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Covid-19 has transformed the UK clinical research sector and 

the environment in which clinical trials are conducted. We are 

at a critical moment of transformation within the system – 

will it go back to a sluggish pre-Covid-19 normal, or can it be 

accelerated? Although systems are currently at capacity due to 

Covid-19, there is a unique opportunity to evaluate the system 

and do things differently. The Clinical Research Coalition 
identified that there is an urgent need for in-depth policy 
thinking around what needs to change for the future. 

Of course, just as UK life sciences rose to the challenge to an 

extraordinary degree to deliver globally important Covid-19 

trials, the crisis also brought into sharp relief areas of the life 

sciences ecosystem that are ripe for reform. This is reflected in 
our recommendations.

The Clinical Research Coalition aimed to understand the 

positive learnings in respect of the trials and clinical research 

environment in the UK. Each session acted as an opportunity 

to capture the events and cross-populate the knowledge 

base. The aim was to think through how best practice is 

shared and utilise the learnings to enable the UK to retain 

its global leadership of clinical research and operate as 

the number one global destination for clinical trials. The 

sessions and subsequent written evidence also assessed 

common themes to seek the greatest opportunities from the 

Medicines and Medical Devices Bill and the expected changes 

as a result of the EU-UK transitional period. The sessions 

assessed best practice learnings created during the Covid-19 

pandemic and identified what needs to be embedded 
through a series of recommendations based on the evidence. 

As Co-Chairs, we believe that there is a need to provide 

support and capacity to ensure the desired clinical trials 

environment can be delivered. Can the early wins in the 

system help to generate additional change? Clearly, there is 

no appetite to go back to the old ways of working. Changes 

have been made to the ways we do research on platform trials 

and the UK has performed comparatively well recruiting into 

clinical trials, enabling the system to transform its ways of 

doing things. This coalition has acted as a strong opportunity to 

capture what has happened and cross-populate the knowledge 

base – thinking through how best practice is shared and how 

learnings are implemented. 

From a delivery perspective, this coalition looked at how 

learnings can be shared with various trusts around the country.  

Coordination between various agencies has been good and 

there is appetite to continue this constructive relationship 

in the years ahead. The aim of this group was to turn the 

processes of clinical research into adoption/uptake as quickly 

as possible for the benefit of patients.  As the Government 
considers critical infrastructure, this group has considered the 

necessary requirements from the clinical research community 

in order to create manufacturing capacity. This group has also 

considered what is needed to enable changes to the supply 

chain required for potential future waves. 

As various patient pathways aim to normalise transformation, 

it has been important to assess potential requirements that 

have not yet been considered by the system, both in terms of 

medicine costs and the new pathways required.

As co-chairs, we thank all contributors who have participated in 

the coalition and look forward to embedding change within the 

system.

The Baroness Blackwood of North Oxford 

and	Dr	Jonathan	Sheffield
Co-Chairs, Clinical Research Coalition

Executive Summary
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Citizens engaged in research

1. Building on the public’s engagement and involvement 

with research during the Covid-19 pandemic, there 

should be a national campaign highlighting how 

participation in research and the use of data is part of 

the UK’s social contract. This should educate, inform 

and encourage people to participate in research for all 

healthcare conditions. 

2. The recommendations of Professor Fenton’s review into 

the impact of Covid-19 on BAME communities should be 

implemented in full to ensure that all communities are 

engaged with and included in health research. These 

should be expanded to cover all health research, not just 

Covid-19. All health research policies should be reviewed 

to ensure they are compliant with the Public Sector 

Equality Duty. 

A vision for health research

3. Patients should be able to give consent for ‘willingness 

to participate’ in research in advance of illness, to be 

noted on electronic patient records; either with a ‘self-

service’ dynamic consent model via the NHS App, or a 

card that can be carried, such as the Research Connect 

card. This platform should link to the online data-

enabled	find,	recruit	and	follow-up	service	outlined	in	
Recommendation 4.

4.	 A	single	national	online	data-enabled	find,	recruit	and	
follow-up service for use by clinicians and researchers 

should be developed – incorporating a wide range 

of datasets – enabling a streamlined approach to 

identifying individuals and cohorts of patients. 

This would facilitate the ‘Right to Write’, enabling 

researchers and clinicians to search clinical records 

Clinical Research Coalition: 
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and directly contact patients who might be suitable 

for a clinical research relevant to their condition. This 

would be targeted at those who have indicated consent 

under Recommendation 3, once the patient consent 

model	has	achieved	sufficient	critical	mass.	This	online	
portal should be centrally funded from the 2020 

Comprehensive Spending Review.

5. Alongside the national find, recruit and follow-up service 
for clinicians and researchers, there should be a single 

national online portal for patients to access research 

options in all healthcare conditions and regions across the 

UK, building on initiatives such as the National Institute 

for Health Research (NIHR) Be Part of Research, or in 

Scotland, Register4Share, as well as charity initiatives such 

as Join Dementia Research. It should be accessible, user-

friendly and designed specifically with patients and the 
public in mind. 

6. Patients and the public should be meaningfully informed 

and involved throughout research, although this must not 

be allowed to impact timelines. There should be greater 

adherence to the principle of communicating research 

progress and results as they become available. Ideally this 

should not be limited to the end of the programme, and 

should include frequent updates on the progress of the 

research.

7. There should be a presumption of research inclusion; 

exclusion criteria must not be too broad and must be 

justifiable. Where patients are excluded, reasons for 
exclusion should be sensitively and clearly communicated 

to make it clear that the research is not suitable for 

the patient, rather than the patient not suitable for the 

research. 

8. In order to bring research closer to patients and help 

engage those currently excluded from research, there 

should be a new regulatory framework to enable greater 

use of technology-enabled care services (TECS), such as 

remote monitoring, video follow-ups and home delivery of 

Investigational Medicinal Product (IMP). 

World-leading research organisations

9. The Medicines and Healthcare Products Regulatory 

Agency (MHRA) and Health Research Authority (HRA) 

should continue their progress towards a single combined 

application dossier to reduce the administrative burden 

placed upon researchers looking to initiate health and 

care research. They should also stratify applicant health 

and care research according to risk, with lower-risk 

research needing only lighter – and faster – scrutiny. 

They should aspire to a long-term goal of a 15-day 

approval standard for simple protocols and a 30-day 

standard for those that involve complex, innovative 

design. Researchers also have a role to play by developing 

shorter, simpler protocols whilst maintaining compliance 

with international standards.

10.	There	should	be	a	simplified,	time-bound	and	consistent	
process for the initial assessment of ‘capacity and 

capability’	of	NHS	Trusts	to	participate	in	specific	
research; collaboratively developed and then mandated 

for use in every trust. Ideally, some aspects – such as 

data searches – should be centralised and digitised, to 

reduce set-up times and ensure a consistent service. 

This should run in parallel with the regulatory and ethics 

approvals process so that full UK approvals are in place 

within	a	fixed	period	for	most	studies.	

11. Adherence to the core elements of the National 

Costings Template should be the norm, with deviation 

only in exceptional circumstances. NHS England and 

NHS Improvement – working with the NIHR – should 

include key metrics of R&D performance such as 

number of patients enrolled per trial, number of 

patients screened for inclusion, and speed of trial 

set-up in their regulatory oversight of NHS Trusts. 

This nationwide monitoring of performance should be 

backed up by granular benchmarking of clinical research 

performance, such as cost and scale, through the Life 

Science Competitiveness Indicators.

12. There should be a single National Ethics Committee with 

full-time expertise able to deliver rapid and high-quality 

ethics approval. This should be supported by specialist 

professional committees with detailed knowledge of 

specific areas. If a centralised approach is not possible 
there should be consideration of a greater standardisation 

of review between the committees. 

13. Research should be focused on ‘actionable evidence’ 

which supports regulatory, cost-effectiveness, equitable 
decision-making, as well as the commissioning of local 

services, tailored to community needs. This requires more 
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proportionate funding of applied research and its closer 

integration with trials. MHRA and the National Institute 

for Health and Care Excellence (NICE) should work with 

trial sponsors – both industry and academic – to ensure 

trials produce clearly ‘actionable evidence’ which meet 

not only safety and effectiveness thresholds for the 
MHRA but can also be useful when considering cost-

effectiveness and equity. Integrated Care Systems should 
be resourced to commission translational and applied 

research relevant to the local population which is aligned 

to ‘place-based’ services and strategic needs relevant to 

the locality.

14. A UK Health Emergencies Research Planning Group 

should be established; led by the NIHR, with support 

from the Clinical Research Networks, Biomedical 

Research Centre Network, Clinical Research Facilities, 

MRC/NIHR Trial Methodology Research Partnership, 

UKCRC CTUs and Applied Research Collaborations 

and funded by multiple agencies. It should include the 

appropriate organisations from the devolved nations 

to ensure it is taking a UK-wide approach. This would 

develop innovative, adaptive research plans with clear 

structures and groups that mobilise health and care 

research platforms instantly on a standardised UK-wide 

basis in the event of a pandemic, bioterrorism or other 

threat. 

Data and the digital revolution

15. The research portfolio consists of studies led by academia 

and industry who use a range of systems to interface with 

the clinical research network. This adds complexity to the 

role of the end users, normally clinical research nurses. 

To address this fragmentation there should be common 

standards for digital platforms for the conduct and 

delivery of research. This would contribute to a reduction 

in set-up and delivery times.

16. Currently, researchers need to ask permission from all 

the data controllers for onward data sharing. Yet there 

are good reasons for onward sharing of data, including 

checking validity, supporting meta-analyses, and 

designing future research. There should be delegated 

authority to act on behalf of multiple data controllers 

and share information as required, taking a balanced 

approach to risk, building on the work of the HDR UK Data 

Alliance.

17. The extensive but uncoordinated potential of UK 

health and care data should be unlocked. To do this 

there should be a single cross-Governmental National 

Health and Care Data Strategy to overcome the lack 

of connectivity between datasets, building on the 

work of HDR UK Hubs and NIHR Health Informatics 

Collaboratives (HICs). This should include data sets at 

primary, secondary, tertiary, community and social 

care level, including those owned by local authorities. 

This should be linked to the single UK online portal for 

research outlined in Recommendation 4. Alongside 

this, there should be a consistent, standard approach 

to the governance, process and contracting for access 

to real-world data to simplify the process and ensure 

alignment between the many organisations within the 

NHS. 

18. Data science units should be established at research-

active NHS Trusts and local authorities – ideally in 

shared posts with universities – to curate and analyse 

clinical data. These should work closely with the HDR UK 

Data Alliance, NIHR HICs, Local Health and Care Record 

Exemplars and HDR UK Hubs to ensure a consistent 

approach. 

19. A network of federated Trusted Research Environments 

(TREs) will enable real-time data to be collated, 

quality-assured and analysed in a safe, accredited and 

transparent environment for research and innovation. 

Further development of TREs should be supported at NHS 

Digital and in the devolved nations, building upon the 

‘five safes model’ and the roadmap convened by HDR UK 
and the UK Health Data Research Alliance. This should be 

done at a pan-UK level to ensure timely insights can be 

gained across the four nations of the UK to ensure best 

care for patients. This strategic approach will develop and 

maintain the integrity of a trustworthy UK health data 

ecosystem.

