
IRB Tip: Rationale for Inclusion of Children in Research

guidance for implementing federal and institutional IRB policies 
As in any human research application, the choice of subject population must be explained.  Federal regulations for research with children begin with those applying to adult subjects (45 CFR 46).  Additional special considerations for children are outlined in 45 CFR 46, Subpart D and 21 CFR 50 for FDA-regulated research.  The special protections described in these regulations are further outlined in the Summary Table of Required Protection for Children in Research IRB Tip.
Guidance to Investigators

When planning a study that will involve children, the principal investigator (PI) should first be familiar with the applicable regulations for this group of vulnerable subjects.  See the Protection of Vulnerable Populations SOP.  Secondly, the PI should address the questions: 

· What is the rationale for including children?  

· What unique outcomes, benefits, and risks will come from studying children?

· Does the study address a condition that particularly affects children?

The PI should analyze what is unique to children in formulating this rationale, as well as in assessing the risks and benefits of the study. See the Permitted Categories for Research Involving Children IRB Tip.
	Examples of appropriate rationales for inclusion of children in research

	•
	A condition uniquely affecting/manifesting in children (e.g., pediatric cancer; systemic lupus erythematosus).

	•
	A condition affecting both adults and children, where adult studies have been done but child-specific data is still needed (e.g., many drug trial conditions).

	•
	An area of psychology or sociology specifically related to children (e.g., adolescent depression, childhood abuse).

	•
	A pediatric condition linked to a different adult condition, so data could inform treatment of adult condition (e.g., Down’s syndrome/Alzheimer’s disease).


IRB Responsibility

IRB will confirm that the Specific Findings SOP is followed.  

For Further Information

45 CFR 46

21 CFR 50

For an excellent discussion of issues involved in making this assessment, see 
Jeremy Sugarman’s article, “Determining the Appropriateness of Including Children in Clinical Research,” JAMA 2004; 291(4):494-496 .

Wendler, David, et. al. “Quantifying the Federal Minimal Risk Standard: Implications for Pediatric Research without a Prospect of Direct Benefit.”  JAMA 2005; 294(7): 826-832.
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