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Introduction to FDA's guidance for enhancing diversity of clinical trial
populations

XIAO Huilai
Center for Drug Evaluation, National Medical Products Administration, Beijing 100022, China

Abstract: Only when clinical trials fully reflect the populations most likely to use drugs, can we obtain accurate information about
the clinical safe and effective use of drugs in different subgroups of drug users after marketing. However, certain groups continue to
be underrepresented in many clinical trials at present. In order to change this situation, FDA issued Enhancing the Diversity of
Clinical Trial Populations — Eligibility Criteria, Enrollment Practices, and Trial Designs Guidance for Industry in November 2020.
The Guidance recommend many methods to expand the eligibility criteria of clinical trial participants, avoid unnecessary exclusion,
and promote the diversity of clinical trial populations. The content is extremely rich, detailed and practical. However. This paper
introduces the guidance in detail, hoping to promote the work in this area in China.
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