NHS	organisations	and	staff	

20. Health and care research should follow the ‘Hospital 

at Night’ approach, and extend research work into the 

evenings and weekends, in order that patients who 

are	admitted	outside	the	hours	of	nine	to	five	can	still	
be included in research. This will require additional 

resources and a review of workforce structures. 

Prioritised funding for recruitment of investigators, 
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study nurses and pharmacists, as well as other 

members of the Trust R&D departments should be 

made available as part of future updates to the NHS 

People Plan to follow the Spending Review.

21. There should be further investment in workforce skills 

to enable all staff to contribute to research. Support 
and investment in Health Education England and 

Digital Training Plans should be given to ensure the 

importance of research is embedded in all health and 

care professionals’ curricula, including those working 

in social, community and home care. There should be 

exploration of allowing non-specialist, non-good clinical 

practice (GCP) trained staff to engage with patients on 
research, or a more flexible approach to GCP training 
proportionate to the role. There is a shortage of data 

scientists and huge competition for their skills, and steps 

need to be taken to close this gap. 

22. There should be more research in primary, community, 

and social care settings. This will require an ambitious 

target for out-of-hospital research, supported by 

incentives for GPs, ambulance services, population 

health, social and community care providers to become 

involved in research. They should be supported to 

achieve this goal through the single national online 

portal for research outlined in Recommendation 4. 

23. There remains a pressing and immediate need to 

prioritise the restart of non-Covid-19 clinical trials, 

many of which remain paused. Clinical capacity is often 

cited as the leading reason for failure to restart clinical 

trials. As such, the NHS should look to make additional 

use of independent-sector capacity to support its 

recovery and enable clinical research to restart 

immediately.

The UK as a global leader

24. The Government must fulfil its manifesto commitment 
of spending 2.4 per cent of GDP on R&D by 2027. It 

should also commit to funding uplifts for vital elements 

of the research ecosystem, such as the NIHR, HRA, 

HDR UK and Quality-Related funding to universities. 

A more prominent focus (including more funding) for 

applied research, and its closer integration with trials is 

required to expedite the translation of trial evidence into 

widespread practice across varied contexts.

25. A Life Sciences Charity Partnership Fund should 

be established to help bridge the sector’s research 

spending shortfall in the near term. This would involve 

the Government providing at least £310m in 2020/21, 

which would be matched by charity funding in order to 

stabilise the sector’s investment in research. 

26. In planning for the exit from the EU the UK should 

design a compliance system capable of global regulatory 

integration with a range of regulatory bodies, including 

the Food and Drug Administration and the European 

Medicines Agency. 

27. Without company consent, the sharing of information 

about research by the MHRA with organisations such 

as NICE is not legal. Post-Brexit the UK could establish a 

legal framework that enables information-sharing across 

system partners, accelerating approval and access. 

28. The UK should move from being a ‘participatory’ country 

to being a landmark registration country, running full 

registration studies. The ambitious plans of the MHRA to 

accelerate licensing and start-up in a post-Brexit world 

must be supported by collaboration between commercial 

research organisations, industry, academia, the NHS and 

Government.

29. The UK Government should promote the UK as a global 

leader in the design and delivery of innovative health and 

care research, with unique propositions such as NHS Data, 

Integrated Care Systems, Genomics England, UK Biobank, 

HDR-UK Hubs, NIHR BioResource, an independent MHRA, 

NICE, quality-assured UK Clinical Research Collaboration 

Registered Clinical Trials Units network, and MRC/

NIHR Trial Methodology Research Partnership. The 

clear pathway from research to patient access achieved 

through partnership working across MHRA, NICE, NIHR 

and the NHS should also be promoted. 

30. The medicines’ access and uptake environment are a 

critical driver of global inward investment, including in 

research. However, the NHS is frequently cited as having 

a culture of ‘slow and low’ adoption of innovation, and 

actions to overcome this have been delayed by  Covid-19. 

As the UK builds its roadmap to recovery, progress must 

be made towards the objective of the UK being in the top 

quartile of comparator countries for speed of adoption 

and overall uptake of innovative medicines. 
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The Covid-19 pandemic has demonstrated the strength, 

resilience and expertise of the UK’s health research 

ecosystem. The UK has led the world in tackling the disease – 

establishing research, conducting trials, and communicating 

outcomes – all in record time. Successes such as the 

RECOVERY trial, the ongoing evaluation of two potential 

vaccines and the rapid assessment of the effectiveness of 
dexamethasone should be acknowledged and celebrated. 

But as we look to the future and the ‘new normal’ we need to 

explore what lessons the UK’s health research environment 

can draw from the experience of Covid-19. Now more than 

ever – with the growing international competition to attract 

research and the possibilities of modern technology to 

transform the efficiency, speed and scale of trials – it is 
essential that the UK takes action to improve all health and 

care research going forward.1

Covid-19: a rapid research response 

One of the hallmarks of Covid-19 research has been the 

speed of response and the collaborative approach taken by 

all stakeholders:

• The RECOVERY trial is the world’s largest randomised 

controlled trial of multiple potential treatments for 

Covid-19. Under way in just nine days, it has already 

enrolled 12,000 patients at over 170 hospitals across 

the UK. Set-up was extremely rapid, with the first 10,000 
patients recruited within eight weeks and nine minutes. 

The trial was also able to generate swift results; within 

11 weeks of recruiting the first patient the trial was able 
to conclude that hydroxychloroquine does not improve 

survival amongst patients hospitalised with Covid-19. 

One week later there was sufficient data to conclude that 
dexamethasone reduced deaths by one-third in ventilated 

patients and by one-fifth in patients receiving oxygen 
only. Within four hours of publication of these results 

the UK Chief Medical Officers wrote to all NHS hospitals 
recommending that the findings be actioned. In total, it 
took just 98 days from the first draft study protocol to 
adoption of first proven therapy, a process that normally 
takes many years.  

• By June 2020, the PRINCIPLE study had randomised 589 

patients from 835 general practices, NHS 111, testing 

centres and care homes. As a result, most care-delivery 

bases are covered ahead of any second wave. In addition, 

patients can now refer themselves to the trial, and any 

clinicians or social care professionals can signpost a 

potential participant to the trial and guide them through 

randomisation to inclusion. As a result, this is the first 
truly inclusive, potentially sustainable trial in the UK with 

the flexibility to ‘be where the patient is’, adapting to the 
inclusion of new interventions in the face of changing 

epidemiology and rapidly emerging treatment candidates.

• The National Institute for Health Research Urgent Public 

Health (NIHR UPH) Review Group was commissioned 

by the Chief Medical Officer to ‘designate the Covid-19 
studies that hold the most potential for tackling today’s 

challenges as Urgent Public Health Research’. It has a large 

and inclusive membership of over 70 people, and received 

1,370 applications, requiring three meetings a week to 

review the studies for feasibility, funding and speed of 

outcome. The group achieved a median response time 

from submission to response of 11 days. As of 13 July 

2020, over 120,000 patients have been recruited across 53 

studies, with the UK having the first global recruits in two 
Covid-19 commercial studies. A Roche study, COVACTA, 

to evaluate tocilizumab, met its recruitment target in 27 
days, and a Gilead study of Remdesivir was set up in 12 

days and included 183 UK participants.

• At the outbreak of the pandemic LifeArc set out a £10m 

repurposing call. A total of 130 in-scope projects were 

triaged, and 15 were selected for funding in just six weeks. 

• In the case of the RECOVERY-RS trial the request to design 

the trial by NERVTAG through to enrolment of the first 
patient took only 10 days. Warwick Clinical Trials Unit 

believes this to be one of the most rapid trial set-ups in 

the UK. 

• In nine weeks from mid-March to mid-May the National 

Institute for Health and Care Excellence (NICE) produced 

19 rapid guidelines, and 25 updates to recommendations. 

These guidelines have been produced using interim 

methods and processes, in collaboration with NHS 

England and NHS Improvement, using a cross-specialty 

clinical group supported by the specialist societies and 

Royal Colleges. 

These are remarkable achievements, which will be of 

significant benefit to patients around the world. The 
shared determination of UK authorities and sites to work 

with industry to start Covid-19 trials, taking pragmatic 

Introduction: Covid-19 – a catalyst for change? 
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decisions and working with great efficiency was a critical 
factor in expediting the set-up process. These swift actions 

also caught the eye of inward investors, with Novartis 

acknowledging that the global decision to locate some of the 

Covid-19 trials in the UK was – in part – due to the willingness 

and ability of UK authorities to accelerate the approval 

process. 

 

All of this was underpinned by collaboration. This was 

summed up in the evidence of the Director of the NIHR 

Cambridge Biomedical Research Centre (BRC) who wrote in 

his submission ‘[this] highlighted the tremendous strengths 

in the UK research environment, including the ability to 

work flexibly, to mobilise resources rapidly and maximise 
opportunities to contribute across the research ecosystem 

within a national infrastructure. Researchers from all 

different environments and healthcare professionals have 
displayed adaptability and worked across their normal 

boundaries, demonstrating their willingness to acquire new 

skills and expertise.’ 

We now need to ensure that what was developed as a 

response to a crisis can be put on a firmer footing and 
maintained where it can help speed processes and improve 

patient care.

Retaining the UK’s global leadership

In its submission, Novartis identifies that innovation is one 
of the UK’s great strengths and the UK is a global leader in 

clinical trials. According to the Life Science Competitiveness 

Indicators the UK is fourth in the world for the number of 

patients enrolled in clinical trials behind the US, Germany 

and Spain. When it comes to the number of early stage 

(Phase I and II) clinical trials, the UK leads Europe. This has 

been considerably strengthened by the previous NIHR 

investment in early-phase trial infrastructure through the 

Biomedical Research Centres and the NIHR Clinical Research 

Facilities. However, the Competitiveness Indicators also 

demonstrate that the UK’s global share of patients recruited 

to clinical trials is falling. Despite the UK’s strengths in 

regulatory expertise and scientific leadership there is now 
growing competition from across Europe and emerging 

markets. 

Roche agrees that the UK is one of the best places to do 

life sciences R&D in the world, with fundamental strengths 

including the quality of its researchers and academic 

institutions. However, action needs to be taken now if the 

UK is to successfully build on this heritage in a post-Brexit 

and post-Covid-19 context. There have been some helpful 

initiatives in recent years to improve life sciences R&D but 

this has been a piecemeal approach. Without concerted 

action the UK risks being left behind in an increasingly 

competitive global race. 

Even prior to the global pandemic Novartis highlighted that 

the UK clinical research community had begun to pilot new 

ways of working and launch new partnerships that have 

embraced the future of medicine and science. 

 

Research is a team sport, a vision for health research 

The changing world 

Despite the UK’s historic strengths – and what has been 

achieved during the Covid-19 pandemic – the UK needs to 

adapt and learn from the recent experiences.  

One of the biggest challenges in modern medicine is 

the ability to test potential treatments in a diverse and 

scalable way that is also practical and affordable. For 
chronic disease, such as cardiovascular disease, large 

industry-funded Randomised Controlled Trials (RCTs) can 

cost upwards of $500m. To control costs, trials are often 

as small, short and selective as possible. The Holy Grail, 

therefore, is to combine the best of the unbiased RCT 

Integrated
Connecting the health and 

wealth of the nation, accelerated 
approval with accelerated access 

– UK data attracting global 
investment in British research

All	staff	as	Researchers
All NHS staff (primary,

secondary, and social) as
research staff, integrated

into standard practice and 
incentivised - shared care not 

‘research care’

Commissioning 
bodies

Designing research to
inform commissioning 

decisions

Health data enabled
Utilise potential of health data 
for capability and feasibility, 

Patient ID and screening, 
driving virtual trials through 

the ‘New Virtual NHS’

MHRA/HRA
Integrated approach with 

rapid set-up times and 
centralised ethics committee

MHRA & NICE
Early engagement,

accelerated start-up,
licensing and patient access

Informed Patients
Meeting the citizen’s
needs as well as the

clinical needs

11



methodology with the pragmatism and generalisability 

of the ‘real world’. There are examples of this in practice, 

such as ORION-4 and the Covid-19 RECOVERY trials. This 

approach needs to become widespread for academic, 

charity and commercial trials.

