Documentation for children

Considerations and documentation for minor assent

 FORMCHECKBOX 
Plans for assent appropriate given ages, maturity, and psychological state of children involved      
 FORMCHECKBOX 
the same assent process may be used for all potential children enrolled in this study      
 FORMCHECKBOX 
a different process for assent must be used for enrolling children into this study which includes the following:        
 FORMCHECKBOX 
assent may be documented as a line on the parental consent      
 FORMCHECKBOX 
A separate assent is required       
Requirements for obtaining assent are waived because: 

 FORMCHECKBOX 
Age group will not be capable of assent      
 FORMCHECKBOX 
Research offers prospective of direct benefit not available outside of research      
 FORMCHECKBOX 
Research has the same conditions under which consent is normally waived      
Parental permission requirements
 FORMCHECKBOX 
one parent signature appropriate because research is approvable under .404 or .405
 FORMCHECKBOX 
both parents signatures are required 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 because the research is approvable under .406 or .407

Consideration and documentation for risk and benefits assessment

 FORMCHECKBOX 
research is approvable under .404 because it involves no greater than minimal risk 

 FORMCHECKBOX 
research is approvable under .405 because:

· it involves more than minimal risk because of an intervention or procedure that holds the  prospect of direct benefit to the participant or by a monitoring procedure that is likely to contribute to the participant’s well-being; 
· and  risk is justified by the anticipated benefit to the subjects; and 
· relation of the anticipated benefit to the risk is at least as favorable to the subjects as that presented by available alternative approaches 

 FORMCHECKBOX 
research is approvable under .406 because:

· the research involves greater than minimal risk and no prospect of direct benefit to an individual subject but is likely to yield generalizable knowledge about the participant’s disorder or condition; and 
· risk represents a minor increase over minimal risk; 
· the intervention or procedure presents experiences to subjects that are reasonably commensurate with those inherent in their actual or expected medical, dental, psychological, social, or educational situations; and t
· he intervention or procedure is likely to yield generalizable knowledge about the subjects' disorder or condition which is of vital importance for the understanding or amelioration of the subjects' disorder or condition 
 FORMCHECKBOX 
 research is approvable under .407 panel because it is research not otherwise approvable which presents an opportunity to understand, prevent, or alleviate a serious problem affecting the health or welfare of children 
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