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Executive summary

On 25 November 2024, the Faculty of
Pharmaceutical Medicine, in partnership
with Paddington Life Sciences and

with the support of Egality, hosted a
roundtable with key stakeholders in the
UK research system. Attendees included
regulators, sponsors, NHS Trusts, and
medical research charities. The aim of the
roundtable — to discuss strategies to make
the UK a global leader in inclusive clinical
trials.

This report summarises insights from
the 2024 roundtable discussion. These
are supported by a series of follow up
engagements with leading national
organisations, and desktop research to
substantiate recommendations.

The authors acknowledge and welcome
progress already made across the

sector, including the work of the UK
Clinical Research Delivery Programme.
This report aligns with the ambition to
establish the UK as a world leader in
clinical trials. The recommendations aim
to support stakeholders across the UK
research system in advancing this shared
objective.
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Introduction

On 25 November 2024, the Faculty of
Pharmaceutical Medicine, in partnership
with Paddington Life Sciences and

with the support of Egality, hosted a
roundtable with key stakeholders in the
UK research system. Attendees included
regulators, sponsors, NHS Trusts, and
medical research charities. The aim of the
roundtable — to discuss strategies to make
the UK a global leader in inclusive clinical
trials”.

Discussions ranged from tough ethical
considerations on historical practices, to
the practical changes needed to advance
inclusivity in clinical trials. However, a
unified message emerged:

Being a global leader in
inclusive clinical trials

is a moral and strategic
imperative. One that the UK

is uniquely set up to deliver,
building on significant
progress in recent years.

However, bold and decisive action is
needed for the UK to fulfil its potential.

The November 2024 roundtable followed
an earlier roundtable held in March 2023,
where leading system stakeholders
convened to explore the same topic of

advancing the UK's leadership in inclusive
clinical trials. Since March 2023 there have
been significant shifts in global policy and
increasing challenges to equity, diversity,
and inclusion (EDA&) initiatives.

This report summarises insights from
the 2024 roundtable discussion. These
are supported by a series of follow up
engagements with leading national
organisations, and desktop research to
substantiate recommendations.

The recommendations aim to provide
guidance for national and regional
bodies, sponsors, and commercial/non-
commercial research organisations. The
report also serves as a call for bold and
decisive action at a critical time for the UK
and inclusive initiatives globally.

Any stakeholder in our health research
system, whether from the commercial
sector or the NHS, regardless of their
level of experience, can play a role in
establishing the UK as a global leader.
You should read this report if you, like the
participants at the roundtable, believe in
the UK's potential and wish to take action
to realise that vision.

Please note - Published on 6 May 2025, this
report captures insights during a period of
rapid progress. While it includes the latest
developments at this time, the landscape
continues to evolve.

" In this report, ‘inclusive clinical trials’ refers to trials that aim to ensure that research findings are applicable to diverse populations by
actively including participants from various backgrounds, addressing potential biases, and promoting equitable access to treatments.


https://www.fpm.org.uk/
https://www.fpm.org.uk/
https://www.imperial.nhs.uk/paddington-life-sciences/
https://egality.health/

Why should the UK be a global leader in
inclusive clinical trials?

Inclusive trials can increase health and wealth in the UK
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Inclusive trials increase health equity, as
diverse trials provide more representative
data which highlight varied effects of a
treatment across different populations.
This leads to more efficacious treatments

for everyone.

The UK is uniquely placed to be a global leader
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in inclusive clinical trials
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The UK’s population is
diverse, meaning we have
the potential to reach a broad
range of participants for
clinical trials.

The NHS Infrastructure

has the potential to recruit
across all socioeconomic and
demographic groups.

Inclusive trials could drive economic
growth by strengthening life sciences,
creating jobs, and attracting global
investment - leveraging the UK’s diverse
population and research infrastructure.
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The UK's comprehensive
longitudinal health data,
spanning from birth through
to later life, is a critical asset for
monitoring long-term health
outcomes, and providing real-
word data.

The time is now for the UK, due to national progress
and global political change
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The UK must re-establish
itself as a leading destination
for clinical trials, as it currently
lags behind several European
counterparts.
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The UK has made significant
progress on inclusive clinical
trials, with the Medicines

and Healthcare products
Regulatory Agency/Health
Research Authority (MHRA/
HRA) diversity plan guidance
launching this year, alongside
the National Institute for
Health and Care Research
(NIHR) making inclusion a key
condition for funding.

&

Global policy developments
and growing scrutiny of
ED&l initiatives have created
a changing landscape. This
isa moment for the UK to
stand firm, make meaningful
progress, and set a strong
example for others to follow.



Recognising progress
since March 2023

(2 years)

This section provides an overview of

the progress achieved since the 2023
roundtable. The previous report outlined
recommendations across four key themes,
and participants in this 2024 roundtable
shared examples and discussed the
positive advances made in this relatively
short period.

