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reporting requirements: a review of ethnicity 
reporting in UK clinical trial results publications 
in three high-impact journals
Mahwar Khanum1, Shoba Dawson1, Jhulia dos Santos1, Huda Hajinur2, Carmel Conefrey1 and 

Sangeetha Paramasivan1*   

Ethnic minority (EM) groups are consistently under-

represented in health research, including in conditions 

that disproportionately affect them (e.g. cardiovascular 

diseases), with this paradox notably laid bare during the 

COVID-19 pandemic [1]. Reviews have extensively doc-

umented the lack of ethnicity reporting in clinical trial 

publications globally [2, 3].

We conducted a review to investigate the proportion of 

UK-based randomised controlled trial (RCT) results pub-

lications that reported on participants’ ethnicity in three 

high-impact factor medical journals—The Lancet, New 

England Journal of Medicine (NEJM) and British Medical 

Journal (BMJ)—from 1st January 2020 to 6th July 2022 

(start date based on existing strong evidence of poor 

practice pre-pandemic). We searched the three journals’ 

websites for ‘trial’ in the title and included all UK-based 

RCTs (international RCTs were only included if at least 

50% of the sites were from the UK). Data extraction 

focused on three key areas: was ethnicity data reported; 

if yes, what information was collected and how was it 

used (e.g. sub-group analysis); if no, was this discussed or 

acknowledged as a limitation.

Of the 367 records identified, we screened 118 full 

texts and included 68 articles (Lancet 49; NEJM 3; BMJ 

16). More than half the studies reported some ethnicity 

data (56%; 38), but more than a third of these (37%; 14) 

did not provide a detailed ethnicity breakdown (i.e. they 

stated population numbers/proportion for the White 

group only, with all other ethnic groups combined). 

When detailed ethnicity data was provided, this was 

usually broken down by intervention group, but the cat-

egories and the depth of information varied widely (see 

Table  1 for examples of ethnicity data collected). Only 

one study provided a detailed breakdown of the White 

ethnic group (English/Welsh/Northern Irish/British, 

White Irish, Any other White background). Of the stud-

ies that collected some ethnicity data, half (50%; 19) did 

not use these in the analysis or mention the significance 

of this ethnicity data. Only over a quarter (29%; 11) used 

it in their analysis (where the primary outcome was pro-

vided by ethnicity) and about a fifth (21%; 8) used it to 

acknowledge the lack of ethnic diversity in their study in 

the Discussion section (but not always as a limitation). 

Finally, given the heightened focus on ethnicity since 

early in the pandemic, we expected studies that did not 

report ethnicity data (44%; 30) to acknowledge the limita-

tion this poses or discuss ethnicity in some manner, but 

most did not (93%; 28). Two studies that did not report 

ethnicity data (7%) mentioned a lack of ethnic diversity in 

the study in their Discussion, but this was not acknowl-

edged as a limitation.
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As researchers working within trials, we understand the 

challenges in ensuring ethnicity and socio-economic data 

are collected [4]. Some journals have introduced manda-

tory minimum reporting requirements for the represent-

ativeness of the study group, including on race or ethnic 

group [5, 6]. However, for tangible changes to redress 

the consistent under-reporting of ethnicity data in UK 

RCTs, we need more than journal reporting require-

ments for RCT publications, given they arrive at the end 

of the research cycle. There must be supportive mecha-

nisms, driven by key players who engage with trialists 

earlier in the research pipeline and can effect change (e.g. 

funders), to enable trial teams to include ethnic minor-

ity participants as well as capture detailed ethnicity data. 

This means mandatory data collection requirements for 

trialists stipulated by funders (matched by appropriate 

resource allocation towards this), which are then rein-

forced by ethics committees and journals that publish 

protocols (e.g. Trials). Joined up, collaborative thinking 

across key stakeholders and players—from patients and 

public to health and community activists, researchers/tri-

alists, clinicians, funders, ethics committees and journal 

editors—is required to ensure sustainable and impactful 

changes that improve the representativeness of our trial 

populations.
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