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SUMMARY OF RECOMMENDATIONS

Researchers should regularly update their
patient and public involvement strategies to
enable maximal involvement in the design and
implementation of trials. Clearly embedding,
and high-lighting, patient-involvement will help
to emphasise the value of the trial to the public
and improve relatability. These updates should
adhere to the HRA’s Best Practice Principles for
Public Involvement. 

The sponsors of clinical trials should publish a
plain language economic evaluation of their
trial alongside any scientific/medical plain
language summary. These briefings should be
made available in a central location, such as
clinicaltrials.gov.  

Researchers and sponsors should seek to
communicate to patients through primary care
providers where possible, encouraging patients
to increasingly view trial participation as a
standard element of care provision.  

Researchers and sponsors should seek to
develop toolkits for primary care providers to
support effectively communication with
patients about trial opportunities. 

Digital platforms that allow patients to
engage with health services, such as the
NHS App, should offer users maximal
opportunity to see and select what data they
share. Moreover, where possible, patients
should be informed where, why and how
their data is being used to support clinical
research. 
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The content and recommendations of this report is the culmination of discussions and a focus
group conducted in January 2023, chaired by Dr Simon Kolstoe, Chair of the Ministry of Defence
Research Ethics Committee (MODREC) and UK Health Security Agency’s Research Ethics and
Governance Group (REGG).
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There are a variety of interrelated reasons why an individual may be hesitant to participate in a
clinical trial. These may relate to inconvenience  , potential health impacts,   concerns about the
sharing of personal data  , or worries about the ethics and objectives of the pharmaceutical
industry.  

While trust has featured as a prominent theme in most recent life sciences legislation,
government rhetoric has tended to focus on improving trust in data sharing and developing
opportunities for patients to actively engage in their own healthcare. For instance, the
government’s Life Sciences Vision uses the phrase “public trust” twice – both times in reference
to building effective frameworks for the governance and oversight of NHS health data.   Similarly,
the National Health Service Act 2006 (as amended by the Health and Social Care Act 2012)
outlines that CCGs and NHS England have duties to promote the involvement of patients and the
public in their own healthcare (though statutory guidance for ICSs has yet to be finalised).  

This language shows policymakers are aware of and concerned about hesitancy amongst
patients regarding the sharing of data, and that patient involvement in the design of trials would
improve their overall accessibility and public appeal. However, these strategies make little
comment on a public hesitancy towards the underlying mission of the pharmaceutical industry
more broadly.  

Introduction

5

21

3
 

4

5

6



6

The pharmaceutical industry’s profit incentive (many patients feel profits are often prioritised
over patient needs).
A lack of transparency (many patients harbour concerns over the business practices of
pharmaceutical companies and feel the industry should be more open). 
Safety concerns (past incidents of pharmaceutical products being associated with adverse
side effects live long in the memory of patients). 

This broader hesitancy towards the goals of the pharmaceutical industry is a major barrier to
increasing participation and diversity in clinical trials. A 2021 report from Deloitte revealed
that while 76 per cent of the British public considered doctors’ offices and physicians’ groups to
be amongst the most trustworthy sources for information regarding treatment options, only 12
per cent felt the same way about pharmaceutical companies.  Moreover, as clinical research
participation is often cast in a negative light within media, the absence of an education campaign
to counterbalance public concern may serve to exacerbate other patient concerns (such as those
relating to data sharing). 

The public’s distrust of pharmaceutical companies is by no means uniform, and the experiences
of individuals have a significant impact on their priorities and chief concerns.   However, there are
several common ‘sticking points’ that tend to frame public sentiment towards the
pharmaceutical industry. These are: 

These ‘sticking points’ are rooted in a belief that the goals of the pharmaceutical industry are not
entirely aligned with those of the general public. The degree to which these ‘sticking points’
impact patient trust is difficult to quantify. Nonetheless, trial design and organisation can reduce
their impact    and their importance in the broader conversation around patient engagement must
not be under-appreciated by researchers, sponsors, the pharmaceutical industry or regulators –
particularly as they impact other programmes or initiatives intended to drive trial participation.  

Following from the first instalment of our work, where participants were asked “how can NHS and
life sciences better include underrepresented groups in clinical research?”   , the second part of the
Clinical Research Coalition focused on effectively embedding clinical trials within healthcare (e.g.
point of care trial designs), and the relationship between proximity, relatability (defined as how
closely a patient feels a trial aligns with their goals and needs), and public trust.  
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Representatives of regulatory bodies 
Academic clinicians 
Industry leaders 
Primary care leaders 
Population health experts 
Information technology experts 

This report, citing contributions and statements made by contributors to the second roundtable
of the Clinical Research Coalition (CRC), makes suggestions for how researchers, sponsors, the
pharmaceutical industry and its regulators can improve proximity and relatability by
communicating with and to patients more effectively. Each of the four sections of this report
discusses a different facet of public hesitancy relating to trial participation and makes
suggestions for how stakeholders can respond more effectively. 