Operating in the new normal – with Covid-19 as an 

endemic disease in our community – is just one of the 

challenges faced by the health service. The new model of 

health research as set out by the contributors also has to 

be delivered within the context of:

• A challenging workforce environment, with around 

100,000 vacancies in the health service, a number 

that is likely to grow, despite rising demand for 

treatment in an ageing population. 

• An evolving landscape of new technologies, data 

and scientific methods, including personalised and 
tailored treatments. These advancements have huge 

potential for the health system but adopting them will 

take significant focus and resources.

• The UK’s exit from the EU, leaving uncertainty around 

regulatory processes, costs and data-sharing rules. 

Patient engagement – particularly those from BAME groups – 

is also essential to truly build a research environment which is 

representative of the community it is serving. 

Conclusion

The extraordinary challenge of Covid-19 has necessitated 

leaving orthodoxy and traditional practices behind. This is 

nowhere more clearly illustrated than in the field of health 
research, where the UK has led the world but is now facing 

growing global competition. Without action now to address 

the speed, efficiency and scale of UK clinical studies the UK 
risks losing global investment in R&D.  

Many of the recommendations proposed will likely require 

further Government investment and funding. As the 

UK leaves the EU and embraces the big data and new 

technologies that are available, the entrepreneurial positive 

spirit shown during Covid-19 should be harnessed in order to 

make the UK the global leader in next-generation healthcare 

research, which will help deliver breakthroughs that change 

patients’ lives. The 2020 Comprehensive Spending Review 

is a critical opportunity to bolster the life sciences research 

system and take a major step towards achieving the 

Government’s ambition to be a ‘science superpower’.
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One of the few positives of the Covid-19 pandemic is that 

it has put health research at the forefront of the public 

consciousness, with regular media coverage about medical 

research and clinical trials. This high profile should be 
capitalised on, with a Government-led positive awareness-

raising campaign about the importance of research and the 

vital role of the public in contributing to that research. This 

campaign should take inspiration from the most effective 
public health campaigns to develop simple and compelling 

messages and leverage a range of media platforms to 

achieve the greatest impact. To ensure that this awareness 

is sustained beyond Covid-19, NHS England should consider 

regular measurement of public awareness through patient 

and NHS staff surveys.

As part of this campaign, the Government and the NHS 

should start a national conversation about the benefits of 
using data, and the safeguards which are in place for the 

storage, handling and use of individuals’ information, building 

on the work that has already been done in this area. 

Recommendation 1: Building on the public’s engagement 

and involvement with research during the Covid-19 

pandemic, there should be a national campaign 

highlighting how participation in research and the use of 

data is part of the UK’s social contract. This should educate, 

inform and encourage people to participate in research for 

all healthcare conditions. 

The recent Public Health England Review, ‘Beyond the data: 

Understanding the impact of Covid-19 on BAME groups’ 

concluded:

‘An analysis of survival among confirmed Covid-19 cases 
showed that, after accounting for the effect of sex, age, 
deprivation and region, people of Bangladeshi ethnicity 
had around twice the risk of death when compared to 
people of White British ethnicity. People of Chinese, Indian, 
Pakistani, Other Asian, Caribbean, and Other Black ethnicity 
had between 10 and 50 per cent higher risk of death when 
compared to White British. These analyses did not account 
for the effect of occupation, comorbidities, or obesity. These 
are important factors because they are associated with the 
risk of acquiring Covid-19, the risk of dying, or both. Other 
evidence has shown that when comorbidities are included, 
the difference in risk of death between ethnic groups among 
hospitalised patients is greatly reduced. The unequal impact 
of Covid-19 on BAME communities may be explained by 

a number of factors ranging from social and economic 
inequalities, racism, discrimination and stigma, occupational 
risk, inequalities in the prevalence of conditions that increase 
the severity of disease including obesity, diabetes, CVD 
and asthma. Unpacking the relative contributions made 
by different factors is challenging as they do not all act 
independently.’ 2

It is essential that these inequalities are further investigated 

and addressed, and one element of that must be greater 

inclusion of BAME participants in health research. The 

Covid-19 crisis has brought the reality of health inequalities 

in the UK into the spotlight. The Association of Medical 

Research Charities (AMRC) believes that the Covid-19 

pandemic should be a ‘catalyst for change, embedding 

diversity and inclusion into trials from the outset.’

Seventeen per cent of all patients in the RECOVERY trial were 

from a BAME background, compared with 14 per cent of the 

UK population, but they made up 35 per cent of the cases 

of Covid-19 in intensive care units3. NIHR has undertaken 

specific research on Covid-19 in the BAME population, but 
efforts are needed to address the under-representation of 
BAME participants in all health research. 

To do this, the data must be available. Addressing inequalities 

is hampered when clinical trials fail to collect data on 

recruitment by ethnicity, as trial designers lack the vital 

information needed to identify and address biases in the 

recruitment process. The scale of this problem is severe and 

affects a variety of disease areas; the Cancer Research UK 
(CRUK) submission noted that of the 1,518 Covid-19 studies 

on ClinicalTrials.gov in mid-June 2020, just six were collecting 

ethnicity data. To address this, comprehensive ethnicity data 

collection should be routine, including on death certificates. 
This data should be readily available to local health and care 

partners – as well as researchers – to inform actions.

Addressing BAME participation in research is vital, but there 

are other very important causes of health inequalities which 

must also be considered when designing research, such as 

deprivation, frailty and vulnerability. The NIHR Collaboration 

for Leadership in Applied Health Research and Care North 

West Coast developed a toolkit to ensure that researchers 

consider causes of inequality and embed these within their 

design and implementation plans alongside robust public 

involvement. This approach should be encouraged and 

utilised more widely.

Section 1: Citizens engaged in research
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Alongside this, steps need to be taken to address the systemic 

barriers to equality in trial participation. Achieving this will 

require greater patient engagement in the development 

of clinical trials so that equity of access is given greater 

consideration during all stages of the clinical research pathway. 

Recommendation 2: The recommendations of Professor 

Fenton’s review into the impact of Covid-19 on BAME 

communities should be implemented in full to ensure that 

all communities are engaged with and included in health 

research. These should be expanded to cover all health 

research, and not just Covid-19. All health research policies 

should be reviewed to ensure they are compliant with the 

Public Sector Equality Duty. 

Studies shared by AMRC demonstrate that the public are 

largely supportive of health research and would like to be 

involved. Seventy-two per cent of people say they want to be 

offered opportunities to be involved in clinical trials of new 
treatments. Seventy-seven per cent would be willing to allow 

their medical records to be used in a research study if the data 

were anonymised. 

In its submission the Health Research Authority (HRA) 

identifies that the main barrier to recruitment into trials is 
not potential participants saying no, rather it is individuals 

not being asked to participate in the first place. There are 
welcome initiatives from independent organisations such as 

PatientsLikeMe and usemydata to encourage patients to ask 

about trials, and to share their anonymised data for research. 

Initiatives such as these – as well as NIHR’s Be Part of Research, 

are welcomed – and should be encouraged. However, it is 

vital there is a joined-up and coherent effort across the NHS 
and Government. AMRC highlights the importance of clarity 

for patients, saying, ‘efforts must enhance the opportunity 
to find and recruit patients and the public to participate in 
research and not duplicate efforts, cause confusion or damage 
trust. Duplication of services, or an excess of options or 

information could cause people to feel overwhelmed, leading 

to disengagement.’

HRA recommends that NHS Trusts and GP practices could 

routinely ask new and existing patients about taking part in 

research, as well as whether their tissue samples and data 

could be used for research. HRA also believes that inviting 

patients to join research could be more proportionate; 

highlighting that many researchers and sponsors do not 

take advantage of existing opportunities to use a more 

proportionate approach to participant information and 

consent. HRA has produced guidance in this area and is 

considering guidance on co-enrolment to further support 

proportionality where appropriate. It also advises the provision 

of written translations and ensuring local provision of verbal 

translation could also ensure recruitment of a wider diversity 

of participants. 

 

Covid-19 has shown some good examples of trusts and 

organisations engaging with and prioritising health research. 

Barts Life Sciences Covid Research Centre platform trained 

and deployed 120 clinical research volunteers across five 
acute hospitals in east London, including Nightingale London. 

The Centre also delivered a film about clinical trials in nine 
languages, and established e-consent inside the Covid-19 red 

zones. It developed a master dataset of nearly 4,000 patients, 
linked to the DISCOVERY Primary Care Dataset of 2.2 million. 

As a result, 3,070 participants were enrolled into Covid-19 

studies, and 1,952 into NIHR portfolio/Chief Medical Officers/
Urgent Public Health studies. It also gave consent for 1,200 

patients to use discarded samples for research under the 

Barts Bioresource. The NIHR Clinical Research Network was 

Figure 2: Trials Connect Volunteer Research Card
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fully engaged, and this platform has evolved into the Barts Life 

Sciences Covid Research Unit. The platform also developed 

a ‘Research Connect’ card in several languages which allows 

a relative or healthcare professional to know that a person 

who may be incapacitated would have wished to have been 

involved in research. 

 

To address AMRC’s point around clarity, and to enable as 

many people as possible to consent, patients should easily 

be able to opt in to participation in research at any time. 

Arguments for auto-enrolment are compelling, but risk 

alienating people at a time when goodwill towards research 

is high. 

Recommendation 3: Patients should be able to give consent 

for ‘willingness to participate’ in research in advance of 

illness, to be noted on electronic patient records; either 

a ‘self-service’ dynamic consent model via the NHS 

App, or a card that can be carried, such as the Research 

Volunteer Card. This platform should link to the online 

data-enabled	find,	recruit	and	follow-up	service	outlined	in	
Recommendation 4.

Genetic Alliance UK highlighted how over 95 per cent of 

rare diseases lack treatments. They identify that those 

with a rare disease often have a strongly positive attitude 

to research and participation, however populations are 

small, geographically dispersed and the diseases are often 

progressive, leaving a small window of opportunity for 

inclusion in a study. Even if a patient has opted into research, 

as set out in recommendation 3, they may not always be 

aware of the studies they could be suitable for, particularly if 

they are living with a long-term condition. 

The UK has tremendous strengths in experimental medicine 

that can underpin trials in patients with rare diseases 

and stratify common diseases for development of more 

personalised therapies. The NIHR BioResource provides 

a nationally accessible resource of more than 150,000 

volunteers from the general population who have expressed 

a willingness to be contacted about clinical research. They 

provide health and lifestyle information, access to their 

medical records, and biological samples for genomic and 

other analyses. 

To encourage a more diverse recruitment into trials, IQVIA 

and many of the industry participants recommend that 

healthcare professionals should be able to digitally search 

electronic medical records and directly contact patients and 

invite them to participate in research. However, this ‘Right to 

Write’ would be a labour-intensive process, and the UK should 

look to develop a more ambitious approach to achieve the 

same objective. 