Please note, this report only refers to
examples of progress discussed at the
2024 roundtable. More detail on each is
available in Appendix 1.

System leadership

At the 2023 roundtable, this theme
focused on strong system leadership to
embed equity, diversity, and inclusion into
clinical research. It emphasised ensuring
inclusive research is driven from the top,
with regulators, funders, and institutions
setting clear expectations, aligning with
international guidance. System leadership
in diverse clinical trials is exactly what's
needed to shift from fragmented efforts to
real, sustainable inclusion in research.

Since then, the HRA and the MHRA have
released draft guidance on how to develop
inclusion and diversity plans that ensure
clinical research is designed to include
people who could be impacted by the
findings, including those underserved by
research. The NIHR has introduced new
ED&I requirements for its funded research
infrastructure, ensuring that Clinical
Research Facilities, Biomedical Research

Centres, and Patient Safety Research
Collaborations integrate inclusion
strategies into their application processes,
annual reporting, and ongoing initiatives.
These efforts align with national priorities
to improve diversity in clinical research, as
outlined in the NIHR's ED&I framework
and the policy paper The Future of
Clinical Research Delivery: 2022 to 2025
Implementation Plan. See Appendix 1 for
further examples.

Aligning clinical and commercial
priorities

At the 2023 roundtable, discussions
emphasised the need to align commercial
and clinical priorities, balancing data
quality with speed and efficiency.
Participants recognised the commercial
value of diversity in trials and establishing
internal processes that promote stronger
collaboration between clinical research
and commercial teams.

Since March 2023, a growing number of
sponsors are now treating diversity as a
critical success metric, requiring research
sites to report on participant diversity
throughout the trial process. A clear
example of this in practice is Moderna
pausing recruitment on a vaccine trial due
to poor diversity, prioritising inclusivity as a
decisive factor in trial progression.


https://www.imperial.nhs.uk/paddington-life-sciences/news/why-diversity-in-clinical-trials-is-essential-to-the-future-of-uk-life-sciences
https://crnnwl.com/edi-framework/
https://www.gov.uk/government/publications/the-future-of-uk-clinical-research-delivery-2022-to-2025-implementation-plan/the-future-of-clinical-research-delivery-2022-to-2025-implementation-plan
https://www.gov.uk/government/publications/the-future-of-uk-clinical-research-delivery-2022-to-2025-implementation-plan/the-future-of-clinical-research-delivery-2022-to-2025-implementation-plan
https://www.gov.uk/government/publications/the-future-of-uk-clinical-research-delivery-2022-to-2025-implementation-plan/the-future-of-clinical-research-delivery-2022-to-2025-implementation-plan

Diverse leadership

Participants at the 2023 roundtable
highlighted the critical role of diverse
leadership in shaping more inclusive
clinical research. The participants

called for investment in diverse clinical
leadership, inclusive key opinion

leader (KOL) networks and support for
healthcare professionals to offer more
research opportunities to patients.
Leaders from diverse backgrounds bring
lived experiences that shape relevant
goals, inclusive methods, and culturally
competent recruitment. Representation
builds trust and encourages participation
from underrepresented communities.
Diverse perspectives foster creative,
context-aware research.

Since then, significant efforts have been
undertaken across the UK to foster a

more diverse landscape in research and
medical leadership. For instance, the

NIHR has part-funded the Melanin Medics

Envision Med research project, which
supports Black African and Caribbean
students aspiring to study medicine.

By providing university-style teaching,
research experience, mentorship, and
application guidance, this initiative is
helping to create a more diverse future
medical workforce. The Academy of
Medical Sciences’ SUSTAIN - Women in
Research programme supports women

in advancing their independent research
careers, ensuring stronger representation
in leadership roles. Additionally, the
General Medical Council (GMC) has
updated its Good Medical Practice
professional standards, effective January
2024, to include a requirement for doctors
to consider opportunities to conduct
research, participate in studies, and inform
patients about research opportunities.

Deep engagement

At the 2023 roundtable, discussions
underscored the importance of deep
and sustained engagement to build
trust and increase participation in clinical
research. Participants emphasised that
sustained presence in underserved
communities builds trust and access,
calling for investment in outreach, early
engagement, and clearer guidance

to support inclusive research. Deep
engagement in clinical research means
shifting from transactional participation to
true partnership.

Participants at the 2024 roundtable noted
significant progress here. For example,
Roche has expanded its Global Diversity
Programme, originally launched in the
US, into Canada and the UK. This initiative
allows sponsors to establish strategic,
long-term relationships with research sites
to support outreach work in communities,
ensuring greater inclusivity in clinical
trials. Funding models like NHS England'’s
Research Engagement Network (REN)
Programme have also been developed

to drive participation and involvement
from underrepresented groups.
Additionally, The Association of the British
Pharmaceutical Industry (ABPI) Diversity
& Inclusion in People-centred Research
Hub, launched in 2022, continues to
provide resources and best practices for
improving representation in trials. The
Prescription Medicines Code of Practice
Authority (PMCPA) have published
guidance on the use of social media
which includes a section on clinical trial
recruitment. Complementing this, NHS
England’s Health Inequality Improvement

Forum brings together stakeholders from
across the NHS and the wider health
sector to discuss best practices and
learnings, to improve health inequalities.

