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Racial and ethnic minorities face systemic barriers to equi-
table representation in clinical trials.1 Snapshot data from 
the United States (US) Food and Drug Administration has 
shown Black and African American patients comprised less 
than 10% of study populations for clinical trials spanning 
from 2015 to 2020,2,3 which contrasts significantly from the 
current demographic landscape in the US. The extent of un-
derrepresentation and outcomes for minority groups in early 
phase pediatric oncology studies is less well understood.

We sought to address this gap by re-analyzing our previ-
ously published systematic review assessing toxicity and re-
sponse across phase I pediatric oncology trials4 to specifically 
evaluate representation of and outcomes for underrepresent-
ed groups. Articles were screened for reporting of race and 
ethnicity in baseline characteristics and treatment outcomes 

in the main text, tables, and figures. The percentage of pa-
tients who were Hispanic or Black was tabulated among all 
trials that reported both race and ethnicity.

In total, 109 pediatric oncology clinical trial articles pub-
lished between 2012 and 2018 were included, 78 (72%) of 
which incorporated targeted therapies. The total number 
of patients was 2713 with median age of 11 years (range 
3–21). Median number of patients enrolled was 21 (range 
4–79). Among all studies, 36 (33%) articles reported race or 
ethnicity in baseline patient characteristics, with 23 (21%) 
providing information on both race and ethnicity of trial  
participants (Fig. 1A). In these 23 studies, which included 644 
(23.7%) patients, 107 (16.6%) patients were Hispanic, and 
87 (13.5%) patients were Black. Reporting of race or eth-
nicity over time varied from 18% to 42% per year with no  
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Figure 1. Reporting of demographic trends in early phase pediatric oncology studies published between 2012 and 2018. (A) Percent of studies reporting 
demographic information for race and ethnicity. (B) Percent of studies reporting race or ethnicity of trial participants by publishing year.
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year-on-year trends (Fig. 1B). Only one study reported toxici-
ty and response outcomes by race and ethnicity.

While we sought to evaluate outcomes of racial/ethnic mi-
nority populations across early phase studies, reporting of 
racial/ethnic representation in early phase pediatric oncology 
trials was uncommon and inconsistent, precluding meaning-
ful analysis of our primary aims. Moreover, reporting trends 
did not improve over time, and reporting of outcomes by 
race and ethnicity was virtually nonexistent. Although we are 
encouraged that representation in the small subset of trials 
(21%) that reported complete demographic information by 
race and ethnicity was comparable to the current US demo-
graphic landscape,5 without additional data, we simply can-
not assume this is an accurate reflection of the landscape of 
enrollment across early phase pediatric oncology studies.

Our study serves to highlight the critical need to improve re-
porting of racial/ethnic representation in early phase pediatric 
oncology trials. Given how readily available such demographic 
information is, this should be a standard approach when report-
ing on trial data, even when numbers are limited. Such efforts 
would help to evaluate the extent of demographic underrepre-
sentation, identify any demographic associated differential out-
comes, and enable future systematic reviews and meta-analyses 
to examine toxicity and response outcomes by race and ethnic-
ity. Ultimately, understanding demographic patterns for enroll-
ment on early phase pediatric oncology studies is a first step to 
improving access to emerging therapies for groups that expe-
rience inferior cancer outcomes with conventional therapies.6,7
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