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e While majority of US clinical trial sites underrepresented demographic subgroups except
White non-Hispanic patients, sites enrolling a representative pool of racial and ethnic
demographic subgroups did not have a lower overall enroliment performance.

e Results show that sites recruiting at or above epidemiologic threshold had similar or
higher enrollment performance in general and therefore recruiting a representative set of
patients does not reduce operational performance of a study but also makes results more
generalizable.

Background

e Most clinical trials globally are not representative
of a diverse patient population and 78% of trial
participants remain White.

e This may limit the generalizability of trial results to
the broader population, create an insufficient
understanding of drugs’ safety and efficacy
between different patient populations, and hinder
equitable access to investigational drugs.
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10% tolerance used to capture minor deviations.
We used a Mann-Whitney U test with a p-value of
0.05 for significance.

e Data presented as median (IQR) or n (%); enroliment rate in

pts/site/month
e [able shows proportion of sites that recruited at/above expected ratio
for the demographic group (RR 21) and vice versa.
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