DRAFT charge to a panel at the July SACHRP meeting
Subject:  diversity of ethnic and racial representation in clinical trials

How well do the subjects of clinical trials and other research studies involving human subjects represent the population whom the research is intended to serve?  Despite known differences in safety and efficacy of certain drugs between ethnic groups, minorities are often underrepresented in clinical trials.  NIH requires applicants for federal funding to provide a strategy for inclusion of people of diverse racial and ethnic origin in clinical trials.  FDA enacted guidance to standardize collection of race and ethnicity data for clinical trials that will be submitted to FDA for review.  However, FDA does not require diversity of ethnic and racial representation in clinical trails submitted to the agency.  What can we learn from the experience of NIH, FDA, and others about the diversity of subjects in clinical trials?  Are additional steps needed to further enhance the racial and ethnic diversity of subjects in human research, and if so, what additional steps should be considered?  
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