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Attachment B
Research Involving Children
IRB #:
     
Principal Investigator:
     
Study Title:
      

1. Will only persons who have not attained 19 years of age be enrolled in this study?

 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No

2. Provide the age range:      

3. Benefits of the study:

a. Describe the benefit for the child of participating in this research:


      
     
b. Is the risk age-dependent?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   


If yes, please explain:      
4. Risks of the study:

Check one of the following risk categories

 FORMCHECKBOX 
 The risks of participating in this research are the same as the risks that a normal child would face in normal daily life (46:404 or 50.51). The IRB may find that the permission of one parent is sufficient.
Provide information from the protocol justifying this determination:
        
 FORMCHECKBOX 
 There is therapeutic or direct benefit for the child in this research and the risk is greater than minimal (46:405 or 50.52). The IRB may find that the permission of one parent is sufficient.
· Provide information from the protocol justifying this determination:      
· Provide information from the protocol showing that the risk is justified by the benefit to the participants:      
· Provide information from the protocol showing that the relation of the anticipated benefit to the risk is at least as favorable to the participants as that presented by available alternative approaches:      
 FORMCHECKBOX 
 There is no therapeutic or direct benefit but an opportunity exists for obtaining generalizable knowledge about the subject’s disorder or condition and there is only a minor increase over minimal risk (46.406 or 50.53). Requires permission from both parents, unless one parent is deceased, unknown, incompetent, or not reasonably available, or unless only one parent has legal responsibility for the care and custody of the child. 

· Provide information from the protocol justifying this determination:      
· Provide information from the protocol showing that the intervention or procedure presents experiences to participants that are reasonably commensurate with those inherent in their actual or expected medical, dental, psychological, social, or educational situations:      
· Provide information from the protocol showing that the intervention or procedure is likely to yield generalizable knowledge about the participants’ disorder or condition that is of vital importance for the understanding or amelioration of the participants’ disorder or condition:      
 FORMCHECKBOX 
 There is no therapeutic or direct benefit but an opportunity exists to understand, prevent, or alleviate a serious problem affecting the health or welfare of children and the risk is greater than minimal (46.407 or 50.54). Requires permission from both parents, unless one parent is deceased, unknown, incompetent, or not reasonably available, or unless only one parent has legal responsibility for the care and custody of the child. 


Research in this category requires review by the Secretary of Health and Human Services or the Commissioner of the Food and Drug Administration.  

5. Parental Permission/Assent/Consent
 FORMCHECKBOX 
 Permission from only one parent is being requested

 FORMCHECKBOX 
 Permission will be obtained from both parents (unless one parent is deceased, unknown, incompetent, or not reasonably available, or when only one parent has legal responsibility for the care and custody of the child)

 FORMCHECKBOX 
 A waiver of parental permission is being requested (complete Attachment G – Waiver of Consent)

Is the research being conducted in a group setting (e.g., a classroom)? 

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  

If yes, explain what provisions have been made for children whose parents have not given permission for them to participate:      
Will assent be obtained from each child?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No



If no, under what circumstances will assent not be obtained from the child?

 FORMCHECKBOX 
 Unable to assent because of age 

 FORMCHECKBOX 
 Unable to assent because of cognitive impairment

Explain how the child’s autonomy will be protected:

     
 FORMCHECKBOX 
 Other

Explain:     
Does the protocol request parental override of a child dissent?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No


If yes, justify why the dissent should be overridden:      
If parent override could occur, the following statement should be added to the assent: “I may not want to be in this study but I know my parents think it is for my best.”
Will subjects attain 19 years of age while enrolled in the study? 


 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

If yes, explain how re-consenting will occur or justify why it will not:      
6. Wards of the State

Is it possible that the research could include wards (custody) of the State, or any other agency, institution or entity other than the parents?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  


If yes, answer the following questions:

Is the research related to their status as wards?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  


If yes, describe:      
Is the research conducted in schools, camps hospitals institution or similar setting in which the majority of children involved as subjects are wards?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  

Is there potential direct therapeutic benefit for the ward(s)?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

Unless the study is minimal risk or has direct therapeutic benefit, then an advocate for each ward must be appointed by the Creighton University IRB. One advocate may represent more than one child. The advocate will serve in addition to any other individual acting on behalf of the child as legal guardian.

Is a signature line for the advocate provided on the consent form? 


 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

7. Children Who Are Prisoners

Is permission being sought to enroll child prisoners?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   


If yes, complete attachment D, “Research Involving Prisoners”
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