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		Abstract

		Commercial free speech, recognized by U.S. federal courts in recent years in the pharmaceutical marketing context, has granted the biopharmaceutical sectors expansive marketing discretion and instilled industry independence from government regulation.  However, after three decades of aggressive comingling of government, industry, and academia in biopharmaceutical research and development, the U.S. Government has announced an intervention to lift it out of doldrums of failure.  The National Institutes of Health (NIH) has proposed a billion-dollar center to intervene in commercial drug development with the objective of lifting it out of a fifteen-year slump in productivity.   This article questions the role of the U.S. government in human clinical research, drug development, and biopharmaceutical marketing post completion of the Human Genome Project (HGP).  How much leeway should the biopharmaceutical sectors be granted under the doctrine of commercial free speech given the direct government investment in these sectorsâ€™ research and development and now intervention to make them commercially productive and to meaningfully improve human health?  Should comingling government and industry give the U.S. government more leeway in regulating the outcome of the endeavor, especially when human health is at issue? 


	

	

	
		
		


	

	
	

		
		

	
	


	

	
	
	
		
	
	
	

	
	
		
		
			
				
			
		
		Keywords: Pharmaceuticals, Government Funding, Technology Transfer, Biotechnology, Food and Drug Administration, International Conference on Harmonisation, Manhattan Project, Human Genome Project, NIH, National Institutes of Health, Francis Collins

	
	

	
    

    
	

	
	
		JEL Classification: A00, B25, L50, I00, I18, O30, O40, O51, P10

	
	

	
	

























    	
	
	
	
   	
	
	
	
	
	            
	















	











    
    










    
    
    
    
















	






	
		Suggested Citation:
		Suggested Citation
	

	
		
			Malinowski,  Michael J., Government RX - Back to the Future in Science Funding? The Next Era in Drug Development (November 10, 2012). University of Louisville Law Review, Vol. 51, No. 101, 2012,  Available at SSRN: https://ssrn.com/abstract=2173764
		
	

	

	
	
	

	
		
	

	

	
	
		

	










    
    










    
    
    
    





















	


	























	
	

		

		

		
		
		

		
		
			
				
					
						Michael J. Malinowski (Contact Author)

					
			
		

		
		
		
		

		
		
			
				
			

			
				
				
				
					
					
					
					
				
					
					
					
						
					
				
			

			
				
				
				


				Louisiana State University, Baton Rouge - Paul M. Hebert Law Center  ( email )

			

			
			
				
				
				
					440 Law Center Building
Baton Rouge, LA  70803
United States
225-578-8716 (Phone)

				

				
			

			

		

		
	

	





	

	

	
	
		
	

	

	
	




				
				
				









	
	    












    
    






    
    







    









    
        
        
        
            
            

            

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    [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

				       35

			

		
		
		
			Abstract Views

			      668

		

		
		
	


	

	
		
			
				      119 References
		

	



	
		PlumX Metrics

		
			
		

		
			
		

	





				


				
				
				
					

    
        
            Related eJournals

        	
                    Political Economy: Government Expenditures & Related Policies eJournal

                    
                        
                        

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Follow
                    
                
            

        
    
        
    

                        

                        
                            

                            
                            
                                Political Economy: Government Expenditures & Related Policies eJournal

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

                                
                                    
                                        FOLLOWERS

                                            1,140

                                    

                                    
                                        PAPERS

                                           19,034

                                    

                                

                                
                            

                        

                    

                
	
                    Public Health Law & Policy eJournal

                    
                        
                        

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Follow
                    
                
            

        
    
        
    

                        

                        
                            

                            
                            
                                Public Health Law & Policy eJournal

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

                                
                                    
                                        FOLLOWERS

                                              829

                                    

                                    
                                        PAPERS

                                            8,980

                                    

                                

                                
                                    
                                        This Journal is curated by:

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

                                    

                                
                            

                        

                    

                


            

            
                
                

                	
                    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

                                           10,910

                                    

                                

                                
                                    
                                        This Journal is curated by:

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

                                    

                                
                            

                        

                    

                
	
                    Innovation & Management Science eJournal

                    
                        
                        

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Follow
                    
                
            

        
    
        
    

                        

                        
                            

                            
                            
                                Innovation & Management Science eJournal

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

                                
                                    
                                        FOLLOWERS

                                              278

                                    

                                    
                                        PAPERS

                                            7,431

                                    

                                

                                
                            

                        

                    

                
	
                    Innovation Law & Policy eJournal

                    
                        
                        

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Follow
                    
                
            

        
    
        
    

                        

                        
                            

                            
                            
                                Innovation Law & Policy eJournal

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

                                
                                    
                                        FOLLOWERS

                                              260

                                    

                                    
                                        PAPERS

                                           29,423

                                    

                                

                                
                            

                        

                    

                
	
                    Environment for Innovation eJournal

                    
                        
                        

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Follow
                    
                
            

        
    
        
    

                        

                        
                            

                            
                            
                                Environment for Innovation eJournal

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

                                
                                    
                                        FOLLOWERS

                                              255

                                    

                                    
                                        PAPERS

                                           15,544

                                    

                                

                                
                            

                        

                    

                



                
            

            
        
        
        
                 
        
        

    


				


				
					
					

















				

			

		


		
				
					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-l100 in   0.062 seconds 
						
					
					

				

			

			
				
			

		

	









	
		
		
		
		


    
        
        
        

        
        
                
                
                    
                
            
    

    

    


		






    























    




    








	


		[image:  ]

		
		
		
		
		
		
		
		
		
		
	

