ETSU/VA and ETSU Institutional Review Board

APPENDIX A
ONLY COMPLETE IF INSTRUCTED BY THE IRB OFFICE IN THE CONTINUATION LETTER.

If instructed by the IRB, submit this form with your completed Form 107 to the IRB Office during continuation review. THIS IS A ONE TIME REQUEST for Appendix A ONLY.
PI:      
IRB #:      
Project Title:      
1. If study includes vulnerable populations (populations that are likely to be vulnerable to coercion or undue influence, such as children, prisoners, pregnant women, mentally disabled persons, or economically or educationally disadvantaged persons), describe the additional safeguards included in this study to protect the rights and welfare of the participants.

              
       FORMCHECKBOX 
 Check Here if this study does not include vulnerable populations.
2. Describe how the selection of participants is equitable in relation to the purpose of the research and the setting in which the research will be conducted.
              
3. How does this study use procedures which are consistent with sound research design and which do not unnecessarily expose participants to risk?  
             
4. How does this study use procedures already being performed on the participants for diagnostic or treatment purposes?
            
5. Is the research more than minimal risk?   FORMCHECKBOX 
 Yes*  FORMCHECKBOX 
 No (If no, skip to question 6)

*If yes, is there a safety monitoring committee or board to review the study for safety?                                        FORMCHECKBOX 
 Yes**   FORMCHECKBOX 
 No*

**If yes, describe the timing of reviews and reports and planned interim analysis
               
 *If no, provide a general description of the data and safety monitoring plan
              
6. Describe how the privacy of participants is protected.
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