The progress achieved since the last
roundatable reflects an increasing
commitment to integrating equity,
diversity, and inclusion in clinical
research. However, to establish the UK as
a global leader, continuous collaboration
and sustained action are crucial to ensure
these efforts result in lasting change.


https://www.melaninmedics.com/programmes-1/the-envision-med-programme/
https://www.melaninmedics.com/programmes-1/the-envision-med-programme/
https://acmedsci.ac.uk/grants-and-schemes/mentoring-and-other-schemes/sustain/
https://acmedsci.ac.uk/grants-and-schemes/mentoring-and-other-schemes/sustain/
https://acmedsci.ac.uk/grants-and-schemes/mentoring-and-other-schemes/sustain/
https://www.gmc-uk.org/professional-standards/good-medical-practice-2024
https://arc-gm.nihr.ac.uk/ren
https://www.abpi.org.uk/r-d-manufacturing/people-centred-research/
https://www.abpi.org.uk/r-d-manufacturing/people-centred-research/
https://www.abpi.org.uk/r-d-manufacturing/people-centred-research/
https://www.pmcpa.org.uk/guidance-and-qas/guidance/pmcpa-social-media-guidance/
https://www.england.nhs.uk/about/equality/equality-hub/national-healthcare-inequalities-improvement-programme
https://www.england.nhs.uk/about/equality/equality-hub/national-healthcare-inequalities-improvement-programme







Roundtable
discussions

This section summarises the discussions
from the 2024 roundtable across four
themes and offers recommendations for
specific stakeholders within the system.

3.1 Historical practices and
considerations for the future

Achieving global leadership in inclusive
clinical trials requires the UK to critically
examine and move beyond traditional
research approaches. Many long-standing
systemic practices—though deeply
embedded—Iimit progress toward
greater inclusion. This moment presents
a valuable opportunity for the UK to lead
by example, with regulators and national
bodies taking bold and decisive action.

3141 The scientific question and
statistical evidence

The primary purpose of a clinical trial is to
determine whether a drug is clinically safe
and effective. The first step is to develop a
scientific question that tests a hypothesis
about a certain treatment and condition.
E.g. a trial might investigate whether
Treatment X is more effective than the
current standard of care, Treatment Y.

For a medicine or medicinal product

to be approved for sale in the UK, the
MHRA must evaluate evidence generated
from clinical trials. This evidence must

demonstrate not only the clinical
effectiveness of the product but also how
well it addresses the scientific question
posed.

Despite the clear need for greater
inclusivity, participants acknowledged
concern amongst stakeholders, including
statisticians, that if we make trials more
diverse, it will mean the trial is not
homogenous enough to conclude that the
medicine is clinically effective. Sponsors
are also unclear on what evidence will

be required by MHRA to demonstrate
clinical effectiveness and an acceptable
representation of diverse populations.

Recommendation 1:

The MHRA should facilitate sponsors
in improving diversity and inclusion
of clinical trial participants, where it
is safe and scientifically appropriate
to the clinical trial objectives, for
example through scientific advice.




3.2 Guidelines and Standards of
Care

The National Institute for Health and Care
Excellence (NICE) develops evidence-
based guidance that informs health and
care. Roundtable participants, however,
noted that this guidance may be based
on clinical trials lacking diversity. While
NICE did not participate in the roundtable,
a follow-up discussion confirmed their
ongoing initiatives to address this.

NICE's Transformation Plan (2021-2026)
highlights its commmitment to reducing
health inequalities, and its Equality,
Diversity, and Inclusion Roadmap
(2020-2024) outlines its approach.
Additionally, NICE's guidelines manual
instructs developers to consider equality
and diversity when using trial evidence to
inform recommendations.

Recommendation 2

NICE should continue its efforts to
reduce health inequalities, in line
with its existing transformation plan
and roadmap.

3.41.3 Payments

In the UK, payment practices for clinical
trial participants are inconsistent,

with some trials offering financial
compensation and others not. Participants
highlighted a tension between two
perspectives. One view advocates for
reimbursement as essential to ensuring
fair participation and improving
representation from underserved groups.
Conversely, another perspective considers
financial compensation as potentially
coercive, particularly for individuals from
underserved communities.

