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T

he exclusion of migrants and members of ethnic minorities
from clinical trials is common and can compromise the
generalisability of research ﬁndings.1 Reasons for these
exclusions are complex, but communication difﬁculties probably
contribute.1
We examined inclusion and exclusion criteria for all clinical trials
to be conducted in Australia that were registered between 1 June
2015 and 31 August 2015. Data were obtained from the World
Health Organization International Clinical Trials Registry Platform (http://www.who.int/ictrp/en/), which combines data
from several sources, including the Australian New Zealand
Clinical Trials Registry. Trials were deemed to exclude participants
with low English proﬁciency if explicit statements to this effect
were included in the inclusion or exclusion criteria.
We found that 71 of 342 trials (21%) speciﬁcally stated that participants with low English proﬁciency would be excluded. Only
one trial registered during this period speciﬁcally targeted participants with low English proﬁciency by providing translated material. Documented exclusions of participants with low English
proﬁciency were nearly three times as common in trials of treatments for pain (prevalence ratio [PR], 2.95; 95% conﬁdence interval
[CI], 1.87e4.66) and mental health problems (PR, 2.64; 95% CI,
1.72e4.05) as in cancer treatment trials.
Data on the types of outcomes examined in the trials and how
likely these outcomes were to require English language proﬁciency were used to construct an English proﬁciency impact score
(ranging from 1 [no impact] to 4 [outcomes required English
proﬁciency]); types of interventions were categorised by a similar
approach. Trials in mental health and pain therapy had high
English proﬁciency impact scores for both the measurement of
outcomes, which were often questionnaire-based, and for
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One in ﬁve registered clinical trials in Australia documented
exclusion of participants with low English proﬁciency. The proportion is, in practice, probably higher, as trials may exclude participants with low English proﬁciency during the informed consent
process, even when English proﬁciency was not included in the
exclusion criteria.1
Our results are important because 28% of the Australian population are migrants.2 Although being a migrant does necessarily
entail being less ﬂuent in English, lower English proﬁciency is
particularly common in older migrants from culturally and
linguistically diverse backgrounds (CALD).3 Older CALD migrants therefore constitute a group at risk of being excluded from
clinical research.
Trial exclusions are particularly relevant if there is reason to believe
that the effectiveness of interventions may be different in the
excluded groups. However, without including migrants with low
English proﬁciency in research trials, it is difﬁcult to establish
whether treatment effectiveness varies between populations. The
available evidence suggests that the effectiveness of treatments of
chronic pain4 and mental ill health5 does, in fact, differ for people
from different cultural backgrounds. Accordingly, it is particularly
important that the participation of CALD migrants in research in
these areas is improved. Possible approaches could include
recruiting research staff ﬂuent in other languages, and preparing
translated and culturally validated versions of commonly used
questionnaires.
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interventions, which often involved counselling or reading
extensive web-based material.
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