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INSTRUCTIONS FOR INVESTIGATOR


The following is a template for a complete informed consent document.  As a guide, it can be partially revised to fit your study.  However, the first two (2) paragraphs and all language marked “Required” must be included in order for the UM IRB to approve the use of this consent document.  
NOTE: Please remove this instruction page before submitting this consent document with your application. Also, if there are multiple consent documents being used on one research project be sure to label each one clearly.





Revised 01/11/2012 JYR

Please remove all instruction areas in red and any non applicable italicized information prior to submission to the UM IRB. 

Principal Investigator:  
Study Title:  
Institution:

Name of participant: _________________________________________________________ 

The following information is provided to inform you about the research project and your participation in it.  Please read this form carefully and feel free to ask any questions you may have about this study and the information given below.  You will be given an opportunity to ask questions, and your questions will be answered.  Also, you will be given a copy of this consent form.  

Your participation in this research study is voluntary.  You are also free to withdraw from this study at any time.  In the event new information becomes available that may affect the risks or benefits associated with this research study or your willingness to participate in it, you will be notified so that you can make an informed decision whether or not to continue your participation in this study.    

For additional information about giving consent or your rights as a participant in this study, please feel free to contact the IRB at 901-678-2533 or email irb@memphis.edu. 

1. Purpose of the study: 
[bookmark: Text435]You are being asked to participate in a research study because        

2. Description of procedures to be followed and approximate duration of the study:
[bookmark: Text436]      

3. Description of the discomforts, inconveniences, and/or risks that can be reasonably expected as a result of participation in this study:
[bookmark: Text438]       
4. Compensation in case of study-related injury:
 [Required language: U of M does not have a fund set aside for compensation in the case of study related injury.]

5. Anticipated benefits from this study: 
[bookmark: Text440]a) The potential benefits to science and humankind that may result from this study are      	
[bookmark: Text11]b) The potential benefits to you from this study are      
	
6. Alternative treatments available: This refers to biomedical research where another substance or device already exists which could be used to treat the condition being studied.
[bookmark: Text12]      

7. Compensation for participation:
[bookmark: Text441]     

8. Circumstances under which the Principal Investigator may withdraw you from study participation:
[bookmark: Text14]     

9. What happens if you choose to withdraw from study participation:
[bookmark: Text15]     

10. Contact Information.    If you should have any questions about this research study or possible injury, please feel free to contact (INSERT NAME OF RESEARCHER) at (INSERT RESEARCHER’S PHONE NUMBER) or my Faculty Advisor, (INSERT NAME OF FACULTY ADVISOR) at (INSERT FACULTY ADVISOR’S NUMBER), questions regarding the research subjects’ rights, the Chair of the Institutional Review Board for the Protection of Human Subjects should be contacted at 678-2533.

11. Confidentiality. Required language: All efforts, within the limits allowed by law, will be made to keep the personal information in your research record private but total privacy cannot be promised.  Your information may be shared with U of M or the government, such as the University of Memphis University Institutional Review Board, Federal Government Office for Human Research Protections, [ADD OTHERS AS APPROPRIATE, E.G., NATIONAL INSTITUTES OF HEALTH, REPRESENTATIVES OF {SPONSOR NAME}, DEPARTMENT OF EDUCATION, ETC.), if you or someone else is in danger or if we are required to do so by law. 

12. STATEMENT BY PERSON AGREEING TO PARTICIPATE IN THIS STUDY
[bookmark: Check1]By signing below, I attest that I am above 18 years of age or older. I have read this informed consent document and the material contained in it has been explained to me verbally.  I understand each part of the document, all my questions have been answered, and I freely and voluntarily choose to participate in this study.   




											
Date				Signature of patient/Research Participant		
			
				
___________________________________________
				Printed Name of Patient/Research Participant		



Consent obtained by:	


	
											
Date				Signature			
				
											
				Printed Name and Title	

1