This point has been explored in existing
guidance including the (previous) NHS
England initiative on increasing diversity
in research participation and the NIHR's
ED&I framework for positive action and
the HRA's guidance on payments and
incentives in research. Yet, despite these
resources uncertainty remains, and more
work is needed to provide clear guidance
on fair reimbursement, and the amount

participants can be paid as this varies
significantly. This should be in line with the
ICH Good Clinical Practice Guidance.

Recommendation 3

The HRA should facilitate a national
discussion on payments for research
participants, with a specific focus on
increasing inclusion in clinical trials.

3.1.4 The role of the
pharmaceutical industry and

the ABPI Code of Practice

The ABPI is the organisation that
represents innovative, R&D-based
pharmaceutical companies in the UK.
The ABPI Code of Practice sets out the
requirements the industry must comply
with.

Participants suggested the Code could
offer clearer guidance on how companies
might use innovative strategies - like
social media or trust-building activities
beyond specific trials - to boost diversity in
recruitment. There was strong interest in
seeing bolder action from ABPI, exploring
how pharma can work within the Code

to deliver creative, inclusive engagement.
This aligns with HRA's ongoing efforts

to develop guidance on inclusion and
diversity in clinical research.

The ABPI, guided by its Patient Council,
maintains an active workstream on Equity,
Diversity, and Inclusion (ED&l). Recently,

in collaboration with the Association

of Medical Research Charities (AMRC),
hosted a conference on EDA& in clinical
trials, bringing together industry, patient
organisations, regulators and research
funders to explore challenges and
solutions collaboratively.


https://www.nice.org.uk/about/who-we-are/corporate-publications/the-nice-strategy-2021-to-2026
https://www.nice.org.uk/About/Who-we-are/Policies-and-procedures/NICE-equality-scheme
https://www.nice.org.uk/About/Who-we-are/Policies-and-procedures/NICE-equality-scheme
https://www.nice.org.uk/About/Who-we-are/Policies-and-procedures/NICE-equality-scheme
http://www.england.nhs.uk/aac/publication/increasing-diversity-in-research-participation

http://www.england.nhs.uk/aac/publication/increasing-diversity-in-research-participation

https://crnnwl.com/edi-framework/
https://www.hra.nhs.uk/about-us/committees-and-services/nreap/payments-and-incentives-research/
https://www.hra.nhs.uk/about-us/committees-and-services/nreap/payments-and-incentives-research/
https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/good-clinical-practice/
https://www.abpi.org.uk/reputation/abpi-2024-code-of-practice




Recommendation 4

The ABPI should build on
momentum by deepening its efforts
in ED&I activity. The organisation
should take a bold, innovative
approach to supporting companies
in improving inclusivity in clinical
trials, providing clear guidance

on permissible recruitment and
community engagement practices
in alignment with the code.

3.2 System fundamentals

The recommendations in this section are
longstanding and have been discussed
for years. However, the roundtable
discussions underscored persistent
barriers to progress, on data, protocols and
decentralised trials. Without addressing
these fundamental challenges, the UK will
struggle to achieve its goal of becoming a
global leader in inclusive clinical trials.

3.2.1 Establishing a baseline of
diversity data

To achieve global leadership in inclusive
clinical trials, the UK must systematically
collect demographic data to establish

a baseline for diversity and monitor
progress. With no European leader
currently driving this effort, the UK has a
unique opportunity to lead. Furthermore,
as health outcomes decline, ensuring
accurate and representative trial data

is essential to effectively addressing
population health needs.

Measuring progress requires two data
types: (1) Standardised participant data
to assess sector performance and (2)
Epidemiological data to understand
disease impact across groups, and recruit
the right population to trials. While some
epidemiological data exists, gaps remain,
and trial recruitment data is poorly

coordinated. No single body systematically

collates this information. While there are
numerous local organisations collecting
data in silos, participants acknowledged
the need for improved regional
coordination, involving Health Innovation

Networks, Integrated Care Boards,
and NIHR Regional Research Delivery

Networks, to centralise data.

In parallel, Commercial Research Delivery
Centres (CRDCs) and Clinical Research

Organisations (CROs) should share
anonymised diversity data and best
practices. The CRDC Network is already
integrating a diversity metric as a key
performance indicator, positioning it to
lead in commercial trial data collection.

Recommendation 5a

A national body needs to take
responsibility for driving the
collection of trial participant
demographic data across national
bodies so we can build a UK-wide

picture.

Recommendation 5b

Health Innovation Networks,
Integrated Care Boards, the CRDC
Network NIHR Regional Research
Delivery Networks should drive
collection of trial participant
demographic data within their
regions and support local trial sites
to submit the right data in the right
place.

