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Diversity in research isn’t 

simply a matter of social 

justice. It’s a critical part of 

learning how to improve the 

health of every person.

[NEJM 2021]

“



Importance of diversity in health and care research

• Research is essential to improving health and wellbeing – but not everyone has access to research studies

• Without inclusion of diverse research participants, it is difficult to understand how study findings will 

translate into the real world

• Many of the barriers relating to inclusion in research are the same as those impacting access to care and 

wider health inequalities

• Groups considered under-served in clinical research are heterogenous - often considered in terms of 

protected characteristics e.g ethnicity, disability, or age …..

• … But what constitutes under-served is complex and context-specific—and may be disease or study-

specific 



Consequences of a lack of inclusivity – example of COVID (1)

• Ethnic minority groups disproportionately affected by 

COVID

• Deaths from COVID two to four times greater than 

those among the White population (England & Wales)

• Black patients were three times more likely than white 

patients to have low oxygen levels that were missed by 

pulse oximeters – issue known about since 1980s

• Pregnancy and breastfeeding common exclusion 

criteria in clinical trials

• Three-quarters of trials for COVID treatments or 

vaccines explicitly excluded pregnant women

• Pregnant women with COVID are at increased risk 

for serious adverse outcomes

• Lack of evidence affects vaccination decision-making



Consequences of a lack of inclusivity – example of COVID (2)

• COVID disproportionately affected older people

• Review found half of COVID trials excluded older 

people

• All COVID vaccine trials in the review excluded 

older people - led to claims that COVID vaccines 

don’t work for older people

• People with a learning disability at high risk from 

COVID

• Mortality rate up to 6 times higher during the first 

wave of the pandemic than general population

• People with learning disabilities not initially classified 

as high priority in the COVID vaccine plan



Under-served groups in research

Some key characteristics that are common to under-served groups are:

• Lower inclusion in research than would be expected from population estimates

• High healthcare burden that is not matched by the volume of research designed for the group

• Important differences in how a group responds to or engages with healthcare interventions 

compared to other groups

Why under-served groups must be included in research:

• Results may not be generalisable to those groups (effectiveness, benefits and risks)

• Research that is not inclusive will not command the confidence of patients, healthcare 

professionals or the public

• Opportunity to contribute to, and benefit from, research should be equitable

Exclusion leads to evidence-biased care and widens health inequalities



Impact on wider inequalities in care – South Asian people



Impact on wider inequalities in care – women



Focus on addressing the lack of inclusivity in research

EthicsFunders Legislation



Barriers to the inclusion of 

under-served groups in 

research



How are under-served groups excluded from research?

From: JAMA (2019) doi:10.1001/jama.2019.17016



Bodicoat et al 2021 https://doi.org/10.1186/s13063-021-05849-77 

Barriers are context-specific, but literature* suggests common themes:

• Language and communication e.g ability to speak/read English, literacy, disability

• Lack of trust e.g previous experience of adverse events

• Access to trials e.g inability to access healthcare or research centre 

• Eligibility criteria e.g explicit exclusions, those that indirectly exclude

• Attitudes and beliefs e.g privacy concerns, stigma, lack of social approval

• Lack of knowledge e.g about clinical trials

• Logistical and practical issues e.g transport, costs associated with participating 

• Other barriers e.g lack of recruiting staff, small populations

Summary of the barriers to inclusion

https://trialsjournal.biomedcentral.com/articles/10.1186/s13063-021-05849-7


Methods to support inclusion 

– general



Applying a health equity lens across the research system

• Include diverse perspectives in establishing research priorities, funding decisions, approvals processes, research teams, 

and in design and delivery of research

• Training e.g via NIHR Learn (free to access) and equity-focused tools and resources e.g https://forequity.uk/, Equality 

Impact Assessment (EqIA) toolkit https://arc-em.nihr.ac.uk/clahrcs-store/equality-impact-assessment-eqia-toolkit 

• Use inclusivity-focused methodological approaches e.g participatory research

• Consider PROGRESS-PLUS factors when reviewing evidence and assessing the effects of interventions:

 Place of residence

   Race/ethnicity/culture/language

   Occupation

  Gender/sex

  Religion

  Education

  Socioeconomic status

   Social capital 

Plus personal characteristics associated with discrimination (e.g age, disability), relationships

Cochrane Methods Equity https://bit.ly/3yvtT1I 

https://forequity.uk/
https://arc-em.nihr.ac.uk/clahrcs-store/equality-impact-assessment-eqia-toolkit
https://bit.ly/3yvtT1I


