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SUMMARY OF RECOMMENDATIONS

 Clinical trials should be embedded within the
standard provision of healthcare, and
opportunities to collaborate with Integrated
Care Systems should be assessed accordingly.

The overall accessibility of trials should be
evaluated using the INCLUDE roadmap, and
where necessary concessions (such as offering
compensation for lost working hours, or pick-
up services) should be made available to
patients.

Participant recruitment organisations should
recognise community outreach and
engagement as essential to the development of
a diverse and effective trialling system, and
investment into community engagement
programmes should be made an area of priority
for the UK Clinical Research RRG Programme.

Clinical research must recognise that
underserved individuals may distrust health
services. Inclusive engagement plans must,
accordingly, collaborate with trusted
organisations already engaged with the
underserved population in question. Clinical
trials legislation should involve patients and the
public in the design and conduct of research.

Cultural safety and the cultural competency of
clinical research staff should be reviewed on a
regular basis. Commitment to eliminating
systemic and individual biases, moreover, must
become embedded within the culture of clinical
research in the UK.

Private and public organisations should
continue their efforts to simplify data
hosting in order to facilitate effective
governance and maximise the
interoperability of findings. Approaches to
data should also be carefully considered to
enable its effective stratification, and
thereby improve its utility. 

 All public-facing organisations involved in
clinical research must consider that while
digital platforms provide a unique tool to
improve awareness and engage with
underserved patients, a reliance on digital
technologies may exacerbate the exclusion
of those with limited digital access who are
overrepresented among underserved
groups.
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The UK is a world leader in clinical research, ranking as one of the world’s top three destinations
for early phase trials and accounting for 3.8 per cent of all global clinical trial activity (and 12 per
cent of cell and gene therapy trials).  Clinical research systems within the UK are supported by
£175 million of investment (this number comes to £200 million when additional funding
dedicated to strengthening data infrastructure is included).  The UK is also well-served by one of
the world’s strongest educational infrastructures, and a number of world-leading research
institutions. 

This incumbent strength is reinforced by an ambitious vision from the Department of Health &
Social Care (DHSC) and the UK’s devolved administrations. The jointly released 2021 policy paper,
Saving and Improving Lives: The Future of UK Clinical Research Delivery, recognised the essential
role of clinical research in the UK Covid-19 response and pledged to unleash “the true potential of
clinical research right across the UK.”

However, while the UK’s ambitions to continue its growth as a clinical research destination are
certainly supported by the broader commitments outlined in the Life Sciences Vision, its share of
global clinical trial activity is declining, currently sitting at to 3.8 per cent (from a previous ten-
year average of 5.8). 

Over the same period, there has also been a growing awareness of the acute impacts of
inequalities in treatment, and of the fact that these inequalities are often precipitated by the
under-representation of certain groups within research and trial settings. Fortunately, this
growing awareness of the importance of representation in trialling has been accompanied by a
series of programmes and projects that have sought to engage with underserved groups across
the country. 

In the context of the DHSC’s ambition for the UK as a clinical trialling destination, there is a strong
case that addressing inequality within clinical research would improve the efficacy of said
research, thereby improving the UK’s attractiveness as a trialling destination. As such, this report
offers a series of recommendations and insights aimed to contextualise the importance of
representation within trialling environments and highlight key interventions that could improve
outcomes accordingly. 

Introduction
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Disproportionately lower demographic inclusion in research.
Disproportionate healthcare burdens that remain under-researched.
Differences in how a group responds to or engages with healthcare interventions which are
not addressed by research.

Mistrust
Inaccessibility
Resources

When discussing the under-representation of specific groups within clinical research systems,
the National Institute for Health and Care Research (NIHR) uses the term ‘under-served.’ While it
remains difficult to precisely define what constitutes an underserved group, these are typically
communities of individuals who find themselves underrepresented in clinical research.  The
exclusion of these groups may be predicated on ethnicity, disability, location, or a myriad of other
factors – however their status as under-served is typically characterised by one or more of the
following: 

Under-represented, or under-served, groups are typically precluded from enrolling or being
involved in clinical research because of three key factors: 

The exclusion of underserved groups from clinical trials is a problem principally because clinicians
need confidence that new medicines and clinical products will be tested on groups representative
of the populations that will most likely need the treatment in question. As such, while social
representation in clinical research is broadly important, ensuring drugs are trialled in diverse
participants is essential.