The Chief Scientist at Genomics England believes there 

should be a national digital trials platform to enable rapid 

identification of potential trial or cohort participants, which 
would offer real benefits for clinicians and researchers. A 
national find, recruit and follow-up service for trials would 
require the bringing together of a variety of datasets, 

including those owned by NHS Digital, Hospital Trusts, 

primary, community and social care, as well as genomic 

information, where appropriate. Together this portal 

would offer a powerful tool and act as a catalyst for inward 
investment. 

Recommendation 4: A single national online data-enabled 

find,	recruit	and	follow-up	service	for	use	by	clinicians	and	
researchers should be developed – incorporating a wide 

range of datasets – enabling a streamlined approach to 

identifying individuals and cohorts of patients. This would 

facilitate the ‘Right to Write’, enabling researchers and 

clinicians to search clinical records and directly contact 

patients who might be suitable for a clinical research 

relevant to their condition. This would be targeted at those 

who have indicated consent under Recommendation 3, 

once	the	patient	consent	model	has	achieved	sufficient	
critical mass. This online portal should be centrally funded 

from the 2020 Comprehensive Spending Review.

This national find, recruit and follow-up service will provide a 
world-leading service for clinicians and researchers. But it is 

also important that patients are engaged with research and 

have the opportunity to explore how and where they could 

participate. 

There are some excellent examples of charities supporting 

recruitment into clinical trials. One of the examples 

referenced by several participants was the Join Dementia 

Research platform, which allows people to register their 

interest in participating in dementia research and to be 

matched with suitable studies. It is a partnership between 

NIHR and three dementia charities – Alzheimer’s Research 
UK, Alzheimer’s Society and Alzheimer’s Scotland – and it 
allows everyone to have the chance to understand what 

dementia research is taking place, both in their local area and 
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across the nation. It also connects researchers with people 

who want to participate in studies. The Parkinson’s UK 

Take Part Hub and Duchenne UK’s Clinical Trial Finder are 

other good examples of charity activity in this area. More 

broadly, NIHR’s Be Part of Research enables people – even 

those who do not have a health condition – to participate in 

health and social care research taking place across the UK. 

In Scotland, Register4Share is an NHS Research Scotland 

Initiative to establish a register of people, aged 11 and over, 

who are interested in participating in health research or 

willing to share any spare blood left over following routine 

clinical tests. 

These excellent examples need to be replicated on a 

much larger, more centralised scale to support clinical 

trials recruitment across the UK. This is not to replicate 

or replace clinicaltrials.gov, rather it is a public-focused 

service, to enable patients to find out about available trial 
options in a simple and accessible manner. 

Recommendation	5:	Alongside	the	national	find,	recruit	
and follow-up service for clinicians and researchers, 

there should be a single national online portal for 

patients to access research options in all healthcare 

conditions and regions across the UK, building on 

initiatives such as NIHR’s Be Part of Research, or 

Register4Share in Scotland, as well as charity initiatives 

such as Join Dementia Research. It should be accessible, 

user-friendly	and	designed	specifically	with	patients	and	
the public in mind. 

Many of the participants highlighted the importance of 

putting the public at the centre of research and identified a 
clear role for patient representatives at every stage of trial 

design and implementation. Patient engagement should 

start at the point of trial design, engaging with patients on 

identifying outcomes, and ensuring that the study reflects 
patients’ priorities. 

Roche identified that there are already some good 
initiatives in this area, including those by HRA, the 

Association of the British Pharmaceutical Industry (ABPI) 

and NIHR. However, there is a role to bring them all 

together and consider how the UK can be more ambitious 

and world-leading in this area. Pfizer recommended that 
the NIHR’s patient-participation workstream could be 

greatly expanded to ensure that patients have a say not 

only in the way trials are run, but also in the data collected 

and the endpoints against which new treatments are 

measured. The approach to engagement needs to be 

pragmatic, balancing the need to obtain meaningful input 

with the need to ensure a rapid start to the studies, and 

maximising UK patients’ ability to participate in clinical 

research. 

HRA acknowledged that early Covid-19 research was being 

designed without adequate public involvement. Analysing 

the first 40 applications received through the HRA’s Covid-19 
fast-track study review service revealed that only 20 per 

cent of the applications said they had or intended to involve 

the public in their study. This compares to 78 per cent in a 

similar period last year. To address this, HRA has established 

a UK Covid-19 Public Involvement in Research database 

which aims to match researchers planning Covid-19 studies 

with the most appropriate public involvement groups, 

networks, or individuals. This will help ensure that future 

research can have full patient and public involvement 

without compromising the need for speed. 

There are also longstanding issues with communicating 

the outcome of trials to patients. It is well known that 

when research is carried out openly and transparently 

everyone benefits. Whilst this is part of HRA good practice 
guidelines, it is not routinely done, and information 

governance or consent are too often blamed. This must be 

rectified, and the progress and outcome of trials routinely 
communicated. 

Recommendation 6: Patients and the public should 

be meaningfully informed and involved throughout 

research, although this must not be allowed to impact 

timelines. There should be greater adherence to the 

principle of communicating research progress and 

results as they become available. Ideally this should 

not be limited to the end of the programme, and 

should include frequent updates on the progress of the 

research.

AMRC highlights the need for people-powered research 

and regulation. It identifies that one of the current barriers 
to inclusion is overly restrictive inclusion criteria, coupled 

with broad exclusion criteria, which further exacerbates 

accessibility issues for certain groups. For example, 

Autistica was unable to find a single epilepsy treatment 
trial in over 1,400 that included autistic people, despite a 

strong link between epilepsy and autism.  
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Recommendation 7: There should be a presumption 

of research inclusion; exclusion criteria must not be 

too	broad	and	must	be	justifiable.	Where	patients	are	
excluded, reasons for exclusion should be sensitively and 

clearly communicated to make it clear that the research 

is not suitable for the patient, rather than the patient not 

suitable for the research.  

There are numerous barriers to research, including those 

relating to excluded populations highlighted earlier, and 

practical barriers to participation such as geographical 

remoteness or limited transport to the trial site. Many 

patients – particularly those with terminal illnesses – are 

deterred from participating by the time commitment 

that some trials require. One of the ways to overcome 

these barriers would be to decentralise trials and deliver 

them in the local community. This will enable research to 

become part of everyday life and accessible to those who 

do not live within the locality of a leading research-active 

hospital. 

 

Pfizer describes an example of digital technologies being 
incorporated into clinical trials in the US to investigate a 

treatment for stasis dermatitis. The study uses a mixture 

of home visits, telemedicine and home care to eliminate 

the need for repeated hospital visits and deliver the 

clinical trial within the patients’ homes. Enrolled patients 

are asked to complete a daily questionnaire and upload 

photographs of the affected skin which can be taken on 
their smartphones through a specially designed app. 

Patients will also have a weekly visit with their study coach 

and can expect at least three home visits from a qualified 
clinician throughout the 14-week trial. 

During the Covid-19 pandemic Novartis was able 

to maintain many of its clinical trials by developing 

pragmatic solutions in partnership with regulators. To 

do this, the partners rolled out guidelines to allow for 

clinical trials to be conducted safely at patients’ homes, 

including the use of home delivery of the investigational 

medicinal product (IMP). Consultations with healthcare 

professionals (HCPs) were conducted remotely, and only 

where necessary would HCPs visit patients’ homes. The 

Director of the NIHR Cambridge BRC highlighted the 

speed and enthusiasm with which virtual consultations and 

monitoring were adopted during the Covid-19 pandemic, as 

well as remote safety visits, e-consents, and remote pre-

screening for trials.  

Whilst this was an exciting opportunity, AMRC acknowledges 

that for some complex early-stage trials a more localised 

approach may not be feasible, as they require the 

infrastructure and services that come with larger research-

established hospitals. LifeArc also identifies that there are 
challenges with Technology Enabled Care Services (TECS) in 

clinical research. Self-reported measures are often inaccurate 

and subjective. Many still require some visits from healthcare 

professionals to administer the IMP or assist with the 

monitoring. Some of these barriers could be overcome with 

access to better devices to monitor patients and administer 

medicines.  

CRUK believes that the UK should seize the opportunity 
to make participation in clinical research more accessible 

by building on the rapid emergence of TECS during the 

pandemic. If maintained, this has the potential to improve 

patients’ quality of life and ease capacity issues as well as 

recruit previously inaccessible patients. In order to make 

the UK a world leader at delivering decentralised trials, 

CRUK believes that the Government (in consultation with 

regulators, patient organisations, clinicians and the medical 

research sector) should create a new regulatory framework 

encompassing both remote consultation and home delivery 

as a connected system. By becoming one of the first 
countries to fully adopt decentralised trials, the UK would 

advance its status as a regulatory innovator and support 

the Government’s strategy of expanding clinical research 

activity in under-served regions. This will require further 

consideration, and the development of a clear framework to 

maintain patient safety, preserve data privacy and facilitate 

collaborative working whilst ensuring equity of opportunity 

to be involved in studies. 

Recommendation 8: In order to bring research closer to 

patients and help engage those currently excluded from 

research, there should be a new regulatory framework to 

enable greater use of TECS, such as remote monitoring, 

video follow-ups and home delivery of IMP. 
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As outlined in the introduction, the UK has a research 

infrastructure that has led the world during the Covid-19 

pandemic. In periods of business as usual, however, 

the UK’s record is more mixed. Data suggests that the 

UK is five times slower than the US and twice as slow as 
Poland in setting up clinical trials4. According to the Life 

Science Competitiveness Indicators, the UK is fourth in 

the world for the number of patients enrolled in clinical 

trials, behind the US, Germany and Spain, yet the UK’s 

global share of patients recruited to clinical trials is 

falling5. According to IQVIA the UK is also one of the most 

expensive countries in the world in which to conduct 

research. UK study fees vary between each NHS Trust, 

and negotiations can be protracted, which further delay 

start-up times.  

During the Covid-19 pandemic the HRA has been offering 
a much faster service to applicants for Covid-19 research 

approvals, co-ordinated across the four nations. The 

median approval timeline for standard review is 80 

days, whilst for Covid-19 fast-track review it is seven 

days, representing a 90 per cent reduction in average 

timelines. This has been made possible by enhancements 

to the approvals processes, staff roles and technology, 
an overall reduction in applications for new studies and 

amendments to existing studies, stopping the review 

of master’s student studies, staff working long hours 
during lockdown, staff diverted from other work to 
support Covid-19 approvals, Research Ethics Committee 

meetings taking place via videoconference, over 150 

volunteer Research Ethics Committee members taking 

part in expedited reviews, the introduction of an out-of-

hours telephone service supported by expert advice, and 

researchers responding swiftly to requests. 

This is clearly unsustainable, however an exploration of 

how some of this speed can be retained without putting 

an undue burden on staff would be welcomed. HRA has 
confirmed that it is planning a review of its future model 
of research approval to ascertain whether it is possible to 

retain some of the speed and processes that have been 

operational for the Covid-19 pandemic in a manner that 

is sustainable for staff and the organisation. Through 
the review the HRA aims to agree and implement an 

evolved model for research which is more proportionate, 

streamlined and user-friendly. This work will be done in 

collaboration with stakeholders, as well as the devolved 

administrations, other regulators and the Government.  