Good practice guidance for improving inclusion

Routen et al (2022) https://bjgp.org/content/72/722/444 

https://bjgp.org/content/72/722/444


Designing more inclusive research

INCLUDE roadmap to improve inclusivity in clinical studies:

INCLUDE website of resources:

NIHR INCLUDE resources  https://bit.ly/3T6vLaZ 

https://bit.ly/3T6vLaZ


Designing more inclusive research

Questions to guide research teams in designing inclusive research:

1. What are the characteristics/demographics of the population which your research looks to serve?

2. How will your inclusion/exclusion criteria enable your study population to match this population(s)?

3. Justify any difference between your projected study population and the population you aim to serve

4. How will your recruitment and retention methods engage with under-served groups?

5. What evidence have you that your intervention is feasible and accessible to those populations?

6. Are your outcomes validated and relevant to the populations that your research seeks to serve?

NIHR INCLUDE resources  https://bit.ly/3T6vLaZ 

https://bit.ly/3T6vLaZ


Using evidence to design more inclusive research

TRIAL FORGE resources  https://www.trialforge.org/



Using evidence to design more inclusive research

TRIAL FORGE resources  https://www.trialforge.org/improving-trial-diversity/



Methods to support inclusion 

– context-specific tools



Finding and selecting the right tool for the right context

Guidance to help researchers to:

• Consider sex and gender in research

• Apply a trauma-informed approach to research

• Include older people in research

• Recruit and retain people from ethnic minority groups

• Collect and use ethnicity data in research

INCLUDE frameworks to help researchers design inclusive trials:

• Ethnicity Framework

• Socioeconomically Disadvantage Framework 

• Impaired capacity to consent Framework

https://www.trialforge.org/improving-trial-diversity/



Guidance for inclusion of people from ethnic minority groups

Dawson et al 2022 https://doi.org/10.1186/s13063-022-06553-w 

(INCLUsivity through improving the practice 
anD utility of Ethnicity Data collection in trials)

Trial Forge resources  https://www.trialforge.org/ 

https://doi.org/10.1186/s13063-022-06553-w
https://www.trialforge.org/


INCLUDE Socioeconomic Disadvantage Framework – 3Ps

https://www.trialforge.org/trial-diversity/socioeconomic-disadvantage-framework/

Pockets (Income and economic 
resource availability)

Prospects (Expectations and life 
chances)

Place (Housing and the local 
environment)

Benefits (e.g. uptake, adequacy, 
sanctions)

Unemployment

Low income

Childcare

Food poverty / use of food banks

Limited/no access to technological 
resources

Feeling powerless/ vulnerable due 
to financial circumstances

Covert situations within 
relationships (e.g. financial abuse)

Mental health

Household type (e.g. lone parent)

Educational attainment

Literacy

Health literacy

Co-morbidities

Low self-confidence/motivation, which 
plays into perceived power disparities 
and mistrust

No/limited access to sources of 
reliable health/trial information

Acceptance of ‘how it is’

Intersectionality with other 
underserved and/or vulnerable groups

Housing

Being homeless

Being part of a traveller 
community

Being in prison

Being an immigrant or refugee

No/limited access to transport 
systems

No/limited access to community 
services

Local labour market

Local services (e.g. access to 
childcare) 

Healthcare access and 
engagement



Strategies to support inclusion of older people in research

https://doi.org/10.1093/ageing/afad082



Example of an under-served 

group – adults with impaired 

capacity to consent



Example of an under-served group - adults lacking capacity

• Exclusion of people with cognitive impairment is widespread - even in conditions/areas where there may be 

high levels of cognitive impairment in the target population (Shepherd et al 2020)

• 1 in 3 patients with hip fractures have concomitant cognitive impairment but 8 out of 10 hip fracture trials 

exclude or ignore this population (Mundi et al 2014)

• 1 in 3 studies in older people exclude those with cognitive impairment (Taylor et al 2012)

• >90% of trials designed in ways that automatically exclude people with intellectual disabilities from 

participating (Feldman et al 2014)

• Impact of consent-based recruitment bias seen in emergency trials such as CONTROL (acute haemorrhagic 

shock) – unrepresentative population, trial halted for a lack of efficacy (Holcomb et al 2011) 

• Often excluded as research involving adults with impaired capacity to consent is particularly challenging to 

conduct - over past decade little attention has been paid to how this can be improved