As it stands, risks associated with an intervention are typically accounted for in clinical trials.
However, when diverse and vulnerable populations are not included, adverse reactions that may
occur in these individuals are not discovered until they access the intervention as a patient,
outside of the controlled clinical research environment. 

Clinicians are therefore often left to determine if the benefits of prescribing interventions to
these individuals outweigh the risks. They may incur personal risk if they choose to prescribe the
treatment or may end up depriving a patient of a necessary treatment if they choose not to.
Therefore, if trials are not conducted with sufficiently diverse patient groups, treatments
themselves may be less effective once made available to a broader population.

Contextualising underserved
groups 
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Clinical trials should be embedded into healthcare. This will serve to normalise participation
and improve awareness. 
While digital platforms provide a unique tool to improve awareness and engage with
underserved patients, a reliance on digital technologies may exacerbate the exclusion of
those with limited digital access
The clinical research ecosystem must recognise that underserved individuals may distrust
health services. Inclusive engagement plans must, accordingly, be developed with trusted
organisations already engaged with the under-served population in question.

Facilitating the inclusion of under-represented groups will, however, require trialling processes to
become more inclusive and adept at involving underserved communities and responding to their
needs. While there are a number of possible interventions that could enable more inclusive
trialling, this report has identified three key considerations that should be urgently considered by
the leaders and facilitators of clinical trials.

Researchers, regulatory authorities, Research Ethics Committees (RECs) and pharmaceutical
companies all play a role in determining who is able to participate in clinical trials. However, in
order to create effective trialling networks, all barriers to access must be considered, and
solutions developed holistically. Patients may find themselves unable to participate in a trial
because they have been unable to receive paid leave from work, or because the trial’s location is
inaccessible to them. These constraints will more severely impact individuals of lower socio-
economic status. Many will not know they even fulfil participation requirements, or that the trial
is going on. These barriers to entry can be made more difficult by the stringency of ethics
guidelines. While guidelines are crucial in guarding against exploitation and protecting against
malpractice, they may also create additional hurdles for underserved individuals.

This instalment of the Clinical Research Coalition considers the improvement of representation
within clinical trials as a difficult but worthy endeavour that necessitates a systems level
approach. The recommendations within this report are intended to compliment and build on the
MHRA’s Proposals for legislative changes for clinical trials.
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How to approach research? 
How to approach a study?
What should the design of the trial look like and who should be included? 
How do we communicate these points?

While the foundations for more diverse clinical trials will be set at the system level of integrated
care systems, the successful delivery of these programmes will be contingent on ensuring
patients feel comfortable and confident about participating in clinical research. Integrated care
boards must, therefore, develop strategies to engage patients at the neighbourhood level.

The purpose of clinical trials and the target audience of the treatment being developed must be
considered when developing a patient engagement strategy. Public involvement in research
should be recognised as a community effort, and the public should be actively engaged on
matters such as: 

1.
2.
3.
4.

Patient engagement and
recruitment



Community organisations are vital in securing public engagement in clinical research at the
neighbourhood level. Community organisations are any group that expressly works to deliver
social benefit within a specific area or amongst a specific group of people, and these organisatio
ns often possess extensive experience in engaging people from underserved communities in an
authentic and respectful manner. This places them as trusted advocates within their
communities, making them prime candidates to effectively and impactfully disseminate
information. 

The value of community organisations has been repeatedly demonstrated by their role in tackling
vaccine hesitancy during the Covid-19 pandemic. For example, health engagement agency
COUCH Health recently worked with nine community organisations to engage members of
underserved groups to promote vaccine uptake among ethnic minority communities. 

The solutions recommended by community organisations may be as simple as changing the
venue of a trial, or the opening hours of a walk-in vaccination centre to better accommodate the
needs of people within a community. However simple, though, these solutions are only availed
through the active engagement of community organisations. 