The roundtable whose input comprises the evidence-base for this report was conducted in
January 2022 and chaired by Dr Simon Kolstoe, a Reader In Bioethics (Portsmouth) and
Independent Chair of both the Ministry of Defence Research Ethics Committee (MODREC) and UK
Health Security Agency’s Research Ethics and Governance Group (REGG). Contributors included:
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Many contributors to the focus group of the second CRC roundtable applauded the efforts that
had been undertaken to enhance transparency and streamlining the authorisation of clinical trials
during the Covid-19 pandemic. However, they also noted that these efforts did not automatically
translate to enhanced public trust – with many relating personal anecdotes of members of the
public expressing further concern about the trustworthiness of pharmaceutical regulators and
the industry following the implementation of new transparency measures. This correlates with
the findings of a 2016 survey of attitudes towards the pharmaceutical sector in Europe, which
found that respondents reacted with shock and worry when shown “raw data from a periodic
safety update report that regulators are proposing to proactively release.”

While using digital platforms can facilitate communication between researchers, trial organisers
and patients, their use can also impact the relatability of a trial through minimising human
interaction and perceived control of trial participants. Accordingly, contributors suggested that
effectively utilising digital platforms would require stakeholders to work with members of the
public to improve the latter’s understanding of the clinical research sector – and aligning goals of
industry more closely with the needs of the public. To do so, however, would require industry and
regulators to communicate their objectives and methodologies more effectively and to better
understand the concerns and priorities of the members of the public they seek to engage.  

In this context, plain language summaries (PLS) have a significant role to play. Written in simple,
easy to understand language, PLSs can clarify complex research questions to members of the
public with lower levels of science literacy. As outlined in a 2022 report looking at the impact of
PLSs on the interest of individuals in participating in vaccine trials, “the PLS, by optimizing
content and format, has a potential to increase health literacy, and thereby, as part of a wider
integrated communication strategy, build vaccine knowledge and confidence.”

Effective communication
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The European Clinical Trial Regulation No 536/2014 constituted the first mandate for non-
technical, publicly disclosed PLSs – ensuring that all trial results were discussed in plain language
and publicly disclosed.   While the HRA’s recently published research transparency strategy has
followed this example, asking research sponsors to develop PLSs of their findings, there is scope
for the UK to further improve transparency by expanding the use of plain language beyond the
PLS.   This is because explanations and summaries in plain language can clarify not only the
intention and methodology of trials, but can also serve to make research less intimidating to
engage with on the whole. 

Alongside PLSs research, sponsors should also look to publish a brief economic evaluation of
their trial in plain language. Both summaries should then, alongside the informed consent forms,
be published on a central location such as clinicaltrials.gov. This would create an accessible
database of information regarding the goals and methodology of research which primary and
secondary carers could refer patients to – improving the relatability of trials to patients. 
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There is a disconnect between the pharmaceutical industry and the public when it comes to
communicating the economics that sit behind medicines and healthcare. The pharmaceutical
industry may be clear on their role within the healthcare system and see undertaking a drug
discovery project with the goal of generating a profit as a normal function. However, as one
contributor commented, the pervading view among the public is often that healthcare should be
solely therapeutic and cost agnostic (regardless of how unrealistic this expectation might be in
practice).  

The goals of private pharmaceutical companies, in this context, could sometimes be viewed as in
direct conflict with those of the general public – leading to a pervasive sense of suspicion
regarding the activities undertaken by these companies. While the expected financial return of a
treatment plays a major role in determining whether it is developed up until launch, and the
financial support offered by private companies to conduct expensive trials is of fundamental
importance to the development of effective treatments, within the UK many patients remain
unclear on this relationship.    As long as the public remains either unaware or misinformed about
the relationship between private businesses conducting clinical trials and public health care, a
sense of distrust is likely to complicate patient engagement in trials. 

Accordingly, there is a need to demystify the economics of healthcare and clarify to the public
how and why new treatments are being produced – and how they can support those efforts.
While developing a more extensive offering of plain language material for the public is one means
of doing so, another is to clarify where trialling fits into the healthcare system. As one contributor
noted, though the role of research is noted in the NHS Constitution, there is a sense among the
public that trials are detached from the health service, as opposed to “something that people
should expect when they receive their healthcare."  Should trial sponsors and organisers
challenge this assumption, and clearly delineate the role of research in the delivery of healthcare,
there is a strong argument that this would increase the relatability and utility of trialling and drive
participation.  
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Research participation is also a fundamental way through which the public can support the NHS
– but CRC contributors acknowledged that making this case to the public will require clear and
direct correlations between participation and improved health outcomes. This became easier
during Covid-19, when vaccine trials offered a tangible means through which the public could
assist the NHS in its perceived hour of need. 

