East Tennessee State University 

ETSU/VA and ETSU Campus Institutional Review Board

Supplemental Submission Form for Studies Involving Deception
      Study Identification
Principal Investigator:      
IRB #:      
Project Title:      
Federal regulations require that studies involving deception must be determined by the IRB to qualify for a waiver or alteration of the requirement to obtain informed consent. Please answer the following questions in detail to provide the IRB information relative to this requirement.  (Source: 45 CFR 46.116(d); OHRP IRB Guidebook, Chapter III, Section B)
1. Criteria #1: The research involves no more than minimal risk to the subjects. (Source: 45 CFR 46.116(d)) (Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.  Note that the definition of minimal risk for prisoner at 45 CFR 46.303(d) differs from the definition of minimal risk for other research- see Policy 15)  
A. Explain the risks involved in this research and justify how these risks are no more than minimal.  
            
2.        Criteria #2: The waiver or alteration will not adversely affect the rights and welfare of the subjects. (Source: 45 CFR 46.116(d))

A. Explain the deception proposed in this study (as appropriate, include what information will be withheld from participants and what misleading information will be given). 

     
B. Potential participants may not be fully informed when they make a decision about participating in this proposed deception research (see 2A above).  Explain how  the potential participant would still consent to participate if they had the information being withheld.
     
C. Has this research design involving deception been previously used?  FORMCHECKBOX 
 Yes*   FORMCHECKBOX 
 No

*If yes, where?      
 *If yes, please provide information about any harm to participants.

      
D. How do the potential benefits of this research justify the use of deception?

     
3.       Criteria #3: The research could not practicably be carried out without the waiver or alteration.  (Source: 45 CFR 46.116(d))
A. Explain why deception is truly necessary to accomplish the goals of the research, including an explanation of what alternative procedures were considered and rejected.
     
4.     Criteria #4: Whenever appropriate, the subjects will be provided with additional pertinent information after participation. (Source: 45 CFR 46.116(d))
A.  How and by whom will the participants be debriefed? (Include explanation that will be given to participants). 
                       
B.  Describe how and when participants will be given the opportunity to withhold their data.
                     
________________________________________________

________________________
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