Recommendation 5¢

NHS trial sites, CRDCs, and CROs
should share anonymised trial
participant demographic data,
alongside any learnings and best
practices, with the appropriate
regional and national bodies, and
SpoNSsors.

n


https://www.gov.uk/government/publications/independent-investigation-of-the-nhs-in-england/summary-letter-from-lord-darzi-to-the-secretary-of-state-for-health-and-social-care/
https://www.nihr.ac.uk/support-and-services/support-for-delivering-research/research-delivery-network/
https://www.nihr.ac.uk/support-and-services/support-for-delivering-research/research-delivery-network/
https://www.nihr.ac.uk/about-us/what-we-do/infrastructure/commercial-research-delivery-centres
https://www.nihr.ac.uk/about-us/what-we-do/infrastructure/commercial-research-delivery-centres
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3.2.2 Develop inclusive protocols

A study protocol provides information

on the background and rationale for a

trial and outlines the study plan. Clinical
trial protocols are often developed using
generic ‘copy-paste’ inclusion and exclusion
criteria. This means patients are frequently
excluded from trials, based on e.g.
comorbidities or concomitant medication.
This limits diversity in clinical trials, and
reduces the real-world applicability of
results.

Roundtable participants acknowledged
that commercial and non-commercial
trials tend to rely on templates, reinforcing
restrictive eligibility across multiple studies.
The increasing reliance on Al in protocol
design may also present a risk, as models
derived from existing trials continue to
produce protocols that lack inclusivity.

Initiatives like NIHR's ED&I framework, and
the INCLUDE guidance provide guidance
on protocol development. But more work
is needed to ensure inclusive protocols are
actively developed to increase diversity.

To note - Many UK sponsors are global
companies with protocols developed
outside the UK. Further work is needed
globally to promote diverse protocol
development on an international scale.

Recommendation 6a

HRA / NIHR should produce and/or
signpost to guidance on developing
inclusive protocols, e.g. the HRA/MHRA
diversity action plan guidance, with

a focus on exclusion and inclusion
criteria to increase, not restrict diversity.

Recommendation 6b

UK research organisations and
sponsors should develop more
flexible, inclusive protocols, regularly
reviewing and updating inclusion and
exclusion criteria to reflect real-world
patient populations. Al tools should be
used responsibly to enhance, rather
than replicate, these criteria.

3.2.3 Accessible community-
based and decentralised trials

At present, much research activity is
centered in major teaching hospitals.
This can limit the pool of potential trial
participants and lead to the consistent
under-representation of certain groups.
To address this, we should seek to deliver
research activities through a wider range
of centres and implement programmes
to engage diverse and under-represented
populations in research. Community
pharmacists, private pharmacies, and
primary care providers play a crucial role
in reaching diverse patient populations.
NIHR has recognised the importance of
community-based research in effective
trial delivery through its Study Support
Services, which highlight the potential of
GP surgeries, care homes, pharmacies, and
other community settings in expanding
trial access. The upcoming launch of
Primary Care Commercial Research
Delivery Centres (CRDCs) in November
2025, also present a critical opportunity to
enhance community-based trial delivery in
a coordinated way.

There is, however, currently no
standardised framework to guide sponsors
and clinical trial leads in effectively
designing and implementing accessible
community trials. Participants raised the
need for more national guidance, and
sharing of best practice, as well as the
need to resource NHS research staff to
raise awareness about clinical trials in the
community.

Recommendation 7

NIHR should develop a toolkit for
designing accessible community-
based trials, incorporating defined
roles for coommunity pharmacists,
private companies, and primary care
providers, including Primary Care
CRDCs.



https://crnnwl.com/edi-framework/
https://www.nihr.ac.uk/improving-inclusion-under-served-groups-clinical-research-guidance-include-project/
https://www.nihr.ac.uk/study-support-service-contacts/
https://www.nihr.ac.uk/study-support-service-contacts/
https://www.nihr.ac.uk/funding/primary-care-commercial-research-delivery-centres-pc-crdcs/2025221
https://www.nihr.ac.uk/funding/primary-care-commercial-research-delivery-centres-pc-crdcs/2025221

3.2.4 Optimise GP engagement

Participants acknowledged that while GPs
are ideally positioned to discuss clinical
trial opportunities with underserved
groups, this may not be possible in

mMany appointments due to insufficient
support for GPs, and the many other
considerations GPs need to address within
an appointment.

However, there are several ways to better
support GPs in identifying suitable clinical
trials for patients. These include automatic
prompts during consultations, embedded
systems in electronic records to generate
patient lists, and existing solutions that
allow GPs to invite patients outside
consultations. There are also ongoing
efforts to explore automated prompts

to enhance trial discussions during
appointments.

Participants also suggested that tailored
training for GPs would help build
confidence in discussing clinical trials with
patients and help equip them with the
knowledge and tools needed to engage
with diverse populations.

Recommendation 8a

Clinical systems providers should
continue work to embed clinical
trial recruitment into routine clinical
software systems and explore

how integrated systems and
prompts may best support diverse
recruitment into clinical trials.

Recommendation 8b

NIHR and RCGP should develop
and co-ordinate training for GPs
and their wider multi-disciplinary
teams on recruiting people from
underserved communities to
clinical trials.

