All Worksheets for Lesson 1-6                                 Team ____________________________             

1-6a
Criteria for Informed Consent
	
	CRITERIA
	MET
	SOMEWHAT MET
	NOT MET

	1.
	Purpose of the study


	
	
	

	2.
	What study participants will experience

	
	
	

	3.
	Any reasonably foreseeable risks to the individual


	
	
	


Potential benefits to the individual

	
	
	
	
	

	5.
	Potential benefits to others


	
	
	

	6.
	The extent of confidentiality protections for the individual

	
	
	

	7.
	Compensation for participation (may include money, other material compensation, such as a coupon or gift certificate, or other non-monetary  rewards) 

	
	
	

	8.
	Contact information for questions regarding the study, participants’ rights, and in case of Injury

	
	
	

	9.

	The conditions of participation, including right to refuse or withdraw without penalty

	
	
	

	10.

	
	
	
	


1-6b
Informed Consent Script Assignment

Names of Students on Study Team:
	________________________________________

	

	________________________________________

	

	________________________________________

	

	________________________________________


Write an Informed Consent script that you, as the investigation team, will read during a research simulation in which you will ask other students to answer questions about a health-risk behavior.

Make sure your Informed Consent Script addresses the Belmont Report requirements of disclosure, comprehension, and voluntariness.
Use Worksheet 1-6a, Criteria for Informed Consent, for guidance in writing your script.
Remember that informed consent is an agreement that is given by a potential research participant following an explanation of all relevant information that is needed to make a decision about participating in a study.  This information includes the purpose, risks, and potential benefits of the research so that people can make an informed, voluntary decision about whether or not to participate, based on their own goals and values.  All information about the study needs to be stated in a way that potential participants can understand.  
