





    
  Skip to main content
  




  

    

      
        
          
              
    

    
  
    
  
    
  
      
  
  
    


  



  


  
  



  



  



  

          

        

      


      
        
              

      
        
          
                       

         

      

     
    
      
        
          [image: BMJ Journals]

                  

      

      
                  
            
                
    

    
  
    	Subscribe
	Log In 
More
	

    
  
    
  
    
  
      
  
  
    Log in via Institution
Log in via OpenAthens
  


  
  



  
      
  
  
    Log in using your username and password

 For personal accounts OR managers of institutional accounts



  Username *
 



  Password *
 




Forgot your log in details?Register a new account?

Forgot your user name or password?




  


  
  



  



  






	Basket 
	Search 
More
	

    
  
    
  
    
  
      
  
  
    
  Search for this keyword 
 






  


  
  



  
      
  
  
    Advanced search  


  
  



  



  







  



  

            

          

                

    
        
      
                [image: Journal of Medical Ethics]
      

            
          
    

    
  
    	Latest content
	Current issue
	Archive
	Authors
	About
	JME Commentaries

  





    
  
    
  
    
  
        

    
  
  
    
  
    
  
      
  
  
    
  Search for this keyword 
 






  


  
  



  
      
  
  
    Advanced search  


  
  



  



  


  
  


  
        

    
  
  
    	 Close
More
	

    
  
    
  
    
  
        Main menu

    
  
  
    
  	Latest content
	Current issue
	Archive
	Authors
	About
	JME Commentaries



  


  
  



  



  






	Subscribe
	Log in 
More
	

    
  
    
  
    
  
      
  
  
    Log in via Institution
Log in via OpenAthens
  


  
  



  
      
  
  
    Log in using your username and password

 For personal accounts OR managers of institutional accounts



  Username *
 



  Password *
 




Forgot your log in details?Register a new account?

Forgot your user name or password?




  


  
  



  



  






	BMJ Journals

  


  
  




  



  



  

      

          

          
  
        
      
        
          You are here
	Home
	Archive
	Volume 37, Issue 11 
	Are there adverse consequences of quizzing during informed consent for HIV research?


        

       
      
          
            Email alerts
          
        

      

          

            
          
        
          
            
                                                                                                  
    

    
  
    
    
    
    
      
        
  
      
  
  
    
    
  
    
    
      
        
  
      
  
  
    Article Text
  


  
  



      

    

    
    
      
        
  
      
  
  
    Article menu 
  


  
  



      

    

  
  
   
  
  


  


  
  



      

    

  
  
   
    
  
    
    
      
        
  
      
  
  
    	Article 
Text
	Article 
info
	Citation 
Tools
	Share
	Rapid Responses
	Article 
metrics
	Alerts


  


  
  



      

    

    
    
      
        
  
      
  
  
    [image: Download PDF]PDF  


  
  



  
      
  
  
    Research ethics


  


  
  



  
      
  
  
    Paper


  


  
  



  
      
  
  
    
      Are there adverse consequences of quizzing during informed consent for HIV research?
        
  

  


  
  



  
      
  
  
    [image: Loading]

  
    
  
      
  
  
    	J Sugarman1,2, 
	A Corneli3, 
	D Donnell4, 
	T Y Liu4, 
	S Rose3, 
	D Celentano5, 
	B Jackson6, 
	A Aramrattana7, 
	L Wei8, 
	Y Shao9, 
	F Liping10, 
	R Baoling10, 
	B Dye3, 
	D Metzger11

	[bookmark: aff-1]1Berman Institute of Bioethics, Johns Hopkins University, Baltimore, Maryland, USA

	[bookmark: aff-2]2Department of Medicine, Johns Hopkins School of Medicine, Baltimore, Maryland, USA

	[bookmark: aff-3]3FHI, Research Triangle Park, Durham, North Carolina, USA

	[bookmark: aff-4]4SCHARP Vaccine and Infectious Disease Division, Fred Hutchison Cancer Research Center, Seattle, Washington, USA

	[bookmark: aff-5]5Department of Epidemiology, Johns Hopkins Bloomberg School of Public Health, Baltimore, Maryland USA

	[bookmark: aff-6]6Department of Pathology, Johns Hopkins School of Medicine, Baltimore, Maryland USA

	[bookmark: aff-7]7Research Institute for Health Sciences, Chiang Mai University, Thailand

	[bookmark: aff-8]8Guangxi Centers for Disease Control and Prevention, Nanning, China

	[bookmark: aff-9]9National Center for AIDS/STD Control and Prevention, Beijing, China

	[bookmark: aff-10]10Xinjiang Uighur Autonomous Region Centers for Disease Control and Prevention, Urumqi, China

	[bookmark: aff-11]11Department of Psychiatry, University of Pennsylvania, Philadelphia, Pennsylvania, USA


	Correspondence to J Sugarman, Johns Hopkins Berman Institute of Bioethics, 1809 Ashland Avenue, Deering Hall 203, Baltimore, MD 21205, USA; jsugarman{at}jhu.edu




  


  
  



  
      
  
  
    Abstract
Introduction While quizzing during informed consent for research to ensure understanding has become commonplace, it is unclear whether the quizzing itself is problematic for potential participants. In this study, we address this issue in a multinational HIV prevention research trial enrolling injection drug users in China and Thailand.

Methods Enrolment procedures included an informed consent comprehension quiz. An informed consent survey followed.

Results 525 participants completed the informed consent survey (Heng County, China=255, Xinjiang, China=229, Chiang Mai, Thailand=41). Mean age was 33 and mean educational level was 8 yrs. While quizzing was felt to be a good way to determine if a person understands the nature of clinical trial participation (97%) and participants did not generally find the quiz to be problematic, minorities of respondents felt pressured (6%); anxious (5%); bored (5%); minded (5%); and did not find the questions easy (13%). In multivariate analysis, lower educational level was associated with not minding the quizzing (6–10 yrs vs 0–5 yrs: OR=0.27, p=0.03; more than 11 yrs vs 0–5 yrs: OR=0.18, p=0.03). There were also site differences (Heng County vs Xinjiang) in feeling anxious (OR=0.07; p=<0.01), not minding (OR=0.26; p=0.03), being bored (OR=0.25; p=0.01) and not finding the questions easy (OR=0.10; p=<0.01).

Conclusions Quizzing during the informed consent process can be problematic for a minority of participants. These problems may be associated with the setting in which research takes place and educational level. Further research is needed to develop, test and implement alternative methods of ensuring comprehension of informed consent.

Trial Registration clinicaltrials.gov number NCT00270257.
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