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Why bother making research inclusive?

• Three reasons:

• Research that doesn’t reflect the population it seeks to help will not 
lead to improved healthcare

• Research that is not inclusive will not command the confidence of our 
patients or our colleagues

• Its morally the right thing to do



Is there a problem with research not being inclusive?

• Yes. COVID highlights this!

• Example 1:
• 50% of all COVID-19 trials were likely to exclude 

older people

• 100% of all COVID-19 vaccine trials were likely to 
exclude older people

• Example 2:
• People from BAME communities are often under-

represented in research

• Yet their risk of severe COVID is much higher than 
age-matched white people

• And at present we don’t know the ethnic make-up of 
many COVID-19 trial populations



Improving inclusion of under-served groups in clinical research: 
the NIHR INCLUDE project



INCLUDE roadmap for developing guidelines to improve 
inclusivity in clinical studies

• Guidance needs to be context-specific

• Each region/community/condition/study 

will need a different approach



Applying the roadmap - COVID-19 as an example

• COVID-19 is not an equal opportunities disease

• It causes severe disease and death more often in certain groups:
• Some BAME communities

• Men

• People living with obesity

• People living with multimorbidity

• Older people

• Research on COVID-19 therefore needs to include these groups but does 
not always do so

• COVID-19 is an exemplar of everything that the INCLUDE project is about

• Used the roadmap to develop context-specific guidance



COVID-19 guidance content

• Finishes with three checklists for 
promoting inclusion of underserved 
groups:

• For researcher designing studies

• For funders and reviewers evaluating 
proposals and analyses

• For teams delivering research projects

https://www.nihr.ac.uk/documents/ensuring-that-covid-19-research-

is-inclusive-guidance-from-the-nihr-crn-include-project/25441

• Identifies who is at heightened risk from COVID-19

• Identifies groups likely to be under-served in COVID-19 research (e.g. those 
self-isolating, care home residents, BAME groups, those without a car)

• Then works through the research journey



What else is coming out of INCLUDE?

• General guidance

• Ethnicity framework

• Funders starting to change their what they ask 
researchers for

• Local context-specific approaches (NENC)

• Collection of data by NIHR CRN (driven by 
COVID)

• Guidance on inclusion of older people (in 
progress; out in 2021)
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INCLUDE Ethnicity Framework 

• Developed via a UKRI/NIHR 
rapid response grant

• Resources for study designers, 
to be used in partnership with 
patients, public (and delivery 
teams)

• Examples of good practice

https://www.trialforge.org/trial-forge-centre/include/



Tailoring to the needs of regions

• NENC CRN conference workshop – 4th March 2020

• Key local under-served groups identified:

• People who don’t attend appointments

• People who don’t speak/read English

• People who are socioeconomically disadvantaged

• People at extremes of age

• Others included: 
• People living with multimorbidity, mental health conditions, 

those who struggle to give informed consent, BAME 
communities, full time employment, low educational 
attainment, carers



Some final thoughts:

• The INCLUDE team can’t do all of this alone

• Each trial, each delivery team, each community and each disease area needs to adapt the 
approach to meet its own needs

• We want to partner with different groups to help make this happen – catalysis!

• Research teams, funders, regulators, delivery teams

• Like many things, COVID has acted as an accelerator for this work

• Starting to get traction

• Much to do, including the need for better tools to define when groups are under-served



Questions?

With thanks to NIHR CRN Cluster E staff, and all the 
stakeholders and steering group on the INCLUDE project