Recommendation 8c

NIHR Regional Research Delivery
Networks (RRDNs) should monitor
primary care sites accessing
training and funding calls, to ensure
equity of access across different
sites.

3.3 Engaging underserved
communities

To establish itself as a world leader, the UK
must build trust in clinical trials among
underserved communities. A robust
network of commmunity organisations is
essential for fostering trust and facilitating
recruitment. A UK-wide strategy is
necessary to effectively collaborate

with and support these community
organisations.

3.3.1 Mapping and monitoring
sustained community engagement

Community organisations are critical
stakeholders in advancing diversity in
clinical trials. Participants highlighted

the need for better tools and guidance to
help identify and map these organisations
near research sites, and build and monitor
trust levels within communities. There was
also concern that new MHRA/HRA draft
guidance, and NIHR inclusion condition
for funding, might lead to an increased
burden on community groups with more
requests to support in research.

Beyond mapping and measurement,
participants agreed that long-term,
sustained engagement is essential for
building trust, and improving diversity
in clinical trials. This means working

with communities to build trust in,

and awareness of, research outside of
recruitment for specific trials. Existing
initiatives, such as the (previous) NHS
England Research Engagement Network
Development Programme and NIHR's
Community Research and Engagement
Network (COREN), serve as strong
examples of how this can be effective.
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https://www.hra.nhs.uk/about-us/news-updates/hra-mhra-guidance-developing-and-submitting-inclusion-and-diversity-plan/
https://www.hra.nhs.uk/about-us/news-updates/hra-mhra-guidance-developing-and-submitting-inclusion-and-diversity-plan/
https://www.nihr.ac.uk/news/inclusion-now-key-condition-nihr-funding/
https://www.nihr.ac.uk/news/inclusion-now-key-condition-nihr-funding/
https://arc-gm.nihr.ac.uk/ren
https://arc-gm.nihr.ac.uk/ren
https://arc-gm.nihr.ac.uk/ren
https://arc-nwc.nihr.ac.uk/news/a-survey-for-the-community-research-and-engagement-network-coren
https://arc-nwc.nihr.ac.uk/news/a-survey-for-the-community-research-and-engagement-network-coren
https://arc-nwc.nihr.ac.uk/news/a-survey-for-the-community-research-and-engagement-network-coren
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Recommendation 9a

NIHR to assess the impact of the
new inclusion condition for funding
on community organisations, and
provide or signpost to training and
guidance that promote responsible,
people-centred engagement
without overburdening partners.

Recommendation 9b

MHRA and HRA to evaluate the
impact of new inclusion and
diversity guidance on community
organisations, and signpost

to training and guidance that
promote responsible, people-
centred engagement without
overburdening partners.

Recommendation 9c¢

NIHR to continue to fund and
monitor the impact of the
programmes above (e.g. COREN),
and similar programmes.
Supporting local and regional
bodies to deliver trust building
activities with community
organisations outside of clinical
research.

3.4 Sharing best practice

Initiatives to enhance diversity in clinical
trials are underway throughout the UK;
however, we have yet to establish an
effective mechanism for sharing best
practices across various sectors of the
health system. To position itself as a global
leader, the UK must explore new ways

to facilitate the sharing of best practices
across different areas.

3.4.1 Sharing best practice

While local initiatives effectively enhance
diversity in clinical trials, best practices

are not systematically shared across sites,
leading to fragmented efforts. Participants
highlighted the need for a national,
pre-competitive platform to facilitate
knowledge exchange.

Existing initiatives, such as the ABPI
People-centred Research Hub, already
promote best practices in diversity,
inclusion, patient engagement, and
research transparency. Additionally,
the Commercial Research Delivery
Centre (CRDC) Network, which is being
established to coordinate UK CRDCs

in commercial research, presents an
opportunity to compile and share insights
on inclusive recruitment strategies.

Recommendation 10a

NIHR and ABPI should build on
existing progress by expanding
access to and sharing case studies
in pre-competitive spaces, with
support from companies and
researchers providing content.

Recommendation 10b

Once established, the CRDC
Network should disseminate
insights on inclusive clinical trials,
compiling case studies and best
practices from its sites and sharing
them through appropriate forums
and national stakeholders.



https://www.abpi.org.uk/r-d-manufacturing/people-centred-research/
https://www.abpi.org.uk/r-d-manufacturing/people-centred-research/

Conclusion

Ensuring the UK becomes a global
leader in inclusive clinical trials requires
a coordinated, system-wide approach.
The insights from this roundtable, along
with follow-up engagements and sector
research, highlight both progress made
and critical areas for improvement.

The recommendations outlined in this
report aim to strengthen the UK's research
ecosystem by fostering collaboration,
enhancing regulatory and funding
frameworks, and prioritising meaningful
engagement with underrepresented

communities. While significant steps have
been taken, continued commitment from
policymakers, industry leaders, healthcare
providers, and community organisations is
essential to drive lasting change.

