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		Abstract

		Artificial intelligence (AI) promises to bring substantial benefits to medicine.  In addition to pushing the frontiers of what is humanly possible, like predicting kidney failure or sepsis before any human can notice, it can democratize expertise beyond the circle of highly specialized practitioners, like letting generalists diagnose diabetic degeneration of the retina.  But AI doesnâ€™t always work, and it doesnâ€™t always work for everyone, and it doesnâ€™t always work in every context.  AI is likely to behave differently in well-resourced hospitals where it is developed than in poorly resourced frontline health environments where it might well make the biggest difference for patient care.  To make the situation even more complicated, AI is unlikely to go through the centralized review and validation process that other medical technologies undergo, like drugs and most medical devices.  Even if it did go through those centralized processes, ensuring high-quality performance across a wide variety of settings, including poorly resourced settings, is especially challenging for such centralized mechanisms.  What are policymakers to do?  This short Essay argues that the diffusion of medical AI, with its many potential benefits, will require policy support for a process of distributed governance, where quality evaluation and oversight take place in the settings of applicationâ€”but with policy assistance in developing capacities and making that oversight more straightforward to undertake.  Getting governance right will not be easy (it never is), but ignoring the issue is likely to leave benefits on the table and patients at risk. 


	

	

	
		
		


	

	
	

		
		

	
	


	

	
	
	
		
			
		
	
	
		Note: 
	
Funding Information: None to declare. 

 
		
Declaration of Interests: None to declare. 

 


	
	

	
	
		
		
			
				
			
		
		Keywords: artificial intelligence, governance, regulation, FDA, medical AI

	
	

	
    

    
	

	
	
	

	
	

























    	
	
	
	
   	
	
	
	
	
	            
	















	











    
    










    
    
    
    
















	



    




	
		Suggested Citation:
		Suggested Citation
	

	
		
			Price II,  William Nicholson, Distributed Governance of Medical AI (March 7, 2022). 25 SMU Sci. & Tech. L. Rev. 3 (2022), U of Michigan Law & Econ Research Paper No. 22-008, U of Michigan Public Law Research Paper No. 22-008,  Available at SSRN: https://ssrn.com/abstract=4051834 or http://dx.doi.org/10.2139/ssrn.4051834 
		
	

	

	
	
	

	
		
	

	

	
	
		

	










    
    










    
    
    
    





















	


	























	
	

		

		

		
		
		

		
		
			
				
					
						William Nicholson Price II (Contact Author)

					
			
		

		
		
		
		

		
		
			
				
					
					
					
					
					
					
					
					
					
						
					
					
				
			

			
				
				
				
					
					
					
					
				
					
					
					
						
					
				
			

			
				University of Michigan Law School  ( email )

			

			
			
				
				
				
					625 South State Street
Ann Arbor, MI  48109-1215
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

				      208

			

		
		
		
			Abstract Views

			    1,189

		

		
		 
		
			Rank

			  262,607

		

		
	


	
		
            
            	        1 Citations
		

	

	
		
			
				       35 References
		

	



	
		PlumX Metrics

		
			
		

		
			
		

	





				


				
				
				
					

    
        
            Related eJournals

        	
                    University of Michigan Law School, Law & Economics Research Paper Series

                    
                        
                        

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Follow
                    
                
            

        
    
        
    

                        

                        
                            

                            
                            
                                University of Michigan Law School, Law & Economics Research Paper Series

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

                                
                                    
                                        FOLLOWERS

                                            5,811

                                    

                                    
                                        PAPERS

                                              591

                                    

                                

                                
                                    
                                        This Journal is curated by:

                                        J.J. Prescott at University of Michigan Law School

                                    

                                
                            

                        

                    

                
	
                    University of Michigan Law School, Public Law & Legal Theory Research Paper Series

                    
                        
                        

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Follow
                    
                
            

        
    
        
    

                        

                        
                            

                            
                            
                                University of Michigan Law School, Public Law & Legal Theory Research Paper Series

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

                                
                                    
                                        FOLLOWERS

                                            5,349

                                    

                                    
                                        PAPERS

                                              913

                                    

                                

                                
                                    
                                        This Journal is curated by:

                                        Daniel Halberstam at University of Michigan Law School

                                    

                                
                            

                        

                    

                


            

            
                
                

                	
                    U.S. Administrative Law eJournal

                    
                        
                        

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Follow
                    
                
            

        
    
        
    

                        

                        
                            

                            
                            
                                U.S. Administrative Law eJournal

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

                                
                                    
                                        FOLLOWERS

                                              982

                                    

                                    
                                        PAPERS

                                            6,729

                                    

                                

                                
                                    
                                        This Journal is curated by:

                                        William Funk at Lewis & Clark Law School

                                    

                                
                            

                        

                    

                
	
                    Health Care Law & Policy eJournal

                    
                        
                        

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Follow
                    
                
            

        
    
        
    

                        

                        
                            

                            
                            
                                Health Care Law & Policy eJournal

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

                                
                                    
                                        FOLLOWERS

                                              734

                                    

                                    
                                        PAPERS

                                            8,178

                                    

                                

                                
                                    
                                        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

                                    

                                
                            

                        

                    

                
	
                    Artificial Intelligence eJournal

                    
                        
                        

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Follow
                    
                
            

        
    
        
    

                        

                        
                            

                            
                            
                                Artificial Intelligence eJournal

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

                                
                                    
                                        FOLLOWERS

                                              388

                                    

                                    
                                        PAPERS

                                           10,537

                                    

                                

                                
                            

                        

                    

                
	
                    Risk, Regulation, & Policy eJournal

                    
                        
                        

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Follow
                    
                
            

        
    
        
    

                        

                        
                            

                            
                            
                                Risk, Regulation, & Policy eJournal

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

                                
                                    
                                        FOLLOWERS

                                              361

                                    

                                    
                                        PAPERS

                                            5,743

                                    

                                

                                
                                    
                                        This Journal is curated by:

                                        Adam M. Finkel at University of Michigan School of Public Health, Alberto Alemanno at HEC Paris

                                    

                                
                            

                        

                    

                
	
                    Biology & Law eJournal

                    
                        
                        

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Follow
                    
                
            

        
    
        
    

                        

                        
                            

                            
                            
                                Biology & Law eJournal

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

                                
                                    
                                        FOLLOWERS

                                              323

                                    

                                    
                                        PAPERS

                                            3,100

                                    

                                

                                
                            

                        

                    

                
	
                    Artificial Intelligence - Law, Policy, & Ethics eJournal

                    
                        
                        

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Follow
                    
                
            

        
    
        
    

                        

                        
                            

                            
                            
                                Artificial Intelligence - Law, Policy, & Ethics eJournal

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

                                
                                    
                                        FOLLOWERS

                                              296

                                    

                                    
                                        PAPERS

                                            4,300

                                    

                                

                                
                                    
                                        This Journal is curated by:

                                        J. B. Ruhl at Vanderbilt University - Law School, Dennis D. Hirsch at Ohio State University (OSU) - Michael E. Moritz College 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

                                           29,279

                                    

                                

                                
                            

                        

                    

                
	
                    Digital Health eJournal

                    
                        
                        

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Follow
                    
                
            

        
    
        
    

                        

                        
                            

                            
                            
                                Digital Health eJournal

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

                                
                                    
                                        FOLLOWERS

                                               65

                                    

                                    
                                        PAPERS

                                            1,866

                                    

                                

                                
                            

                        

                    

                
	
                    Libraries & Information Technology eJournal

                    
                        
                        

    

    

    

    

    

    


        
            

    

    

    

    

    

    


        
            
                
                    Follow
                    
                
            

        
    
        
    

                        

                        
                            

                            
                            
                                Libraries & Information Technology eJournal

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

                                
                                    
                                        FOLLOWERS

                                               54

                                    

                                    
                                        PAPERS

                                            4,825

                                    

                                

                                
                            

                        

                    

                



                
            

            
        
        
        
                 
        
        

    


				


				
					
					

















				

			

		


		
				
					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   0.126 seconds 
						
					
					

				

			

			
				
			

		

	









	
		
		
		
		


    
        
        
        

        
        
                
                
                    
                
            
    

    

    


		






    























    




    








	


		

		
		
		
		
		
		
		
		
		
		
	