Collaboration with patient focus groups and advocacy groups, which COUCH Health frequently
engages in, is also a key consideration for clinical research systems – especially as many
underserved groups demonstrate a keen interest in participating in research (provided the
conditions for their participation are appropriate). While patient focus groups are typically
assembled on an ad hoc basis in response to a particular need, and patient advocacy groups
(PAGs) are established as more permanent voices responding to a broader set of needs, both can
offer crucially important insight into the needs of underserved groups. They can also serve as a
conduit, helping to facilitate communication between trial organisers and potential participants. 

COMMUNITY COLLABORATION
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Organisations already engaged with underserved communities can also facilitate the inclusion of
underserved groups by helping trial organisers to better understand the reasoning behind
hesitancy among certain groups. They can also help to identify interest in participation – which
can facilitate the inclusion of ethnic or cultural groups who may currently be under-represented
within trials. For example, according to Genomics England, though only 22 per cent of surveyed
Muslims said they had taken part in health research, 86 per cent said they viewed it as “very
important” and 56 per cent said they would be willing to participate in a trial.
 
The impact of diversity on research, it should be noted, is not purely genetic. There are a number
of cultural, social, and environmental factors that must be accounted for in order to develop
broadly applicable treatments. Researchers should accordingly look to expand the number of
studies relating to the broad impacts of ancestry, culture and ethnic diversity to gain a better
understanding of their impact on health within the population. 

12



Regardless of how willing individuals from underserved communities may be to participate in
clinical trials, it is important to promote cultural safety and cultural competency within the
research environment. It was noted in discussion that researchers have not adequately discussed
their personal responsibility to facilitate the inclusion of underserved communities. 

Researchers must improve their understandings of the impacts of systemic (and individual)
biases on trials. While this will require the allocation of resource, the impacts of culturally unsafe
or unsuitable environments cannot be understated.

Saving and Improving Lives: The Future of UK Clinical Research Deliver has set forward the
ambition of strengthening public, patient and service user involvement in research. The delivery
of this ambition has since been supported by the National Institute for Health and Care
Research’s (NIHR) launch of the INCLUDE Roadmap, designed to “make trials better reflect all
members of society.” 
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Figure 1: The Lancet, Cultural competency in graduate medical education

CULTURAL COMPETENCY



The roadmap considers questions of inclusion from a perspective that is sensitive to logistical,
sociocultural, psychological and biological differences. INCLUDE poses a series of questions
designed to encourage researchers, funders, reviewers and delivery teams to think more critically
about their role in establishing an inclusive trialling environment. The roadmap also suggests that
clinical research systems should utilise the principle of ‘no decision about me, without me’ to
guide the inclusion of underserved groups within research systems – ensuring that the evidence
base necessary for decision-making by clinicians and patients is generated by the participation of
a broad range of groups. 

The INCLUDE roadmap’s ultimate goal is to engender a shift towards a more considerate and
inclusive culture amongst researchers and patient recruiters. Staff working in patient
recruitment, and within clinical research networks more broadly, should therefore be provided
with the resources to undertake activities that can improve their cultural competency. This could
include training, workshops or other interventions. As such, it is worth noting that while this
report identifies actions that support the stated goals of the INCLUDE Roadmap, these
interventions will themselves not be as impactful without a broad cultural shift towards a more
reflective and inclusive research framework. 
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Figure 2: NIHR, Improving inclusion of underserved groups in clinical research: Guidance from INCLUDE project



A parent, or someone with parental responsibility. 
A personal legal representative (i.e., “a person not connected with the conduct of the trial
who is suitable to act as the legal representative by virtue of their relationship with the
child/young person and is available, and willing, to do so.”)
A professional legal representative (i.e., a medical professional not associated with the trial or
a person chosen by a healthcare provider).

While children do not necessarily comprise an underserved group, they are frequently under-
represented within clinical trials. As a result, there is a lack of safety and efficiency data on many
of the treatments used for children – meaning that children are occasionally given ineffective
medicines, or ones with harmful side effects. While a lack of funding and ethical concerns makes
paediatric trials more challenging to conduct than trials on adults, the inclusion of children in
clinical research is crucial to creating more effective treatments. 