During this process, the authority should explore the 

possibility of continuing progress towards a single combined 

MHRA-HRA application dossier to reduce the administrative 

burden placed upon researchers looking to initiate clinical 

trials in the NHS. It should also consider stratification 
of clinical research according to risk, with lower-risk 

research needing only lighter (and faster) scrutiny. Industry 

participants recommended a long-term goal of 15-day 

approval standard for simple protocols and a 30-day 

standard for those that involve complex, innovative design. 

 

The HRA identifies that there has been a sharp increase 
in the number of complex innovative design studies, 

particularly platform trials, in recent years. The most 

notable is the Covid-19 RECOVERY trial, but they are 

operational in other areas of research. For example, Great 

Ormond Street Hospital, The Brain Tumour Charity and 

Cancer Research UK have set up a clinical trial – called 

BIOMEDE – testing three drugs for a deadly and aggressive 

childhood brain cancer, which allows all participants 

to benefit due to its flexible design. Each child who 
participates in the study initially receives one of the three 

drugs, depending on their tumour sub-type, alongside 

radiotherapy. If a drug appears not to be working the 

adaptive nature of the trial means it can be dropped in 

favour of an alternative. The flexible design of BIOMEDE 
will maximise any chance of recovery and will speed up 

development of therapies for children with these brain 

tumours. Similar approaches have been adopted in adult 

clinical studies, such as the multi-arm, multi-step FOCUS-4 

trial in colorectal cancer. 

Many participants want to see a greater number of 

pragmatic studies using adaptive trial design to help 

increase recruitment and shorten delivery, although they 

caution that this must not be at the expense of important 

subgroup outcomes. There is need for further discussion 

about the appropriate balance between the risk profile 
of activity against the risk profile of participants for 
these trials. As platform trials become more prevalent 

there should be appropriate guidance and training for all 

stakeholders to grow the expertise in this area. 

Researchers also have a role to play in speeding up 

research by developing simpler, shorter protocols. Despite 

being a large and complex platform trial the protocol for 

the Covid-19 RECOVERY trial was just 19 pages, excluding 

appendices6. 

Section 2: World-leading research organisations
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Recommendation 9: The Medicines and Healthcare 

Products Regulatory Agency (MHRA) and HRA should 

continue their progress towards a single combined 

application dossier to reduce the administrative 

burden placed upon researchers looking to initiate 

health and care research. They should also stratify 

applicant health and care research according to risk, 

with lower-risk research needing only lighter – and 

faster – scrutiny. They should aspire to a long-term 

goal of a 15-day approval standard for simple protocols 

and a 30-day standard for those that involve complex, 

innovative design. Researchers also have a role to 

play by developing shorter, simpler protocols whilst 

maintaining compliance with international standards.

As a result of the multiplicity of NHS Trusts, each as its 

own legal entity, it can sometimes appear to commercial 

partners that the UK system is competing against itself, 

trust against trust, rather than competing in a global race. 

Examples were provided of some cases in which patients 

were not referred to a suitable clinical trial as it was 

taking place at a neighbouring trust. Without a national 

approach to clinical trials in the UK it will not be possible 

to compete in terms of the patient numbers, population 

coverage and diversity provided by countries such as 

China and Brazil. Despite the advantages of recruiting 
more patients to each site, in terms of efficiency and 
quality of the study, UK sites do not always maximise 

the number of participants. A particular challenge is the 

disincentive to large studies created by the possibility 

of setting low recruitment targets with the expectation 

of surpassing them, rather than aiming for ambitious 

targets. 

 

Despite the introduction of the Model Clinical Trials 

Agreement the process of confirming NHS Trust ‘capacity 
and capability’ remains inconsistent between trusts. 

This is a major factor in delaying study start-up, thereby 

reducing the available recruitment period and placing 

at risk the opportunity for UK patients to participate in 

research given that recruitment to most trials is globally 

competitive. Processing of legal agreements can also 

cause a bottleneck within trusts, and the capacity to 

review them needs to be increased, or a method of 

shared legal approvals between trusts developed. 

 

One way to address this is to consider which elements 

of clinical trial management can be done centrally, 

rather than at trust level. Some industry participants 

recommended the introduction of a simplified, time-
bound and consistent process for the initial assessment 

of ‘capacity and capability’, collaboratively developed 

and then mandated for use in every trust. This could 

include the centralisation and digitisation of some 

aspects of the assessment – such as data searches – to 

reduce set-up times and ensure a consistent service. 

This should run in parallel with the regulatory and ethics 

approvals process so that full UK approvals are in place 

within a fixed time period for the vast majority of studies. 
Alongside this, there could be annual assessment of trusts’ 

performance in clinical trials, including compliance with 

national templates and performance against key metrics, 

conducted by NHS England and NHS Improvement (NHSEI) 

in partnership with NIHR.  

Recommendation	10:	There	should	be	a	simplified,	time-
bound and consistent process for the initial assessment 

of ‘capacity and capability’ of NHS Trusts to participate 

in	specific	research;	collaboratively	developed	and	then	
mandated for use in every trust. Ideally, some aspects 

– such as data searches – should be centralised and 

digitised, to reduce set-up times and ensure a consistent 

service. This should run in parallel with the regulatory 

and ethics approvals process so that full UK approvals 

are	in	place	within	a	fixed	period	for	most	studies.	

Novartis also has concerns about the National Costing 

Template, which could be a source of competitive 

advantage for the UK. However, this is often amended 

by sites, leading to lengthy negotiations on study costs. 

Drawn-out contracting and legal processes can add further 

delays to recruitment. During the Covid-19 pandemic it was 

possible for the authorities to enforce national standards 

in trial set-up and to expedite local processes, although 

this is not the case for other trials, which can result in 

significant delays despite initial enthusiasm and approval. 
 

IQVIA also wants to see centralised contracting and a single 

research tariff to make the UK price competitive. In the 
global clinical trial environment, the UK has a reputation 

for being an expensive research destination.  This is due to 

significant variation across NHS Trusts in research-pricing 
schedules. This can create further delays for starting 

multicentre studies, as prices must be negotiated at 

each trust. Centralised contracting supported by a single 

national research tariff would not only negate such delays 
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but ensure that NHS patients receive equitable access to 

study sites based on expertise not price. 

Infrastructure improvements are required to speed the 

evaluation and set-up of trials in secondary care. The per-

patient costs received by a trust for entering a patient into 

an academic trial are a small proportion of that offered 
for an industry trial. These costs need to be increased to 

support recruitment, consent and follow-up and should be 

relative to the complexity of the study and the length of 

follow-up. 

Recommendation 11: Adherence to the core elements 

of the National Costings Template should be the norm, 

with deviation only in exceptional circumstances. NHSEI 

– working with the NIHR – should include key metrics of 

R&D performance such as number of patients enrolled 

per trial, number of patients screened for inclusion, 

and speed of trial set-up in their regulatory oversight of 

NHS Trusts. This nationwide monitoring of performance 

should be backed up by granular benchmarking of clinical 

research performance, such as cost and scale, through the 

Life Science Competitiveness Indicators.

Significant progress has been made in recent years 
in speeding up ethics approvals. Currently every NHS 

Trust must provide local approval (through 87 local 

ethics committees) for commercial studies that already 

have the required national and ethical approval. This 

fragmented ethics system does not have the capacity – nor 

sometimes the expertise – for efficient review, making 
starting multicentre commercial clinical trials in the NHS a 

process that can take up to 18 months, putting the UK at a 

competitive disadvantage. 

A centralised single National Ethics Committee with full-

time expertise specifically set up to review academic and 
commercial research would be able to deliver rapid and 

quality ethics approval and, crucially, would have the 

appropriate expertise in next-generation research – for 

example, real-world studies, genomics/proteomics, virtual 

research, synthetic/in silico studies, adaptive and applied 

designs. The devolved nations should also move towards a 

single committee in each nation, supporting the work of the 

National Ethics Committee. HRA is already exploring this 

possibility and should be given the resources required to 

support its findings.  
 

If a single, centralised approach was prohibitively expensive, 

then greater guidance and training should be given to ethics 

committees to ensure standardisation of review. There 

should also be an analysis of the number of applications 

that are rejected first time and require resubmission, to 
identify what could be done to increase the number of first-
time approvals.  

Recommendation 12: There should be a single National 

Ethics Committee with full-time expertise able to deliver 

rapid and high-quality ethics approval. This should be 

supported by specialist professional committees with 

detailed	knowledge	of	specific	areas.	If	a	centralised	
approach is not possible there should be consideration 

of a greater standardisation of review between the 

committees.  

It is vital that research is designed in a way that offers 
‘actionable evidence’ that can be used to inform decision-

making in all parts of the regulatory and healthcare system. 

One participant suggested that MHRA and NICE have a 

role to play in working with research sponsors – both 

industry and academic – to define trials that will produce 
clearly ‘actionable evidence’ to meet not only safety and 

efficacy tests for MHRA, but also support NICE’s cost-
effectiveness assessment. Evidence from the US Food and 
Drug Administration (FDA) suggests that only around 6 per 

cent of the trials it is seeing for Covid-19 are likely to produce 

‘actionable’ evidence, which raises questions about the 

benefits of that research. 

Similarly, research must be designed to generate the 

evidence needed for policymaking and commissioning of 

patient services at a regional and local level. Too often, the 

research required to understand the ‘place-based’ service 

needs is not being done, or where it is done it is not being 

shared between localities. There is a role for Integrated Care 

Systems (ICSs) in commissioning the research relevant to the 

local population and aligned to the strategic needs of the 

locality.  

Recommendation 13: Research should be focused on 

‘actionable evidence’ which supports regulatory, cost-

effectiveness,	equitable	decision-making,	as	well	as	the	
commissioning of local services, tailored to community 

needs. This requires more proportionate funding of 

applied research and its closer integration with trials. 

MHRA and NICE should work with trial sponsors – both 
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industry and academic – to ensure trials produce clearly 

‘actionable evidence’ which meet not only safety and 

effectiveness	thresholds	for	the	MHRA	but	can	also	be	
useful	when	considering	cost-effectiveness	and	equity.	
ICSs should be resourced to commission translational and 

applied research relevant to the local population which 

is aligned to ‘place-based’ services and strategic needs 

relevant to the locality.

  

There was consensus amongst participants that the UK 

could have done more to be ready for a pandemic threat. 

There have been six major viral threats in the past 20 

years – SARs, MERS, H1N1, Ebola, Zika and now SarsCOV2 

– and there are likely to be more. To ensure that the UK is 

prepared for any future pandemic or bioterrorism threat 

there should be plans in place across the whole health 

community for rapid collaboration and coordination in the 

event of an incident. Currently emergency planning in the 

NHS covers a variety of scenarios, but does not routinely 

include health research, despite the fact that during such 

incidents there is a need for data and outcome measures to 

learn and adapt the approach to mitigate the effects. 

To address this gap there should be an NIHR Health 

Emergencies Planning Group bringing together the Clinical 

Research Network, the Biomedical Research Centres, clinical 

research facilities, MRC/NIHR Trial Methodology Research 

Partnership, UK Clinical Research Collaboration Registered 

Clinical Trials Units (UKCRC CTUs) and the Applied Research 

Collaborations infrastructure. This group would develop 

an NIHR and multi-funder pandemic and bioterrorism 

research plan with clear structures and groups to mobilise 

research rapidly, in partnership with the NHS. It should be 

responsible for maintaining a suite of template experimental 

medicine and adaptive outcome platforms for trials. It 

should operate on a UK-wide basis, working collaboratively 

with organisations from the devolved nations.