Shepherd et al (2020) https://bit.ly/3Gl5jmu 

https://doi.org/10.1186/s13063-019-3603-1
https://doi.org/10.1503/cjs.023413
https://agsjournals.onlinelibrary.wiley.com/doi/10.1111/j.1532-5415.2011.03847.x
https://onlinelibrary.wiley.com/doi/abs/10.1111/jir.12091
https://journals.lww.com/shockjournal/Fulltext/2011/02000/Challenges_to_Effective_Research_in_Acute_Trauma.2.aspx
https://bit.ly/3Gl5jmu


• Complex legal frameworks

• Ethical review processes

• Paternalistic protection

• Resources required

• Research infrastructure

• Lack of support

• Restrictive eligibility criteria

• Appropriate interventions and outcome measures

• Alternate consent pathways

Methodological

Systemic

Structural

Barriers to research involving adults with impaired capacity

Shepherd et al 2020 https://tinyurl.com/yweubw6h 

https://bit.ly/3Gl5jmu


*Groups involved: C = core development team; S = stakeholders; P = public involvement contributors

Development of INCLUDE Impaired Capacity To Consent Framework

Shepherd et al (2024) https://doi.org/10.1186/s13063-024-07944-x



INCLUDE Impaired Capacity To Consent Framework for researchers

www.capacityconsentresearch.com 



Key recommendations for using the INCLUDE frameworks

Research teams should use the framework 

as part of a collaborative process 

Public involvement (that is inclusive) is 

essential throughout

Useful for all populations who experience 

impaired capacity – for all types of studies

Most useful at earliest opportunity - and 

revisit during the design and conduct stages 

Review the relevant legal frameworks 

before considering the framework 

questions

Set aside time to address inclusivity, and 

include any associated costs in the funding 

application 



Developing and evaluating interventions to support inclusion

Structural

• Decisions about research on behalf of a someone who lacks capacity should be based on 

their wishes and preferences - wishes often unknown, some families find it challenging 

and experience an emotional and decisional burden

• Decision aid developed to support families to make decisions that are more informed and 

preference-based

• Effectiveness being evaluated in CONSULT SWAT embedded in 5 host trials; primary 

outcome is decision quality measured by CONCORD scale

• ‘Advance research planning’ could enable people to express their wishes and who should 

be involved – particularly relevant to people living with capacity-affecting conditions

• CONSULT-ADVANCE exploring acceptability and feasibility of implementing advance 

research planning in UK

• Aim is to develop an advance research planning intervention



Embedding studies to address inclusivity within clinical trials

• Need for better understanding about how to reach the widest range of participants 

who are representative of the populations with multiple long-term conditions (MLTC) 

who will benefit from the findings of the research

• NIHR are encouraging researchers to consider an MLTC perspective in their projects 

through funding ‘Studies within a Project’ (or SWAP) which are methodological studies 

embedded within clinical trials

• Embedding a SWAP with the aim of optimising inclusion in two upcoming trials 1) SCC-

AFTER (adjuvant radiotherapy in patients with high-risk primary cutaneous squamous 

cell carcinoma after surgery) and 2) TIPTOE (MulTI-domain Self-management in Older 

People wiTh OstEoarthritis and Multi-Morbidities)

• Identify additional recruitment and retention challenges and develop strategies to 

promote inclusion, including areas such as clinician equipoise around recruiting frail 

older patients and where trial processes are conducted remotely



Conclusions – diversity requires a whole system approach

• Research does not currently reflect the populations encountered in clinical 

practice – resulting in an evidence bias and exacerbating health inequalities

• Urgently need to change the way we design and conduct research

• Applying a health equity lens across the whole research system helps to  

identify and address population-wide and context-specific challenges

• Support is available for researchers through:

• Free-to-access training and resources

• Supportive tools such as INCLUDE Frameworks

• Evidence-based interventions to support inclusion

• Developing methodological evidence – interventions can be used to ensure 

that research is more inclusive of under-served populations



ShepherdVL1@cardiff.ac.uk

@VickyLShepherd  @consult_consent

https://www.capacityconsentresearch.com 

Contact details:

CONSULT is part of an NIHR Advanced Fellowship funded by the Welsh 

Government through Health and Care Research Wales

Science on a Postcard

mailto:ShepherdVL1@cardiff.ac.uk
https://www.capacityconsentresearch.com/
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