Children between the ages of 16 and 18 are typically able to provide consent to participate in
research, however, the Medicines for Human Use (Clinical Trials) Regulations presently prohibits
children under the age of 16 from giving consent to participate in a Clinical Trial of an
Investigational Medicinal Product (CTIMP).   Those who are able to provide consent for a child
under the age of 16 are the following:

It should be noted that the above are listed in order of priority (i.e., a personal legal representative
should only be contacted when someone with parental responsibility is not available). This is
because the involvement of parents, or individuals with parental responsibility, is of fundamental
importance to the meeting of ethical standards and the creation of a safe and welcoming
environment for patients who are children. As such, even for 16- to 18-year-olds who may be
judged to be competent to make their own decisions, it is still best practice to involve their family
in the decision-making process of whether to participate in a trial (provided the child is willing to
involve their family). 
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Understandable information about the study that explains potential risks and benefits.
Staff with experience working with children to provide them with the information.

In all cases, whether a child is deemed competent or not, it is important to provide children with
the following:

Providing the above is crucial as it provides children with the best opportunity to understand the
trial and make an informed decision. It is also key that all information provided by children, who
are capable of assessing the information provided, is considered and noted by staff working with
children – including wishes to withdraw from the study. This includes very young children, whom
it may not be appropriate to ask to sign assent forms, but who nonetheless should have their
views considered. 

As such, accepting the assent of a child involves making an informed judgement, regardless of
the child’s age. This, in turn, necessitates that staff working with children in clinical research
environments are supported to work closely with community organisations and advocacy groups
where appropriate.
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The INCLUDE roadmap offers a useful tool to assess and improve the accessibility of research
systems. However, it does not discuss the role of technology in supporting these assessments
and improvements at length. The role of technology, nonetheless, remains a vital consideration in
the context of developing fairer and more relevant clinical research. As one Coalition member
noted, “digitalisation of data is still the number one priority for many organisations to be able to
do the kinds of research that will involve multiple different populations.” 

Digitalising data, however, will not only support the monitoring of multiple different populations.
Leveraged appropriately, digitised data can also facilitate improved patient engagement. As such,
those supporting the delivery of trials will have to re-assess and bolster approaches accordingly. 

COUCH Health, for example, have used Facebook groups to gather information from
endometriosis patients around the world to explore how they live with this chronic disease.
These insights were used during a clinical study to improve participant experience and led the
associated biotechnology company to coordinate a patient support programme for those
suffering with endometriosis.

While the use of social media and other digital tools to reach out to patients is highly effective in
some cases, the use of such approaches must be carefully monitored to ensure that ‘digital
divides’ are not heightened, thus excluding certain groups. This is because there are several
factors correlated with being underserved that could impact one’s ability to access digital
resources (i.e., disability, language barriers, or a lack of access to a digital device).

As one Coalition member noted, “there is a real risk of digitally excluding patients that can’t
afford data plans or mobile data devices, especially given that a lack of access to digital resources
is a common theme amongst many underserved groups.” As such, the deployment of digital
solutions for patient engagement should be closely monitored and evaluated on an ad hoc basis
– and The Future of UK Clinical Research Delivery plan should be caveated to note the potentially
deleterious impact of increased digital engagement.

Leveraging technology
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The INCLUDE Roadmap was followed by the publication of The Future of Clinical Research
Delivery: 2022-2025 Implementation Plan by the cross-sector UK Clinical Research Recover,
Resilience, Growth (RRG) Programme, in consultation with stakeholders from across the clinical
research ecosystem.   The plan sets out the second phase of work for The Future of UK Clinical
Research Delivery, covering 2022 to 2025, and follows Saving and Improving Lives: The Future of
UK Clinical Research Delivery (which set forward the plan for the first phase covering 2021 to
2022). 

The Implementation Plan is set to receive £150 million of funding from the NIHR and £25 million
from other partners of the UK Clinical Research RRG Programme. The overarching aim of the plan
is to improve the delivery of person-centred care by creating new checks and balances for
researchers and helping to unlock greater utility from digital technologies. The plan also includes
commitments for the NIHR and NHS Digital to develop mechanisms to monitor the diversity of
participants in NIHR Clinical Research Network portfolio studies in England – and to improve
access to data ecosystems and trust (particularly trusted research environments [TREs]). 
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Designed to provide researchers with de-identified data pulled and pooled from multiple sources
(under the oversight of NHS Digital), TREs “provide approved researchers from authorised
organisations with timely and secure access to health and care data, then enabling them to
collaborate, link data and share code and results, all within the same research project.”    
 Findings from TREs can then be exported and shared (pending disclosure checks and
authorisations) without sharing or granting access to the data.

