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Trials and ethnicity
• 11% of people in UK with Type 2 diabetes are South Asian: mean trial 

involvement 5.5%. 

• 2018/19 data for England– 70% of adult Black people 
overweight/obese:  2013 review of 11 bariatric surgery trials found 
just one recorded ethnicity.

• May 2022 COVID-19 Vaccine Research Registry– 92.5% White.



In short, researchers do not give enough attention to who
needs to be in our trials.
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A team effort..



The INCLUDE Ethnicity Framework– what is it?

A 2-part tool to help trialists to identify the ethnic groups needed in a 

trial.  The two parts are: 

1. Four Key Questions.

2. Worksheets to help you complete the questions.

https://www.trialforge.org/trial-forge-centre/include/
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Part 1– Key Questions

1. Who should be in the trial?

2. Will the people identified respond to the 

treatment differently?

3. Will the intervention itself make it hard for 

some people to be involved?

4. Will the trial design make it hard for some 

people to be involved?  



Part 2– Worksheets



Two examples

The intention is to show why we need to think more carefully about 

ethnicity at the trial design stage.  It’s not to criticise particular trials.



• Eligibility

• Opportunity to 
participate

• Consent

• Data collection

• ..

Trial delivery
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Summary

• Trial teams need to think more about who needs to be in their trial.

• It is very hard/impossible to put yourself into the shoes of someone who is 
not like you. We need to ask.

• The INCLUDE Ethnicity Framework can help (we think).

We are developing other frameworks, one linked to socio-economic 
disadvantage, the other to impaired capacity to give consent.
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..or think about guidelines

• Based on six trials.

• Four have no data on ethnicity. 

• One has an overwhelmingly (>70%) White trial population.

• One has a more balanced 55% White population.

Latest (2014) UK (NICE) guidance on bariatric surgery in people with 

recent onset type 2 diabetes presents evidence: 


