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		Abstract

		This article considers lessons from the history of the agency's adaptation of the regulatory statute to new developments. Some of these developments have been led by the agency and some by the courts. Notable measures include the recognition of a de minimis risk level for carcinogens in many products, the regulatory acceptance of accelerated approval for drugs to treat life-threatening conditions, and the policy of regulating genetically-modified foods within the existing regulatory framework. On the other hand the Supreme Court rejected the FDA's effort to extend its regulatory jurisdiction to cover tobacco. In recent years, the constitutional protection for commercial speech protections have made it necessary for the agency to adapt its traditional policies to the approach of permitting disclosures as an alternative to mandatory regulation. Agencies, including FDA, that find themselves involved in implementing the prescription drug benefits to seniors need to consider their role in adapting the law to meet the new challenge. 


	

	

	
		
		


	

	
	

		
		

	
	


	

	
	
	
		
	
	
	

	
	
		
		
			
				
			
		
		Keywords: Administrative law, rulemaking, statutory interpretation, Delaney Clause, FDA, Food and Drug Administration

	
	

	
    

    
	

	
	
	

	
	

























    	
	
	
	
   	
	
	
	
	
	            
	

























    
    










    
    
    
    
















	






	
		Suggested Citation:
		Suggested Citation
	

	
		
			Gilhooley,  Margaret, Fda and the Adaptation of Regulatory Models. St. Louis University Law Journal, Vol. 49, p. 131, 2004, Seton Hall Public Law Research Paper,  Available at SSRN: https://ssrn.com/abstract=763765
		
	

	

	
	
	

	
		
	

	

	
	
		

	










    
    










    
    
    
    





















	


	























	
	

		

		

		
		
		

		
		
			
				
					
						Margaret Gilhooley (Contact Author)

					
			
		

		
		
		
		

		
		
			
				
			

			
				
				
				
					
					
					
					
				
					
					
					
						
					
				
			

			
				
				
				


				Seton Hall Law School  ( email )

			

			
			
				
				
				
					One Newark Center
Newark, NJ  07102-5210
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

				      114

			

		
		
		
			Abstract Views

			    1,845

		

		
		 
		
			Rank

			  438,266

		

		
	


	

	
		
			
				        6 References
		

	



	
		PlumX Metrics

		
			
		

		
			
		

	





				


				
				
				
					

    
        
            Related eJournals

        	
                    Seton Hall Law School Legal Studies Research Paper Series

                    
                        
                        

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Follow
                    
                
            

        
    
        
    

                        

                        
                            

                            
                            
                                Seton Hall Law School Legal Studies Research Paper Series

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

                                
                                    
                                        FOLLOWERS

                                            4,780

                                    

                                    
                                        PAPERS

                                              490

                                    

                                

                                
                            

                        

                    

                
	
                    IO: Regulation, Antitrust & Privatization eJournal

                    
                        
                        

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Follow
                    
                
            

        
    
        
    

                        

                        
                            

                            
                            
                                IO: Regulation, Antitrust & Privatization eJournal

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

                                
                                    
                                        FOLLOWERS

                                              999

                                    

                                    
                                        PAPERS

                                           22,850

                                    

                                

                                
                            

                        

                    

                


            

            
                
                

                	
                    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

                                            8,199

                                    

                                

                                
                                    
                                        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

                                    

                                
                            

                        

                    

                
	
                    Health Economics eJournal

                    
                        
                        

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Follow
                    
                
            

        
    
        
    

                        

                        
                            

                            
                            
                                Health Economics eJournal

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

                                
                                    
                                        FOLLOWERS

                                              618

                                    

                                    
                                        PAPERS

                                           18,302

                                    

                                

                                
                            

                        

                    

                
	
                    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

                                    

                                

                                
                            

                        

                    

                



                
            

            
        
        
        
                 
        
        

    


				


				
					
					

















				

			

		


		
				
					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 
						
					
					

				

			

			
				
			

		

	









	
		
		
		
		


    
        
        
        

        
        
                
                
                    
                
            
    

    

    


		






    























    




    








	


		[image:  ]

		
		
		
		
		
		
		
		
		
		
	

