Form 142
East Tennessee State University 

ETSU/VA and ETSU Campus Institutional Review Board

Supplemental Submission Form for Studies with Cognitively 
Impaired  or Persons with Impaired Decision-Making Capacity 
1.  Study Identification
Principal Investigator: 
IRB #:      
Project Title:      
2. Are only incompetent persons or persons with impaired decision making capacity suitable 
     as research participants?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  (If no, research is not approvable)
     Explain the compelling reason(s) to include incompetent individuals or persons with impaired-decision making capacity as participants.      
3. Does the proposed research entail no significant risks, tangible or intangible?
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No Explain here:      
4.  Does the research present some probability of harm?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 
    If yes, explain how there is at least a greater probability of direct benefit to the participant.       
5.  Have procedures been devised to ensure that participant’s representatives are well informed regarding their roles and obligations to protect incompetent subjects or persons with impaired decision making capacity?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

     Explain those procedures:      
6. Will the decision-making capacity of the participants fluctuate?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
     If yes, how will you determine the need for re-consenting?      
7. How will the representative be provided information about the proposed research study and 

    their obligations as a representative ?      
8.  How will you obtain participant agreement to be in the research?      
    Note: under no circumstances may a participant be forced or coerced to participate. 
________________________________________________

________________________

Principal Investigator’s Signature




Date
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