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APPENDIX A

PROSPECTIVE PARTICIPATION OF CHILDREN AS SUBJECTS

A section must be included providing either a description of the plans to include children and a rationale for selecting or excluding a specific age range of child, or an explanation of the reason(s) for excluding children as participants in the research.  When children are included, the plan must also include a description of the expertise of the investigative team for dealing with children at the ages included, of the appropriateness of available facilities to accommodate the children, and the inclusion of a sufficient number of children to contribute to a meaningful analysis relative to the purpose of the study.  

Justifications for Exclusion

It is expected that children will be included in all research involving human subjects unless one or more of the following exclusionary circumstances can be fully justified:

 FORMCHECKBOX 
  1.
The research topic to be studied is irrelevant to children.

 FORMCHECKBOX 
  2.  There are laws or regulations barring the inclusion of children in the research.  For example, the regulations for protection of human subjects allow consenting adults to accept a higher level of risk than are permitted for children.

 FORMCHECKBOX 
   3.  The knowledge being sought in the research is already available for children or will be obtained from another ongoing study, and an additional study will be redundant.  Documentation of other studies justifying the exclusions should be provided.

 FORMCHECKBOX 
  4.  A separate, age-specific study in children is warranted and preferable.

Examples include:

 FORMCHECKBOX 
  a.  The relative rarity of the condition in children, as compared to adults (in that extraordinary effort would be needed to include children, although in rare diseases or disorders where the applicant has made a particular effort would be expected to assemble a similar child population with the rare condition);

 FORMCHECKBOX 
   b.  The number of children is limited because the majority are already accessed by a nationwide pediatric disease research network, so that requiring inclusion of children in the proposed adult study would be both difficult and unnecessary (in that the topic was already being addressed in children by the network) as well as potentially counterproductive (in that fewer children could be available for the network study if other studies were required to recruit and include them);

 FORMCHECKBOX 
   c.  Issues of study design preclude direct applicability of hypotheses and/or 

 Interventions to both adults and children (including different cognitive, 

 Developmental, or disease stages or different age-related metabolic processes).  While this situation may represent a justification for excluding children in some instances, consideration should be given to taking these differences into account in the study design and expanding the hypotheses tested or the interventions to allow children to be included rather than excluding them.

 FORMCHECKBOX 
  5.
Insufficient data are available in adults to judge potential risk in children (in which case one of the research objectives could be to obtain sufficient adult data to make this judgment).  While children usually should not be the initial group to be involved in research studies, in some instances, the nature and seriousness of the illness may warrant their participation earlier based on careful risk and benefit analysis.

 FORMCHECKBOX 
  6.
Study designs aimed at collecting additional data on pre-enrolled adult study

Participants (e.g., longitudinal follow-up studies that did not include data on

Children).

 FORMCHECKBOX 
  7.
Other special cases justified by the investigator and found acceptable to the IRB.

Requirements to be met in order for the IRB to Approve Research that Includes Children.  Please circle the category that applies to your study?

	1.   No greater than minimal risk
	Assent of child and permission of at least one parent

	2.   Greater than minimal risk and prospect of direct benefit
	Assent of child and permission of at least one parent

	
	Anticipated benefit justifies the risk, and

	
	Anticipated benefit is at least as favorable as that of alternative approaches

	3.   A minor increase over minimal risk and no prospect of direct benefit
	Assent of child and permission of both parents (If available)

	
	Likely to yield generalizable knowledge about the child’s disorder or condition that is of vital importance for the understanding or amelioration of the disorder or condition, and 

The intervention or procedure presents experiences to the child that are reasonably commensurate with those in the child’s actual or expected medical, dental, psychological, social, or educational situations 



	
	IRB finds that the research presents a reasonable opportunity to further the understanding, prevention, or alleviation of a serious problem affecting the health or welfare of children
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