 

Recommendation 14: A UK Health Emergencies Research 

Planning Group should be established; led by the NIHR, 

with support from the Clinical Research Networks, 

Biomedical Research Centre Network, Clinical Research 

Facilities, MRC/NIHR Trial Methodology Research 

Partnership, UKCRC CTUs and Applied Research 

Collaborations and funded by multiple agencies. It should 

include the appropriate organisations from the devolved 

nations to ensure it is taking a UK-wide approach. This 

would develop innovative, adaptive research plans with 

clear structures and groups that mobilise health and care 

research platforms instantly on a standardised UK-wide 
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Data has long been hailed as the future – and sometimes even 

saviour – of the health system. However, the reality is more 

complex. The health and care sectors now have access to more 

data than ever, yet pseudonymising, aggregating, cleaning and 

curating the data is a complex, costly and time-consuming 

process. Any activity involving patient data must also be 

carefully conducted, to ensure that the appropriate levels of 

confidentiality, security and patient consent are in place.  

A fragmented approach to IT systems and data exists within 

the research space, as trials use different interfaces to share 
information and data between the trial sponsor and the HCPs 

conducting the research on the ground. This often requires 

clinical research nurses and others to be familiar with a range 

of these systems, each of which operates slightly differently. 
Streamlining and standardising these systems will reduce 

the administrative burden on those conducting the trials and 

reduce research set-up and delivery time.  

Recommendation 15: The research portfolio consists of 

studies led by academia and industry who use a range of 

systems to interface with the clinical research network. 

This adds complexity to the role of the end users, normally 

clinical research nurses. To address this fragmentation 

there should be common standards for digital platforms for 

the conduct and delivery of research. This would contribute 

to a reduction in set-up and delivery times.

  

The sharing of patient data can be a complex topic. The 

national data opt-out allows a patient to choose if they do 

not want their confidential patient information to be used for 
purposes beyond their individual care and treatment, such as 

research and planning. As of 1 June 2020, 1,578,380 people in 

the UK had opted out7.

However, in cases where a patient has given consent, and 

their data is anonymised, for any onward transmission of 

that data – even in aggregated form – consent needs to 

be obtained from all the relevant data controllers. This 

can significantly slow research and have an impact on 
organisations’ ability to collaborate. A more pragmatic 

approach should be taken to streamline this process or 

allow one data controller to act on behalf of multiple data 

controllers under a delegated authority.

Recommendation 16: Currently, researchers need to ask 

permission from all the data controllers for onward data 

sharing. Yet there are good reasons for onward sharing of 

data, including checking validity, supporting meta-analyses, 

and designing future research. There should be delegated 

authority to act on behalf of multiple data controllers and 

share information as required, taking a balanced approach 

to risk, building on the work of the HDR UK Data Alliance.

The submission from NHS DigiTrials explains that the 

RECOVERY Trial was possible at such speed and scale 

because it was able to gain access to a variety of existing data 

sources, such as Secondary Use Service, Hospital Episode 

Statistics, Personal Demographic Service, disease registries, 

and community prescribing across England, Scotland and 

Wales. These data sources have long existed, but the success 

has been in gaining access in a timely manner, overcoming 

technical and information governance issues, and developing 

data management software pipelines. The data has also been 

converted from raw data (in a variety of formats) to CDISC-

compatible trial analysis datasets. NHS DigiTrials and its 

partners have driven much of this work, with identification 
of NHS data being done by NHS Digital and equivalent 

organisations in Scotland and Wales. The aggregation 

and processing of this data has been done at the Big Data 

Institute and Clinical Trials Service Unit in Oxford, supported 

by HDR UK and the NIHR Oxford BRC.  

Even prior to the pandemic, large-scale, data-driven trials 

were possible. Novartis describes the ORION-4 trial led by 

Oxford University as an example of an innovative large-

scale trial. This trial – in cardiovascular disease – aims to 

recruit 12,000 participants in the UK and was supported 

by a NHS Digital pilot in accessing national health data to 

identify one million eligible patients across 40 hospitals. 

This provided faster, earlier assurance on the feasibility 

of the trial, identified a more diverse range of sites than is 
usually possible for large-scale trials, and enabled a wider, 

representative cross-section of the UK population at risk 

of cardiovascular disease to participate. Thoughtful design 

and effective use of digital tools mean the trial is due to be 
completed on time, at high quality, for a fraction of the cost of 

similar recent trials.  

Yet these experiences are not routine. Data from NHS 

DigiTrials shows that in a review of publicly listed applications 

for data only around 3 per cent of UK trials successfully 

accessed routine clinical healthcare data in the past five 
years. The most commonly used datasets were those for 

mortality (76 per cent) and hospital admissions (55 per cent), 

from NHS Digital (68 per cent) and ISD Scotland (22 per cent).  

Section 3: Data and the digital revolution
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During the Covid-19 pandemic, the Secretary of State for 

Health and Social Care’s Notice under Regulation 3(4) of 

the National Health Service (Control of Patient Information 

Regulations) 2002 has facilitated the ability to access, transfer 

and analyse health data. In Cambridge, this has allowed for 

the creation of the EpiCov database, a nationally accessible 

database providing clinical data from patients admitted 

to Cambridge University Hospitals with Covid-19, with 

appropriate controls.  

This notice cannot last indefinitely, and steps need to be taken 
to unlock the potential of UK health and care data. Novartis 

highlights access to data as one of the barriers to clinical 

research in the UK. Its submission states, ‘Whilst the NHS 

does offer a number of robust data assets and many NHS 
sites have adopted secure electronic medical records, sharing 

of data with industry partners remains limited. In many cases, 

NHS Trusts are reluctant to share data due to privacy or GDPR 

concerns, whilst the fragmented nature of the NHS’s data 

landscape means there is a lack of interoperability between 

sites and within industry. Despite the potential advantages 

of being a single payer national health system there are 

challenges in developing fully integrated healthcare records. 

These could help rapidly identify and enrol participants, yet 

too often there is not full integration of secondary care patient 

records with primary care or laboratory data.’ 

Roche believes the current approach to healthcare data is 

fragmented and several national agencies have overlapping 

roles. To address this, the UK urgently needs a single clear 

strategy towards maximising the use of healthcare data. 

Roche believes that this strategy should be jointly owned 

by the Department of Health and Social Care (DHSC) and 

the Department for Business, Energy & Industrial Strategy. 

This national strategy should systemise the UK’s rich health 

data ecosystem to improve site identification and accelerate 
patient recruitment. This should include digitising NHS 

systems and standardising electronic health records and 

introducing e-consent, as set out in recommendation 3. 

  

Roche also highlights the increased use of real-world 

evidence to complement trial datasets. Digital technology and 

developments in data science are allowing the curation of 

unstructured clinical information captured in electronic health 

records. This data can then be used to create high-quality, 

‘regulatory-grade’ de-identified datasets that can generate 
insights to answer a broad range of regulatory, medical, 

exploratory, and commercial research questions. This could 

include ‘virtual control arms’ using modelling based on 

real-world evidence datasets instead of collecting data from 

patients recruited to a trial and assigned to the control arm/

standard of care. Much of this evidence is already routinely 

gathered, but needs to be combined into longitudinal 

datasets, which are of growing importance for future life 

science research. The Health Data Research Hubs provide an 

excellent foundation on which to build.  

However, this must not be done at the expense of public 

trust and confidence in NHS data, as poor experiences have 
serious potential to erode the existing appetite for research 

amongst the public.  

Recommendation 17: The extensive but uncoordinated 

potential of UK health and care data should be unlocked. 

To do this there should be a single cross-Governmental 

National Health and Care Data Strategy to overcome 

the lack of connectivity between datasets, building on 

the work of HDR UK Hubs and NIHR Health Informatics 

Collaboratives (HICs). This should include datasets at 

primary, secondary, tertiary, community and social 

care level, including those owned by local authorities. 

This should be linked to the single UK online portal for 

research outlined in Recommendation 4.  Alongside this, 

there should be a consistent, standard approach to the 

governance, process and contracting for access to real-

world data to simplify the process and ensure alignment 

between the many organisations within the NHS.

The evidence from the Applied Research Collaborations 

(ARCs) identify a lack of data science capacity and expertise in 

NHS Trusts to make use of their large volumes of clinical data. 

The problem becomes particularly apparent when routine 

clinical datasets from different trusts are pooled for research. 
Each trust has a different electronic patient record, so lengthy 
‘data wrangling’ processes are needed to convert the data 

into a form that can be used for research. The ARCs identify 

examples of where this took many weeks, preventing a rapid 

response to the crisis. There are similar issues identified 
at local level with datasets owned in primary, community, 

and social care as well as those owned by local authorities. 

As a result, participants recommended investment in 

data science units at research-active NHS Trusts and local 

authorities, ideally in shared positions with universities and 

working closely with NIHR HICs, Local Health and Care Record 

Exemplars (LHCREs) and HDR UK Hubs to ensure a consistent 

approach to data gathering, curation, storage and sharing.  
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Recommendation 18: Data science units should be 

established at research-active NHS Trusts and local 

authorities – ideally in shared posts with universities – to 

curate and analyse clinical data. These should work closely 

with the HDR UK Data Alliance, NIHR HICs, LHCREs and HDR 

UK Hubs to ensure a consistent approach. 

DATA-CAN recommends the establishment of a Real Time 

Data Trusted Research Environment (TRE) to facilitate 

timely collation and analysis of real-time data in a safe and 

transparent environment. This would allow for greater 

collaboration between researchers to bring timely insights 

from the analysis of the immediate and raw data coming out 

from NHS cancer services across the UK and link to existing 

datasets such as those held by NHS Digital. It would also be 

a secure and safe environment in which to collect and store 

clinical research data. 

Recommendation 19: A network of federated TREs will 

enable real-time data to be collated, quality-assured and 

analysed in a safe, accredited and transparent environment 

for research and innovation. Further development of TREs 

should be supported at NHS Digital and in the devolved 

nations,	building	upon	the	‘five	safes	model’	and	the	
roadmap convened by HDR UK and the UK Health Data 

Research Alliance. This should be done at a pan-UK level 

to ensure timely insights can be gained across the four 

nations of the UK to ensure best care for patients. This 

strategic approach will develop and maintain the integrity 

of a trustworthy UK health data ecosystem.
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Many of the contributors identified the excellent clinical 
research infrastructure and collaborative approach 

which has resulted in the UK RECOVERY study being the 

largest international trial for Covid-19 treatments. This is 

in part as a result of the Herculean effort that many staff 
have made, working long hours through weekends and 

holidays to achieve this goal. This approach is clearly not 

sustainable, and the BRC is right to raise concerns about 

fatigue and burn-out of the workforce as an increasing 

issue, especially as vaccine trials are ramping up and 

non-Covid-19 research is restarting in an infection-

control compliant manner. Roche also cites examples of 

experienced trial centres declining new oncology studies 

as radiology services will not be able to cope with the 

additional scans.  