TREs are an ideal tool to gain a more detailed understanding of a population’s health (and which
communities within that population remain underserved) without compromising patient trust or
security. TREs should therefore play a key role in any strategy to leverage digital technology in
support of the delivery of clinical research. However, to access the full utility of TREs, improved
guidance for their governance and privacy must be developed.

The Goldacre Review has offered a series of recommendations intended to improve the utility
and usability of TREs. One of the more notable suggestions within the report is that limiting the
number of TREs may improve their accessibility and quality. This is because simplifying and
standardising guidance would serve to increase usage, while helping policymakers to avoid
instances of “destructive impatience”: (i.e., constantly chasing small, isolated, short-term
projects at the expense of building a coherent system that can deliver faster, better, safer
outputs for all users of data). 
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Figure 3: Carnall Farrar, Trusted Research Environments (TREs) - A Guide for Beginners

SIMPLIFYING DATA HOSTING
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Limiting the number of places where data could go could also improve public trust in TREs by
creating greater and more obvious opportunities to allow the public to dictate how their data is
accessed and used (a key tenant of the Data Saves Lives Strategy).

In order to reduce numbers, TREs will have to become more flexible platforms. However,
improving the interoperability of TREs could create further benefits for researchers. Various UK
institutions (including UCAS, the Met Office, various NHS institutions, UK BioBank and Genomics
England) who have utilised Amazon Web Services (AWS) to host data, have experienced the
benefit of using the broad platform to “leverage the work of other researchers to save time.”

The functionality of AWS, combined with its ability to support and stand up much larger data sets
“allows research to replicate work and provide a common platform for reproducing scientific
analysis,” as one Coalition member noted. This, in turn, “enables the sharing and access to very
large datasets across multiple institutions.” As such, AWS can support projects such as the
ongoing Pancreatic Cancer Early Detection Consortium (PRECEDE) trial “which is an international
multi-institutional collaboration that's being led out of NYU but involving over 50 different
organisations across the US and Europe and the UK at the moment."

Levels of interoperability and data sharing should therefore not only be considered as key to the
development of secure and reliable information-sharing networks. Rather, simplifying the TRE
ecosystem could also play a crucial role in improving productivity amongst researchers, and may
enable improved insight into the representation of underserved groups within trialling systems. 
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It is key that the ability of researchers to effectively stratify data is carefully considered when
developing research frameworks. Coalition members recounted an instance where, though the
use of AWS had been employed by researchers to increase awareness of a breast cancer
screening amongst participants in a clinical research programme (increasing uptake by 13 per
cent), they did not have the necessary demographic data to show the diversity of those who had
attended the screening. 

In order to conduct sub-stratification analysis, demographics and ethnicity must be recorded
during the screening of the research cohort. This recording could be facilitated by the
consultation of community or advocacy groups, to ensure that the recording of data is not
perceived as invasive or alienating. 

Effectively recording data will enable opportunities to highlight inequalities in care and access,
sometimes even before they are immediately obvious. Effectively leveraging the power of this
data, however, will necessitate that the content of research environments can be easily
manipulated – preferably in real time. Firms such as AdaptX, for example, have begun developing
potential solutions to allow trusts to assess and adjust parameters within data sets in real-time.
Utilising these tools, and making them widely available to researchers, will accordingly play a key
role in availing the full value of data.

As one Coalition member noted, referencing a project they had previously participated in, though
average performance for the NHS trust met national targets, “when the sub stratification
through [the AdaptX] tools was done in real-time, they very quickly recognised that the door-to-
needle time for the African American population was substandard.”

