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  Reflection on the ethics of clinical research has a history. The fact that physician-investigators have conducted much of the research on patient-subjects shapes this history and, not surprisingly, generates much concern about whether their dual roles are compatible. For example, can a physician-investigator who conducts a randomized controlled trial reconcile his therapeutic obligation to provide medical care for his patients with his research-based obligation to engage in sound scientific practice? The principle of clinical equipoise was advanced to allow physician-investigators to meet both therapeutic and research-based obligations.
 But perhaps the ethics of clinical research needs to leave behind any concern with therapeutic norms. This is the course of action boldly recommended by Steven Joffe and Franklin Miller in their engaging paper "Bench to Bedside: Mapping the Terrain of Research Ethics." Rather than viewing clinical research on patient-subjects as sui generis, Joffe and Miller situate it in a spectrum of activities spanning from laboratory science to experiments on nonhuman animals to research on human subjects, whether they are sick or well. What unifies these disparate activities is the shared goal of advancing knowledge that aims to improve human health, and the set of norms, constitutive of sound scientific practice, that governs them. What differentiates them is the different "experimental materials" they employ—bacteria, rats, human beings, etc.—which are subject to less or more demanding ethical constraints depending on their moral status.
 Joffe and Miller point out that the failure to distinguish clinical research from therapeutic medicine encourages the so-called therapeutic misconception. If physician-investigators consistently viewed themselves as scientists and not as physicians, then misunderstandings about the nature and purpose of clinical research would likely be reduced. However, they stop short of recommending a sharp institutional separation between therapeutic medicine and clinical research, suggesting instead that physician-investigators can avoid therapeutic obligations to patient-subjects by changing their self-conception. Arguably, this ignores the social dimension of role obligations. Joffe and Miller acknowledge that patient-subjects in clinical trials have "deep-seated expectations for optimum treatment." Physician involvement in these trials encourages these expectations. Indeed, the practice of research on patient-subjects likely depends on physician involvement, for physicians may be needed to recruit sick patients into clinical trials. If so, the entanglement of clinical research and therapeutic medicine is not a historical accident.
 Joffe and Miller helpfully outline a number of ethical constraints on clinical research involving patient-subjects. These constraints are not themselves derived from a scientific orientation to clinical research. While consistent with scientific practice, they are imposed on it. In itself, this is no criticism. Joffe and Miller's proposal aims to free the ethics of clinical research from its historical preoccupation with therapeutic norms. Yet whether a thoroughly nontherapeutic approach can yield an adequate account of ethical constraints remains to be seen. The bench to bedside framework does not address the crucial problem of determining, in a reasonably precise and principled way, the level of acceptable risks of harm that can be imposed on patient-subjects in the course of clinical trials. Joffe and Miller do say that trials should not impose an "undue" level of risk on patient-subjects. But what is needed is an account of what would constitute an undue level of risk.
 Without this, it is hard to assess the claim that the ethical constraints on research involving patient-subjects should avoid any therapeutic obligations. Joffe and Miller suggest that patient-subjects consult their own physicians prior to enrolling in a clinical trial. But if the physician is competent, she will recommend against participation in trials contrary to her patients' best medical interests. In effect, this looks like a therapeutic restriction on ethically acceptable recruitment practices. Some patient-subjects may desire to participate in the valuable activity of advancing scientific knowledge against the advice of their physicians. However, the vast majority of sick patient-subjects likely do not feel this way.
 Joffe and Miller's imaginative proposal succeeds in showing that a purely scientific orientation to clinical research does not entail a morally anemic view of the investigator-subject relationship. But will the ethics of clinical...
 
 
 
 
			

			

			
			
			
			
			
			
      
      
        [image: pdf]
      

      

			
			
			
						
			
				
					collapse
				
				
					
					You are not currently authenticated.
									
					If you would like to authenticate using a different subscribed institution or have your own login and password to Project MUSE

					Authenticate
				

			

			
			
			
    	

    	
    	




	
		

		

		
		

		

		
    
    
	  Share


    
               
      
  		
  		
  		  

  		
    

		
    
		

		
			
			
		

    


	





    	
    	
    	
    	
    	



    	
    	
	
		
			Additional Information

		

				
							
			
				
					ISSN
				

				
					1552-146X
				

			

			
			
			
				
					Print ISSN
				

				
					0093-0334
				

			

			
			
			
			
			
            
			
			
			
				
					Pages
				

				
					p. 3
				

			

									
			
			
				
					Launched on MUSE
				

				
					2008-04-03
				

			

			
			
			
			
			
				
					Open Access
				

				
					
					No
					
				

			

			
			
			
				
				
					
						Archive Status
					

					
						Archived 2012
					

				

				
			
			
		

	

	
		
		

		

	






		
			
				
					
						Project MUSE Mission

						Project MUSE promotes the creation and dissemination of essential humanities and social science resources through collaboration with libraries, publishers, and scholars worldwide. Forged from a partnership between a university press and a library, Project MUSE is a trusted part of the academic and scholarly community it serves.

					

					
						[image: MUSE logo]
					

				

			

			
			
				
					
						
							
								About

									MUSE Story
	Publishers
	Discovery Partners
	Journal Subscribers
	Book Customers
	Conferences


							
							
								What's on Muse

									Open Access
	Journals
	Books
	The Complete Prose of T. S. Eliot
	MUSE in Focus


							
							

						

						
						  
								Resources

									News & Announcements
	Email Sign-Up
	Promotional Materials
	Presentations
	Get Alerts


							
							
								Information For

									Publishers
	Librarians
	Individuals
	Instructors


							
							

						

					

					
						
							
								Contact

									Contact Us
	Help


									
											[image: Facebook]
	[image: Linkedin]
	[image: Twitter]


									


							
							
								Policy & Terms

									Accessibility
	Privacy Policy
	Terms of Use


							
							

						

						
							
								2715 North Charles Street
Baltimore, Maryland, USA 21218

								+1 (410) 516-6989

								muse@jh.edu

								©2024 Project MUSE. Produced by Johns Hopkins University Press in collaboration with The Sheridan Libraries.

							

							
								Now and Always, 
The Trusted Content Your Research Requires

								
								
								[image: Project MUSE logo]
								
								[image: Project MUSE logo]

								Now and Always, The Trusted Content Your Research Requires

								Built on the Johns Hopkins University Campus

							

							

						

					

					

				

			

			
				Built on the Johns Hopkins University Campus
		
				©2024 Project MUSE. Produced by Johns Hopkins University Press in collaboration with The Sheridan Libraries.
			
			
		
		

		
		
		
		
		
			Back To Top
		

		
		
		
		  
		
		
		
			
				This website uses cookies to ensure you get the best experience on our website. Without cookies your experience may not be seamless.

				
				
				
				
				
				  Accept
				

				

			

		
		
		
		
		
		
		
		
		
		
		
		
		
	