Even prior to the pandemic capacity for research was 

an issue. In 2013 two-thirds (62 per cent) of almost 400 

health professionals polled by AMRC said that not having 

sufficient time was a barrier to them taking part in 
medical research, and recent anecdotal evidence suggest 

this is getting worse. As research-active trusts are known 

to result in better outcomes for patients this must be 

addressed. This is exacerbated by staff shortages, with 
evidence suggesting that one in 10 diagnostic posts is 

vacant, which forces staff to focus on clinical delivery 
rather than facilitating research. 

Research needs to be acknowledged as an integral part 

of healthcare delivery and careful thought needs to be 

given to how it can become a higher priority for the NHS, 

with resources invested to ensure greater capacity in 

local trusts to better support trial work. It should not 

be considered an ‘add-on’ to people’s roles, but rather 

the responsibility of everyone working in the NHS to 

contribute to research.  

Of particular concern to many contributors is that access 

to research and trials is often limited to those patients 

admitted during ‘office hours’, Monday to Friday. It is 
estimated that 80 per cent of RECOVERY participants 

were recruited inside this period. If the UK’s ambition 

around clinical research is to be realised it is vital 

that any future NHS funding settlement provides the 

right resources to allow the NHS greater capacity for 

engagement in research. This includes resources for 

staffing the Trust’s R&D departments as part of the final 
NHS People Plan. 

Recommendation 20: Health and care research should 

follow the ‘Hospital at Night’ approach, and extend 

research work into the evenings and weekends, in 

order that patients who are admitted outside the hours 

of	nine	to	five	can	still	be	included	in	research.	This	will	
require additional resources and a review of workforce 

structures. Prioritised funding for recruitment of 

investigators, study nurses and pharmacists, as well as 

other members of the Trust R&D departments should 

be made available as part of future updates to the NHS 

People Plan to follow the Spending Review.

With the advent of new technologies such as genome 

sequencing, cell- and gene-based therapies, precision 

medicines, digital tools and artificial intelligence, 
healthcare is changing. The research that underpins 

it – and the skills required to conduct that research – 

are also changing. To keep pace and ensure the UK’s 

research leadership globally there must be investment in 

the workforce skills needed for research. This is both in 

traditional research skills such as clinical pharmacology, 

but also in the newer areas as identified above. There is 
a shortage of data scientists, and significant competition 
from the private sector for individuals with these skills. 

The Government must explore options to address 

this recruitment gap and attract data scientists to the 

research ecosystem.  

It is essential that a strategic approach is taken to 

integrate research into the NHS workforce over the 

lifetime of the Long-Term Plan. Building awareness and 

skills is essential to ensure that the NHS has the capacity 

to conduct research, apply for research funding and 

contribute to the spread of innovation to deliver patient 

benefits. Clinical research nurses are a crucial part of the 
clinical research workforce as they are often responsible 

for data collection. AMRC has received conflicting 
information about the availability of research nurses; 

some have not experienced any changes whilst some say 

that the situation has worsened significantly over the 
past year, a situation which is likely to be exacerbated by 

Covid-19. 

This skills development does not just apply to the 

healthcare professionals working in research-active 

hospitals, and should include social, community and 

home care workforce, who should be trained to deliver 

research as part of their roles.  

Section 4: NHS organisations & staff 
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Recommendation 21: There should be further investment in 

workforce	skills	to	enable	all	staff	to	contribute	to	research.	
Support and investment in Health Education England 

and Digital Training Plans should be given to ensure the 

importance of research is embedded in all health and care 

professionals’ curricula, including those working in social, 

community and home care. There should be exploration 

of allowing non-specialist, non-good clinical practice (GCP) 

trained	staff	to	engage	with	patients	on	research,	or	a	more	
flexible	approach	to	GCP	training	proportionate	to	the	role.	
There is a shortage of data scientists and huge competition 

for their skills, and steps need to be taken to close this gap.  

 

Section 1 highlighted the need to bring trials closer to patients, 

and deliver more trials in the community, supported by TECS. 

However, to do this will require significant investment in the 
infrastructure and workforce – as well as a change of mindset – 

of those working in primary, community, social and home care.  

The NIHR ARCs highlight that the pandemic has raised 

research questions about the whole health and care system: 

its size, complexity and remit, and how it can deliver the most 
appropriate services to patients and the public, equitably and 

rapidly. Applied Health and Care Research (AHCR) addresses 

such ‘real world’ questions, and as a result the ARCs would 

argue that increased funding, visibility and support for AHCR 

including clinical epidemiology, health data science, behavioural 

and organisation research is vital. According to the ARCs, 

currently very few studies report the differential impact of 
interventions across different communities and social groups. 
This includes the impacts on outcomes of direct relevance to 

service providers, patients and the public.

The failure to address their perspectives and diverse population 

characteristics from the outset is a major contributor to the lack 

of widespread implementation of trial evidence. For example, 

mental health and ways to cost-effectively build resilience 
and empowerment in communities to meet their priorities, 

requires place-based solutions linked to the best available 

evidence. Rapid and efficient research, with a clear focus on 
implementation, using pragmatic trial and prospective cohort 

designs to evaluate novel interventions within complex systems, 

and routinely available administrative data to evaluate policies 

(where individual randomisation is generally not an option) can 

be robust and valuable. Closer integration of applied and early 

phase/translational research, in combination with higher (more 

proportionate) funding of applied research is needed to bridge 

the enduring evidence into practice gap.

The Chief Investigator of the PRINCIPLE study aimed to identify 

low-risk, high-potential ‘reach’ treatments for use early on in 

the illness that speed recovery and prevent hospitalisation. To 

do this requires a strong, robust infrastructure for recruiting 

participants into clinical trials of Covid-19 and future epidemic 

or pandemic illnesses. The Nuffield Department of Primary 
Care Health Sciences argues it is the community setting that 

could do the most good for the population, given the potential 

widespread gain of early treatment. Many treatments will 

only be relevant early on in the illness course (e.g. Remdesivir) 

or best delivered in primary care (such as post-exposure 

prophylaxis). Research should take place in the context and 

with the population where the intervention is intended to be 

used.  

To enable applied health and care research, as well as identify 

community-delivered treatments for Covid-19 and other 

diseases requires investment and prioritisation of research 

resources and infrastructure at a primary and community 

level. Currently fewer than one per cent of practices are active 

in commercial research compared to 99 per cent of hospital 

trusts. To change this requires significant focus, and ambitious 
goals.  

IQVIA and Novartis both recommend the incentivisation of 

GPs (potentially through the GP Contract or QOF) to encourage 

discussion of research options. This could be supported by 

the single national online portal for trials making identification 
of appropriate patients more straightforward. IQVIA also 

highlights how greater use of digital tools can help with the 

recruitment of patients for research. 

IQVIA provided the example of the NIHR ‘We’ve Got Your 

Back’ study, which aims to assess the quality of life over time 

for patients suffering from back pain. This is an Enriched 
Observational Study, which combined Primary Data Collection 

(in this case patient-reported outcomes) with a secondary 

dataset (in this case EMR). Patient recruitment and data 

collection was done via an innovative app (OneCLICK), 

prescribed by GPs. Patient characteristics, medical history 

and treatment were taken directly from the EMR dataset and 

combined with patient-reported outcomes on humanistic 

burden and loss of work productivity reported directly by 

patients via an app. This study is now completed in the West 

Midlands NIHR Primary Care CRN and discussions are under 

way with NIHR to industrialise this approach to use technology 

in primary care to engage more GPs and accelerate primary 

care research.  
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Research should not be limited to primary care. There should 

also be support and incentives for social, community and 

home care to become involved in research, possibly through 

CCG commissioning incentives. 

Recommendation 22: There should be more research 

in primary, community, and social care settings. To do 

this will require an ambitious target for out-of-hospital 

research, supported by incentives for GPs, ambulance 

services, population health, social and community 

care providers to become involved in research. They 

should be supported to achieve this goal through the 

single national online portal for research outlined in 

Recommendation 4.  

The ABPI correctly identifies that we should be working 
towards establishing a system where several activities can 

run in parallel and the NHS can manage both clinical care 

and clinical trials in Covid-19 and non-Covid-19 patients. 

This is essential to ensure that any future waves of the 

pandemic do not derail research and negatively impact 

patient outcomes or the attractiveness of the UK as an 

investment location.  

DATA-CAN, the UK’s Health Data Research Hub for cancer, 

collected weekly near real-time data from hospital trusts in 

England and across Northern Ireland and first highlighted 
the indirect effects of the Covid-19 pandemic on cancer 
services and patients with cancer, demonstrating that 

during lockdown, seven out of 10 individuals with suspicion 

of cancer were not being referred to specialist cancer 

services, while four out of 10 cancer patients were not 

receiving their chemotherapy as planned. 

CRUK highlights that the pandemic has forced many 

ongoing cancer trials to pause recruitment, thereby 

reducing patient access to experimental medicines. Pfizer 
estimated that approximately 91 per cent of NHS trial sites 

are still paused, despite efforts to resume activities. The 
main barrier is availability of staff to enable a study restart 
due to the backlog of clinical work, ongoing prioritisation 

of Covid-19 research and lack of access to diagnostic, 

pathology, imaging, and clinical services. There may also be 

concerns from patients about attending study visits. DATA-

CAN’s real-time network has shown that while diagnostic 

and therapeutic activity have improved, they are not yet 

back to pre Covid-19 levels.  

Patients also remain cautious about presenting with 

possible cancer symptoms. IQVIA survey data shows that 

despite the partial lifting of the lockdown, the number of 

cancer patients seen by specialist HCPs per week remains 

lower than pre-Covid, with an average of 65 patients per 

week prior to the pandemic reducing to 24 patients per 

week during the height of the lockdown, and 38 patients per 

week after the partial lifting of lockdown.  

There remains a pressing and immediate need to prioritise 

the restart of non-Covid-19 clinical trials, many of which 

remain paused. Clinical capacity is often cited as the leading 

reason for failure to restart clinical trials. As such, the NHS 

should look to make additional use of independent-sector 

capacity to support its recovery and enable clinical research 

to restart immediately.

Not only do trials for non-Covid-19 conditions need to 

restart, but patients also need to feel confident about 
presenting symptoms to a primary care practitioner, in 

order that there is a pool of potential trial patients available 

for currently recruiting studies. Any clinical studies – both 

new or restarting – will have to adapt and conduct all 

activities in a Covid-19 compliant way.

Recommendation 23: There remains a pressing and 

immediate need to prioritise the restart of non-Covid-19 

clinical trials, many of which remain paused. Clinical 

capacity is often cited as the leading reason for failure 

to restart clinical trials. As such, the NHS should look to 

make additional use of independent-sector capacity to 

support its recovery and enable clinical research to restart 

immediately.
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The Covid-19 pandemic comes within the transition period of 

the UK’s departure from the EU. It is therefore important to 

consider the medical research ecosystem within this context. 

In its 2019 General Election manifesto the Government 

committed to make the UK the leading global hub for life 

sciences after Brexit, and pledged ‘the fastest-ever increase 

in domestic public R&D spending, including basic science 

research to meet our target of 2.4 per cent of GDP being spent 

on R&D across the economy8.’

Many contributors welcomed this commitment but 

recommended the parallel resourcing of the UK research 

infrastructure. Several submissions highlighted that the NIHR 

and HRA’s funding has stayed steady since 2014, despite their 

vital role in supporting the UK’s clinical research sector and 

providing a forum for researchers to share expertise and 

collaborate. Excluding Official Development Assistance funding 
the NIHR budget has stayed relatively flat at just over £1bn 
annually since 20149. Similarly, funding from the DHSC for the 

HRA has remained at around £13m for a number of years10. 

