develop a follow-on biologic, it is vital that there be consistency in how they are treated in the courts once the inevitable patent infringement suits arrive. If follow-on biologics companies cannot predict how their product will be received in court, they may decide it is not worth the risk to develop the product. This Article looks at types of strategies industry is likely to use to avoid infringement and how courts are likely to respond to these strategies. This Article focuses predominantly on the doctrine of equivalents, both because it will be particularly important in suits concerning follow-on biologics (it is nearly impossible to make a follow-on biologic identical to the reference drug) and because it represents the outer limits of the scope of a patent, and thus the most difficult cases. The Article is important for courts that must create a coherent body of law where no precedent yet exists, for industry members trying to predict how their products will be received and for policy makers who seek to understand the nature of infringement suits and shape this body of law in a direction that makes sense for all parties involved. 


	

	

	
		
		


	

	
	

		
		

	
	


	

	
	
	
		
	
	
	

	
	
	

	
    

    
	

	
	
	

	
	

























    	
	
	
	
   	
	
	
	
	
	            
	















	











    
    










    
    
    
    
















	






	
		Suggested Citation:
		Suggested Citation
	

	
		
			Freilich,  Janet, Patent Infringement in the Context of Follow-On Biologics (2012). 16 STAN. TECH. L. REV. 9 (2012) ,  Available at SSRN: https://ssrn.com/abstract=2662133
		
	

	

	
	
	

	
		
	

	

	
	
		

	










    
    










    
    
    
    





















	


	























	
	

		

		

		
		
		

		
		
			
				
					
						Janet Freilich (Contact Author)

					
			
		

		
		
		
		

		
		
			
				
			

			
				
				
				
					
					
					
					
				
					
					
					
						
					
				
			

			
				Fordham University School of Law  ( email )

			

			
			
				
				
				
					140 West 62nd Street
New York, NY  10023
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

				      172

			

		
		
		
			Abstract Views

			    1,304

		

		
		 
		
			Rank

			  315,968

		

		
	


	

	
		
			
				       24 References
		

	



	
		PlumX Metrics

		
			
		

		
			
		

	





				


				
				
				
					

    
        
            Related eJournals

        	
                    Intellectual Property: Patent Law eJournal

                    
                        
                        

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Follow
                    
                
            

        
    
        
    

                        

                        
                            

                            
                            
                                Intellectual Property: Patent Law eJournal

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

                                
                                    
                                        FOLLOWERS

                                            1,034

                                    

                                    
                                        PAPERS

                                            7,697

                                    

                                

                                
                                    
                                        This Journal is curated by:

                                        Robert P. Merges at University of California, Berkeley - School of Law

                                    

                                
                            

                        

                    

                
	
                    Law & Society: Private Law - Intellectual Property eJournal

                    
                        
                        

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Follow
                    
                
            

        
    
        
    

                        

                        
                            

                            
                            
                                Law & Society: Private Law - Intellectual Property eJournal

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

                                
                                    
                                        FOLLOWERS

                                              729

                                    

                                    
                                        PAPERS

                                           10,795

                                    

                                

                                
                                    
                                        This Journal is curated by:

                                        Michael Mattioli at Indiana University Maurer School of Law (Bloomington)

                                    

                                
                            

                        

                    

                


            

            
                
                

                	
                    Innovation Law & Policy eJournal

                    
                        
                        

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Follow
                    
                
            

        
    
        
    

                        

                        
                            

                            
                            
                                Innovation Law & Policy eJournal

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

                                
                                    
                                        FOLLOWERS

                                              260

                                    

                                    
                                        PAPERS

                                           29,418

                                    

                                

                                
                            

                        

                    

                



                
            

            
        
        
        
                 
        
        

    


				


				
					
					

















				

			

		


		
				
					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   0.309 seconds 
						
					
					

				

			

			
				
			

		

	









	
		
		
		
		


    
        
        
        

        
        
                
                
                    
                
            
    

    

    


		






    























    




    








	


		[image:  ]

		
		
		
		
		
		
		
		
		
		
	

