COURSE:  SOCIAL AND BEHAVIORAL RESEARCH BEST PRACTICES	MODULE: INFORMED CONSENT
Participant Conversations: 
Suggested Open-ended Questions to Gauge Understanding

	Tool/Resource:
	Participant Conversations: Suggested Open-ended Questions to Gauge Understanding

	Purpose:
	To assist study team members gauge whether a potential participant understands what the study is about and is making an informed decision 

	Audience:
	Study team members leading the consent process

	Best Practice Recommendations:
	· This resource can be used before the start of a study to anticipate what questions might arise during the consent process.
· This resource can be used as a training tool during the on-boarding of new study staff.
· Discuss as a team what responses to the open-ended questions suggest understanding on behalf the participant, and what responses suggest a need for further conversation.
· Add your own headings and questions based on study needs
· Include this resource and possible responses in the study operations and training manual so that it is available for reference.
· Review this resource alongside the University of California, San Diego Brief Assessment of Capacity to Consent - UBACC (Jeste 2007)

	
	

	RESOURCE REVISION HISTORY

	VERSION NO.
	DATE
	SUMMARY OF REVISIONS

	V1.0
	---
	Original

	V2.0
	05Aug2022
	Added SBR course branding and introduction; updated language to reflect current module; added questions

	V3.0
	10Oct2022
	Added copyright information to footer

	V4.0
	10Oct2023
	Updated copyright information in footer; updated version number in footer





	Protocol Title
	

	Protocol Number:
	

	Principal Investigator:
	

	Special Considerations:
e.g., related to the study population, location of consent, type of consent, etc.
	



Do participants really know what your study is about?  Use open-ended questions and paraphrasing to support informed decision making around study participation.
	
	AVOID…
	INSTEAD SAY…

	Study Purpose and
Design & Duration
	Do you have any questions about this study?
	· Please tell me in your own words what this study is about.  


	
	Do you understand what you have to do for this study?
	· What will you have to do if you agree to be in this study?
· Describe for me what will happen at today’s study visit.
· How long will you be in the study?

	Possible Risks  & Discomforts, Benefits,
and Incentives & Payments
	You will not be getting any money for participating in this study. Is that OK?
	· Why might you want to enroll in this study?
· Now that we have talked about the study, what are the pros for you joining the study?  


	
	I have told you about some of the risks of the study. Do you have any questions?
	· What are the cons for you joining the study?  
· Why might you not want to enroll in this study?

	
	The study will pay for all procedures except for those associated with your clinical care. OK?
	· Point out which procedures are for research purposes, and which are done as part of the participant’s regular care.  Explain to me in your own words which of the study activities will be paid for the study, and which ones are part of your regular health care.



	Statement of Voluntary Participation
	Even though all your neighbors
are participating in the study,
you know that you do not
have to participate, right?
	· Can you describe what happens if you decide not to enroll in this study?

	
	You do not have to
participate if you do not want to
and nothing will happen if you
choose not to participate.
	· What are the cons for you joining the study?  
· What reasons why might you not want to enroll in this study?

	Discontinuing Participation
	You know that you can stop being in the study at any time, right?
	· Describe for me what should you do if you agree to be in the study but later change your mind?

	
	
	· Tell me what will happen to information we have already collected if you change your mind about being in the study.

	Privacy
	No one will be able to see the information you give us.  Does
that make sense?
	· Describe for me how we will handle the information you share with us?  
· Tell me who you think will have access to your information.

	Contact Information
	Do you know who to contact if you have questions about this study?

	· What should you do if you have any questions or concerns about this study?  Point out where the participant can find contact information for the study team.

	
	Do you have any questions for me?
	· I understand we just went over a lot of information.  I’ll give you a moment to think of any questions.  You can always get in touch with us at this <point out relevant contact information> if you think of something after you leave here.
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