By implementing these recommendations,
the UK can not only improve inclusion in
clinical trials but also enhance research
quality, patient outcomes, and global
competitiveness. We encourage all
stakeholders to use this report as a
foundation for further action, ensuring that
inclusive research remains a core focus of
the UK's research system.
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Appendix

Previous recommendations
and progress since 2023

This table sets out the recommendations
from the previous 2023 roundtable, and
examples of where progress has been
made.

Please note, this a summary of examples
discussed at the roundtable, not an
exhaustive list of progress.



Recommendation

Examples on progress

System leadership

The HRA should consider requiring
EDQ&I plans as a part of the clinical
trial ethics approval process, where
possible aligning with international
guidance, such as that developed by
the FDA.

The Health Research Authority (HRA)
and the Medicines and Healthcare
products Regulatory Agency (MHRA)
in the UK have released a draft
Diversity Plan to ensure clinical
research is designed to represent

a diverse population. The updated
plan, following consultation is
expected later in 2025.

The NIHR and other research
funding bodies and charities should
consider strengthening ED&I
requirements for directly funded
research projects.

NIHR has introduced a requirement
for inclusion strategies from

funded research infrastructure.
NIHR-funded Clinical Research
Facilities, Biomedical Research
Centres and Patient Safety Research
Collaborations have already
developed and published their
strategies and supporting actions.
E.g. there is strong ED&l element

in their initial application processes,
annual reporting etc.

In all research programmes funded
by NIHR, there has to be costed
research inclusion plans and
researchers are held accountable for
delivering on the plans.

NIHR has a number of initiatives
to tackle the barriers which

lead to groups of people being
underrepresented in research
careers. These include a new pre-
application support fund. The fund
aims to help individuals who need
more support in applying for NIHR
career development awards.

Clinical trial registries should be
audited to ensure they reflect the
diversity of the UK population, and
where they do not, plans should be
established to address gaps.

An audit from London North West

University Healthcare Trust showed
that the clinical trial registry is very

ethnically diverse.
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Recommendation

Examples on progress

Aligning commercial and clinical priorities

Pharmaceutical companies
should embed internal processes
which facilitate closer working
and collaboration between
clinical research and commercial
management functions.

Topic not discussed at roundtable.

Clinical trial ED&I reporting
requirements should be
strengthened and standardised, to
ensure that ED&I is identified as a key
metric for commmercial success

A number of sponsors are focusing
on diversity as a key metric for
success. Sites are being asked to
report on their diversity metrics
throughout the trial. Moderna for
example have paused recruitment on
a vaccine trial due to poor diversity.

Diverse leadership

Programs should be developed by
research institutes, funders, and
pharmaceutical companies to train
and foster diverse communities of
researchers.

NIHR has part-funded a Melanin
Medics Envision Med research
project. The project aims to support
Black African and Caribbean
students hoping to go to university
to study medicine. It gives students
experience of university-style
teaching and research. The project
also provides mentorship and
application advice

Pharmaceutical companies and
other research commissioners
should ensure that diverse pools of
KOLs are developed to review trial
designs and protocols, with a view
to ensuring diversity in participation.

The Academy of Medical Sciences
SUSTAIN —women in research
programme was established. This
enables women in research to
thrive in their independent research
careers.

Clinicians at all levels should be
encouraged to present research
opportunities to patients as a part
of routine care.

The GMC Good Medical Practice
Professional Standards were updated
effective January 2024. These now
include a standard for doctors to
consider opportunities to conduct,
take part in and tell patients of
opportunities for them to take part in
research.
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Recommendation

Examples on progress

Deep engagement

Pharmaceutical companies should
work with others to support
consistent and sustained patient
outreach in diverse areas about the
importance of research, particularly
where populations have a higher-
than-average prevalence of diseases
in the research pipeline.

The Roche Global diversity
programme, was started in the US
and is now rolled out into Canada
and the UK. The programme allows
the sponsor to have a strategic,
long term relationship with sites

to support outreach work in
communities.

Research bodies such as the NIHR
should actively fund research into
effective models for pre-clinical
community engagement which
supports diverse participation in
research.

The NHS England'’s Research
Engagement Network (REN)
programme aims to increase diversity
in research participation, particularly
among underserved communities.

Research bodies, regulators, and
industry bodies should seek to
promote and disseminate good
practice in clinical study design,
development and community
outreach which fosters diverse
participation in research.

The ABPI people-centred research
hub (launched 2022) and the National
Healthcare Inequalities Improvement
Network are strong examples of best
practice sharing in the sector.

The ABPI and PMCPA should
produce guidance on the ABPI Code
of Practice to enable and support
patient outreach in relation to
research.

