East Tennessee State University 

ETSU/VA and ETSU Campus Institutional Review Board

Supplemental Submission Form for Studies with Children Participants   

1.  Study Identification
Principal Investigator: 
IRB #:      
Project Title:      
2. Based on your evaluation of the risks and benefits of the proposed study, select the one                category that best describes this research proposal.

 FORMCHECKBOX 
  Category 1: This study presents no more than minimal risk to children.  

 FORMCHECKBOX 
  Category 2:  In this study, more than minimal risk is presented by an intervention or procedure that holds out the prospect of a direct benefit for the individual child or by a monitoring procedure that is likely to contribute to the child’s well-being.  If you choose this category, provide the following justifications:

                a. Describe how the risk is justified by the anticipated benefit to the participants.      
                b. Describe how the relation of the anticipated benefit to the risk is at least as favorable to the child as that presented by available alternative approaches.      
 FORMCHECKBOX 
 Category 3: In this study, more than minimal risk to the child is presented by an intervention that DOES NOT hold out the prospect of direct benefit for the individual child or by a monitoring procedure that is not likely to contribute to the well-being of the child.  If you choose this category, provide the following justifications. 

a. Describe how the risk represents only a minor increase over minimal risk.      
b. Does the intervention or procedure present experiences to participants that are reasonably commensurate with those inherent in their actual or expected medical, dental, psychological, social, or educational situations?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No   Explain:       
c. Is the intervention or procedure likely to yield generalizable knowledge about the participant’s disorder or condition that is of vital importance for the understanding or amelioration of the disorder or condition?   FORMCHECKBOX 
 Yes  FORMCHECKBOX 
  No Explain:      
 FORMCHECKBOX 
 Category 4: This study does not meet the description of any of the above three categories but it does present an opportunity to understand, prevent, or alleviate a serious problem affecting the health or welfare of children. Note that additional determinations and/or submissions must be made if this category is applicable.  If you select this category, provide the following justifications:

a. Explain how this study presents a reasonable opportunity to further the understanding, prevention, or alleviation of a serious problem that affects the health or welfare of children.      
b. Explain how this research will be conducted in accordance with sound ethical principles.     
c. Is this study federally-funded? FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

3.  Does the participant population include children who are wards of the state?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No 

4. Describe how the permission of the parents or legal guardians of the child will be sought.

           
  5. Describe the provisions for obtaining the assent of the children.      
________________________________________________

________________________

Principal Investigator’s Signature
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