HDR UK has a vital role in making data available to researchers 

through its data hubs, and funding should be committed 

beyond its initial five-year settlement to enhance these 
activities, which have shown their value during the Covid-19 

pandemic.

Recommendation	24:	The	Government	must	fulfil	its	
manifesto commitment of spending 2.4 per cent of GDP on 

R&D by 2027. It should also commit to funding uplifts for 

vital elements of the research ecosystem, such as the NIHR, 

HRA, HDR UK and Quality-Related funding to universities. A 

more prominent focus (including more funding) for applied 

research, and its closer integration with trials is required to 

expedite the translation of trial evidence into widespread 

practice across varied contexts.

The UK is fortunate to have a variety of sources of medical 

research funding, including central government, arm’s-length 

bodies, charities, and large and small pharmaceutical and 

biotech companies. Medical research charities play a critical 

role in the clinical research ecosystem. However, much of the 

research charity sector’s future activity is under threat from 

the impact of the Covid-19 crisis on charity fundraising income.  

Between March and May 2020 medical research charity 

income dropped by 38 per cent due to the impact of lockdown 

on charity shops, fundraising events, and the economic 

squeeze. Seventy per cent of clinical trials and studies funded 
by charities were stopped, paused, or delayed, and around 20 

per cent of research in universities had to be cut or cancelled. 

The short-term impact is likely to have a long-term effect on 
charity-funded research, with AMRC’s members projecting a 41 

per cent decrease in research spending this year. This is likely 

to translate into at least a £310m shortfall. As a result, charities 

are concerned that they will be unable to fund future clinical 

trials and studies, and more than two-thirds are deferring 

upcoming grant rounds and withdrawing future funding. CRUK 

has already cut £44m from its research budget and will not be 

funding any new clinical trials this year. 

 

UKRD and NHS R&D Forum Finance Managers have calculated 

that if commercial research activities drop by between 50 per 

cent and 80 per cent then lost income and savings to NHS 

from commercial research in the financial year 2020/21 can be 
forecast to be between £276m and £447m in total, and £154 to 

£250m in direct income. Based on an average cost of £50,000 

per staff member, the decrease in direct income alone equates 
to a potential loss of between 3,000 and 5,000 researchers 

and research support staff. The report concludes that a 
significant proportion – possibly as much as 40 per cent – of 
the UK’s clinical research infrastructure is funded by non-NIHR 

core funding streams and urgent action is required. Failure to 

address the issues will result in significant and rapid loss of 
the highly skilled workforce and infrastructure that has been 

carefully constructed over the last 10 years and will severely 

damage the UK’s ability to deliver vital national initiatives such 

as the Life Sciences Industrial Strategy (LSIS) which is essential 

for future economic growth.11  

Cuts of this nature will have a long-lasting damaging effect 
on patient access to innovation and, more broadly, on the life 

sciences environment in the UK. It has been calculated that 

every £1 of public or charity investment in medical research 

delivers a return equivalent to around 25p every year, forever. 

Charity investment in translational research drives the creation 

of spin-out companies to commercialise a new product or 

process. In 2019 funding from AMRC members led to the 

creation of 61 unique spin-out companies. In 2019 17,000 

researcher salaries were funded by AMRC members, including 

1,750 PhD students. These researchers all form a part of the 

clinical research ecosystem that drives innovation and attracts 

investment in the UK. Loss of talent due to redundancies and 

reduced grant funding would have an immediate impact on the 

whole research ecosystem, which is small and well connected. 

If research becomes more challenging in the UK due to fewer 

opportunities to collaborate it would not go unnoticed by those 

considering an investment in the UK.

Section 5: The UK as a global leader 
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To avoid this, AMRC members are asking the Government to 

commit to the proposed Life Sciences-Charity Partnership 

Fund to help bridge the sector’s research spending shortfall 

in the near term. This would involve the Government 

providing at least £310m in 2020/21, which would be 

matched by charity funding in order to stabilise the sector’s 

investment in research. Establishing this Fund is essential 

to prevent a sudden and severe fall in research spending 

that risks redundancies in the science base and a prolonged 

period of depressed UK capacity to deliver clinical research. 

Recommendation 25: A Life Sciences Charity Partnership 

Fund should be established to help bridge the sector’s 

research spending shortfall in the near term. This would 

involve the Government providing at least £310m in 

2020/21, which would be matched by charity funding in 

order to stabilise the sector’s investment in research. 

The Covid-19 pandemic has demonstrated the MHRA’s 

ability to adapt and respond in the face of new challenges. 

Building on its heritage and expertise as an ambitious and 

agile independent regulator, the MHRA has the potential 

to capitalise on a range of opportunities to pioneer a 

differentiated approach which keeps pace with the rate 
of innovation and enables a thriving life science research 

sector. 

Outside the EU, an independent MHRA should prioritise 

efficiency and speed to ensure that UK patients are among 
the first in the world to benefit from advances in science, 
and that patient access does not fall behind Europe or other 

international regulators. An independent UK regulator 

should not operate in isolation, but through collaboration 

and mutually beneficial work-sharing with regulators around 
the world – both with and beyond the European Medicines 

Agency (EMA). This cooperation will be crucial to ensure 

regulation keeps pace with the speed of scientific innovation. 
Neither UK patients nor the research sector stand to 

benefit from a passive national regulator with the status of 
an ‘observer’. This new regulatory regime must align with 

international regulatory requirements so that UK trials and 

their results are internationally accepted in order to impact 

global practice and improve outcomes for patients.  

Recommendation 26: In planning for the exit from the 

EU the UK should design a compliance system capable of 

global regulatory integration with a range of regulatory 

bodies, including the FDA and the EMA. 

In its submission, NICE highlights a specific issue that 
has proved difficult to resolve over the years, that of 
information sharing between MHRA and NICE. Both 

MHRA and NICE agree that sharing information is 

expected to be of major importance in the development 

of highly efficient and aligned processes but such 
sharing – without the consent of companies – is not 

permitted under the current legal framework (as MHRA 

is not allowed to share regulatory data held from 

companies without their explicit approval). This is an 

important area, and MHRA and NICE will be working with 

industry to explore whether there is scope for voluntary 

arrangements in the context of more efficient processes 
should there be no change to the legal framework with 

the UK’s exit from the EU.

Recommendation 27: Without company consent, the 

sharing of information about research by the MHRA 

with organisations such as NICE is not legal. Post-

Brexit the UK could establish a legal framework that 

enables information-sharing across system partners, 

accelerating approval and access. 

IQVIA recommends that the ‘UK should aspire to the 

MHRA being the first-choice regulatory authority for 
global pharma, biotech and medtech. This would move 

the UK from being a “participatory” country to be a 

landmark registration country, running full studies, not 

an element of them as is the case today. The ambitious 

plans of the MHRA to accelerate licensing and start-up 

post-transition and their exemplary response to Covid-19 

study approvals must be supported by collaboration 

between commercial research organisations, industry 

and Government. The MHRA should take mainstream 

real-world evidence in its approvals and take advantage 

of the EMA’s slow progress in the application of real-

world evidence and real-world data. The MHRA should 

also ensure that health, economic and societal values 

become routine parameters in clinical research protocols 

– the MHRA should be the conduit between clinical trial 

and NICE/SMC HTA approval by an MHRA programme 

that positively discriminates research protocols that 

include health economic parameters.’

This should not preclude the UK being part of 

international consortia trials, rather, the UK should 

position itself to offer flexibility to be either landmark 
country or participant in consortia trials.  
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Recommendation 28: The UK should move from being a 

‘participatory’ country to being a landmark registration 

country, running full registration studies. The ambitious 

plans of the MHRA to accelerate licensing and start-up in 

a post-Brexit world must be supported by collaboration 

between commercial research organisations, industry, 

academia, the NHS and Government.

Better partnerships between industry, academia and the NHS 

are central to refreshing the UK’s clinical research strategy. 

Government has a key role in enabling this new partnership: 

facilitating early conversations, supporting new networks of 

collaboration, and allowing greater flexibility and transparency 
in how partners can work together. There have been examples 

of such collaboration during the Covid-19 pandemic, including 

NICE, MHRA, NHSE and NIHR coming together under the RAPID 

C-19 collaboration to accelerate horizon scanning, evidence 
review, medicines prioritisation and appropriate actions 

leading to patient access during the pandemic. NICE has also 

been offering free fast-track scientific advice to companies 
developing products relating to Covid-19 and has collaborated 

with the SMC to provide advice on priority Covid-19 products. 

NICE is also supporting a growing number of international 

collaborations to share knowledge and identify treatments 

in response to Covid-19, including those led by the World 

Health Organization, McMaster University and the Cochrane 
Collaboration. A joint NICE and NIHR evidence guide for 

Covid-19 medicines was also developed. There is the potential 

for such collaboration beyond Covid-19 products, subject to 

the necessary resources and funding.  

Alongside more streamlined ways of working, the UK should 

position itself as a world leader in the delivery of Complex 

Innovative Design (CID) trials. Because CID trials can stratify 

patients into separate, multiple trial arms, the demand is likely 

to increase as the use of genomics in healthcare research 

expands.  

The UK has many exciting initiatives in the fields of genomics, 
AI, big data and digital health, and these opportunities, and 

the UK’s vision for this sector should be clearly set out. The 

Government has a role – working closely with industry and 

the wider research sector – to set out the UK’s stall more 

effectively and promote the country’s strengths to global 
boardrooms. 

Recommendation 29: The UK Government should 

promote the UK as a global leader in the design and 

delivery of innovative health and care research, with 

unique propositions such as NHS Data, Integrated 

Care Systems, Genomics England, UK Biobank, HDR 

UK Hubs, NIHR BioResource, an independent MHRA, 

NICE, quality-assured UKCRC CTU network, and MRC/

NIHR Trial Methodology Research Partnership. The 

clear pathway from research to patient access achieved 

through partnership working across MHRA, NICE, NIHR 

and the NHS should also be promoted. 

The UK has historically lagged international peers 

on providing people with access to new, innovative 

treatments. Yet there is a clear link between investment in 

all elements of the life sciences environment – including 

research – and access to medicines, and the ecosystem 

should be looked at as a whole.  Substantial efforts have 
been taken to overcome this, such as the Early Access to 

Medicines Scheme and Accelerated Access Collaborative, 

but the 2019 Office for Life Sciences indicators reveal that 
the situation is yet to be resolved. UK uptake of approved 

medicines in the first year after launch stood at 21 per cent 
of the median uptake of comparator countries, meaning 

the UK is still slower to uptake new medicines in the early 

years after launch.

The LSIS set out an ambition for the UK to be in the top 

quartile of comparator countries for speed of adoption 

and overall uptake of innovative, cost-effective products 
by the end of 2023. This target needs to be achieved, and 

a strong message delivered internationally that the UK 

is a nation which wants to embrace innovation and new 

technologies.  

Recommendation 30: The medicines’ access and uptake 

environment are a critical driver of global inward 

investment, including in research. However, the NHS 

is frequently cited as having a culture of ‘slow and low’ 

adoption of innovation, and actions to overcome this 

have been delayed by Covid-19. As the UK builds its 

roadmap to recovery, progress must be made towards 

the objective of the UK being in the top quartile of 

comparator countries for speed of adoption and overall 

uptake of innovative medicines.  
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