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2-4a 
Developing an Informed Consent Script for a Cross-Sectional Study

My name is _______​____________________ and I am participating in the conduct of a brief survey among students in our school.  The survey is about behaviors that may affect your health.   

To conduct this survey, I would like you to consider completing a brief questionnaire.  It has ________ questions and will take approximately __________ minutes to complete.   We would like to ask you some question regarding ___________________________ and ________________________________.

This study is being carried out for educational purposes only.  It is not an actual study from which firm conclusions will be made.     

If there are any risks assumed by participating, they are no greater than those you encounter in daily life.  There are no benefits to you for participating and there is no compensation.

DO NOT write your name on this survey. The answers you give will be kept private.  No one will know what you write.  To further protect your privacy, all questionnaires will be destroyed at the end of the analysis.  
Our study team wants you to know that your participation is voluntary, and that you can stop participating at any time without consequence.  If you are not comfortable answering a question, just leave it blank.  You can refuse to participate now; you can change your mind after starting to participate; or, after completing the survey, you can decide not to submit it.
Make sure to read every question. Circle one answer for each question.  When you are finished, fold your paper in half so your answers cannot be seen, and wait for us to collect the surveys.  
Do you have any questions?

Thank you very much for your help.

2-4b
Self-Assessment of Draft Informed Consent Script
Directions:  
1. Attach the revised Informed Consent Script for your cross-sectional study.
2. Perform a self-assessment of your Script using the table below.
	Did the script offer an explanation or answer for each of these topics? 
 

	CRITERION – Did the script offer an explanation or answer for each of these topics?  
	MET
	SOMEWHAT MET
	NOT  MET

	Elements of Informed Consent                             According to the Belmont Report
	
	
	

	Purpose of the study


	
	
	

	What study participants will experience


	
	
	

	Any reasonably foreseeable risks to the individual


	
	
	


Potential benefits to the individual

	
	
	
	

	Potential benefits to others


	
	
	

	The extent of confidentiality protections for the individual

	
	
	

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

	
	
	

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

	
	
	

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