PMCPA social media guidance was
published in 2023, and updated

last year, and includes a section on
clinical trial recruitment. The ABPI
are also liaising with the HRA on this
topic to see how they can collaborate
further.







Recommendation 1

The MHRA should facilitate sponsors
in improving diversity and inclusion

of clinical trial participants, where it is
safe and scientifically appropriate to
the clinical trial objectives, for example
through scientific advice.

Responsible body/organisation:
MHRA

Recommendation 3

The HRA should facilitate a national
discussion on payments for research
participants, with a specific focus on
increasing inclusion in clinical trials.

Responsible body/organisation:
HRA

Recommendation 2

NICE should continue its efforts to
reduce health inequalities, in line with
its existing transformation plan and
roadmap.

Responsible body/organisation:
N[@=

Recommendation 4

The ABPI should build on momentum
by deepening its efforts in ED&l activity.
The organisation should take a bold,
innovative approach to supporting
companies in improving inclusivity in
clinical trials, providing clear guidance
on permissible recruitment and
community engagement practices in
alignment with the code.

Responsible body/organisation:
ABPI
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Recommendation 5a

A national body needs to take
responsibility for driving the collection
of trial participant demographic data
across national bodies so we can build a
UK-wide picture

Responsible body/organisation:
A national body

Recommendation 5c¢

NHS trial sites, CRDCs, and CROs should
share anonymised trial participant
demographic data, alongside any
learnings and best practices, with the
appropriate regional and national
bodies, and sponsors.

Responsible body/organisation:
NHS trial sites, CRDCs, CROs

Recommendation 6b

UK research institutions and sponsors
should develop more flexible, inclusive
protocols, regularly reviewing and
updating inclusion and exclusion
criteria to reflect real-world patient
populations. Al tools should be used
responsibly to enhance, rather than
replicate, these criteria.

Responsible body/organisation:
UK research institutions and sponsors

Recommendation 5b

Health Innovation Networks, Integrated
Care Boards, the CRDC Network and
Research Delivery Networks should
drive collection of trial participant
demographic data within their regions
and support local trial sites to submit
the right data in the right place.

Responsible body/organisation:
Health Innovation Networks, Integrated
Care Boards, CRDC Network, Research
Delivery Networks

Recommendation 6a

HRA / NIHR should produce and/or
signpost to guidance on developing
inclusive protocols, e.g. the HRA/MHRA
diversity action plan guidance, with a
focus on exclusion and inclusion criteria
to increase, not restrict diversity.

Responsible body/organisation:
HRA / NIHR Regional Research Delivery
Networks

Recommendation 7

NIHR should develop a toolkit for
designing accessible community

trials, incorporating defined roles

for commmunity pharmacists, private
companies, and primary care providers,
including Primary Care CRDCs.

Responsible body/organisation:
NIHR



Recommendation 8a

Clinical systems providers should
continue work to embed clinical

trial recruitment into routine clinical
software systems and explore how
integrated systems and prompts may
best support diverse recruitment into
clinical trials.

Responsible body/organisation:
Clinical systems providers

Recommendation 8c

NIHR Regional Research Delivery
Networks (RRDNs) should monitor
primary care sites accessing training
and funding calls, to ensure equity of
access across different sites.

Responsible body/organisation:
NIHR Regional Research Delivery
Networks (RRDNSs)

Recommendation 8b

NIHR and RCGP should develop and co-
ordinate training for GPs and their wider
multi-disciplinary teams, on recruiting
people from underserved communities
to clinical trials.

Responsible body/organisation:
NIHR, RCGP




24

Recommendation 9a

NIHR to assess the impact of the

new inclusion condition for funding
on community organisations, and
provide or signpost to training and
guidance that promote responsible,
people-centred engagement without
overburdening partners.

Responsible body/organisation:
NIHR / HRA

Recommendation 9c¢

NIHR to continue to fund and monitor
the impact of the programmes above

(e.g. COREN), and similar programmes.

Supporting local and regional bodies
to deliver trust building activities with
community organisations outside of
clinical research.

Responsible body/organisation:
NIHR

Recommendation 10b

Once established, the CRDC Network

should disseminate insights on inclusive

clinical trials, compiling case studies
and best practices from its sites and
sharing them through appropriate
forums and national stakeholders.

Responsible body/organisation:
Regional Research Delivery Networks,
Research and Engagement Networks,
CRDC Network

Recommendation 9b

MHRA and HRA to evaluate the impact
of new inclusion and diversity guidance
on community organisations, and
signpost to training and guidance that
promote responsible, people-centred
engagement without overburdening
partners.

Responsible body/organisation:
MHRA / HRA

Recommendation 10a

NIHR and ABPI should build on existing
progress by expanding access to and
sharing case studies in pre-competitive
spaces, with support from companies
and researchers providing content.

Responsible body/organisation:
NIHR, ABPI
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