Innovation impacting researchers’ abilities to stratify data will be crucial in setting the
foundations for more equitable and wide-reaching clinical research systems, but the value of
these systems is contingent on the quality of the data they have access to. The quality of data
that can be accessed, in turn, must be a key consideration of any digitisation strategy. 
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To generate suitably representative data, patient awareness and access to clinical research
requires improvement. This must be an effort that is undertaken both digitally and in person.
Underserved communities may be difficult to reach for a number of reasons, including language
barriers, the geographical location of trials, or the timing of trials, and many of these factors can
be difficult to anticipate. As such, while addressing specific and recognisable needs will be a key
factor in improving the accessibility of trials, so too will interventions that generally make it
easier to participate in trials. 

Clinical trials are yet to be fully integrated into standard healthcare provision and too often they
are seen as a last resort within a range of healthcare options. Accordingly, it was discussed by
contributors the extent to which integrated care systems (ICSs) should explore opportunities to
embed research. While it was generally agreed that working with local communities and
conducting research at a grassroots community level is the most effective solution, there is also
a need to ensure ICSs are equipped to do that, and possess the time, the resource and the people
necessary. While collaboration with ICSs presents huge opportunities for clinical research in the
UK, it is also vital that the priorities of research were decoupled from the immediate goals of the
NHS and are instead enabled to work towards an agreed upon long-term vision. NHS England
has already invested £1.6 million to support ICSs and their partners to increase diversity in
research participation. This investment supports the development of research networks that
connect with the Voluntary, Community and Social Enterprise sector to engage with
underrepresented communities and improve the accessibility of research to them. It is vital that
the returns on this investment are documented and publicised by ICSs to facilitate potential re-
investment in this area.

Embedding clinical research in clinical delivery was also included as a priority in DHSC’s Saving
and Improving Lives: The Future of UK Clinical Research Delivery strategy. Achieving this is
complex and requires acknowledging the workplace pressures and constraints experienced by
clinicians as they provide clinical care. However, it can be in the best interests of both patients
and Trusts to increase the research engagement of clinicians, as increased Trust research activity
is associated with improved patient outcomes. 

Facilitating clinicians to conduct research is challenging, as many are already under pressure to
perform their clinical duties without adding the time commitment of piloting research. While
clinical care provision is busy and pressurised, research can improve the quality of care delivered
which is crucial. Achieving these benefits does not require all clinicians to engage in research
themselves, however, simply improving clinician awareness of ongoing research can have vast
benefits for patients and researchers alike; improving care delivery and trial recruitment.

Embedding Research into 
Clinical Care
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Embedding Research into Clinical Care

Embedding research in clinical care not only has the potential to improve patient outcomes, it can
also provide patients who would otherwise be disengaged from research and clinical trials with
information and an entry point into research. It is essential that the NHS provides opportunities
to its employees to perform clinical research or to be aware of the research of their fellow
clinicians in order to achieve the goals of Saving and Improving Lives: The Future of UK Clinical
Research Delivery and to facilitate the inclusion of participants from underrepresented groups. 

Improving patient access, however, is also a matter of being seen to make a difference. Much of
the opportunity that lies within working with ICSs is the ability to collaborate with staff who
represent the communities they serve and to locate trials in areas with unmet need and high
prevalence of certain diseases. Similarly, the funding of trials should also be made more
transparent, and efforts to conduct trials for treatments for illnesses and conditions that acutely
impact under-represented communities should be seen as valuable research and trust-building
opportunities. This is consistent with the priorities laid out in Saving and Improving Lives: The
Future of UK Clinical Research Delivery, which directly references the need to build patient-
centred research and make research more diverse and more relevant to the whole UK. 26
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The government’s Saving and Improving Lives vision has set forward the ambition to ensure the
recovery, resilience and growth of UK clinical research delivery and to support the UK’s broader
economic recovery.   However, developing effective treatments requires developing effective
trialling cohorts which, in turn, necessitates that the UK improve its track record of engaging with
underserved groups. This report has provided an overview of how the UK can build on ongoing
work to improve the inclusivity (and therefore efficacy) of trialling cohorts designed to
supplement the MHRA’s Proposals for legislative changes for clinical trials. 

This report addresses how community engagement, technological advances and embedding
research in clinical trials can contribute to making research more inclusive towards
underrepresented groups. However, while examples of individual efforts have been highlighted
throughout this report, a coordinated effort is needed to unify the clinical research ecosystem
and create the cultural shift that will be needed to ensure that equity remains at the heart of
innovation within clinical research. 

Conclusion
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