Several researchers and trial organisers also noted correlations between a patient’s willingness
to participate in research and their perception of the rewards of participation. Interestingly, it was
noted that the perceived reward of a trial does not necessarily need to be clarified to the
participant themselves, and in many cases potential patients will behave altruistically provided
they believe someone, somewhere, will directly benefit from their participation in the trial. 

This compares well with the findings of a 2020 study that found a complex relationship between
altruism and self-interest that impacted the decisions of individuals to enrol in trials.    Similarly,
contributors noted that while ethics committees typically strive to maintain the anonymity of
patients, patients themselves are often happy to be named in final reports – having seen their
contribution to research as something to be celebrated. However, the complex relationship
between self-interest and altruism as motivations for research participation can complicate the
matter of ensuring that patients are not unduly induced into participation.  

Undue inducement (often referred to more strongly as coercion) involves communicating with
potential patients about the risks and rewards of trial participation in a manner that encourages
participants to disregard risk. This typically occurs through the offering of significant rewards for
participation or downplaying the possibilities of negative outcomes. Encouraging patients to
consider their role as trial participants as serving the greater purpose of supporting the
development of effective treatments for others served by the same health service, may
constitute undue inducement if this potential reward was not appropriately contextualised. As
such, trial organisers who frame participation in this manner should be careful to caveat any
specific connection between patient participation and treatment discovery – as this would
constitute providing patients with misleading information.  

These same concerns are also relevant to the organisers of patient led research (PLR) projects.
As a 2016 study noted, self-experimentation may lead participants to run excessive risks, and
the existence of a community may provide a setting that facilitates undue peer pressure and
exploitation.

Trial organisers and sponsors should, accordingly, be careful to ensure they outline the role of
trials within the broader provision of care in a balanced manner. Trial sponsors and organisers
should also continue to collaborate closely with the HRA’s research ethics committees (RECs) to
ensure that their efforts to communicate with potential participants respond to the latest
information regarding patient attitudes.  
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Although there is tangible value in trial participation, and many patients agree to participate in
trials for a variety of self-interested and altruistic reasons, there is also a need to recognise that
in most cases trial participation is inconvenient – and in some cases may cause physical
discomfort.  

For instance, contributors to the focus group noted that some patients may view having to fill out
information sheets and provide blood as inconveniences, even though these activities form basic
elements of the trial process. Where possible, trial organisers should seek to address these
inconveniences.  

One potential avenue for recourse is to involve patients in the design of trials. As several
contributors noted, where patients are engaged in the design of a trial, inconveniences tend to be
less impactful on the willingness of patients to participate.    This is because patient involvement
in trial design necessarily entails patients being educated on the exact purpose of the various
tasks a patient must undertake to participate in a trial. This has been recognised by researchers,
many of whom are accordingly working to integrate patients into trial design through updating
their approaches to patient and public involvement (PPI).

These updates are being supported by the HRA’s Best Practice Principles for Public Involvement,
which lays out four key principles for researchers to guide their engagement with potential
patients. These principles (involve the right people, involve enough people, involve those people
enough and describe how it helps) aim to build trust with the public, increase interest in trial
participation and facilitate quicker approvals from RECs.   This approach can be particularly
beneficial when seeking to include under-served population in trials, and can further serve to
increase the relatability of a trial.  

The Patient Experience Research Centre (PERC) at Imperial College London is also supporting the
development of a more inclusive trialling system by creating several PPI training modules that
are publicly available – as well as offering a grant scheme to support BRC researchers
“undertaking innovative and meaningful PPI in their projects.” 
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However, while engaging the public in discussions regarding the economics of healthcare and the
role of trials in the development of treatment can help to dispel some public suspicion regarding
trialling, such engagement is often more effectively undertaken by an individual who the
prospective patient trusts. In this context, primary care providers can be seen as an underutilised
resource in the effort to drive trial participation. 

As one contributor noted, citing their personal experience supervising the organisation of trials,
patients tend to respond more enthusiastically and in greater numbers when approached by their
GP to participate in a trial than when they find out about opportunities through a national or
regional campaign. However, it should be noted that for primary care recruitment networks to
function effectively, primary care providers and researchers must actively assess and respond to
the needs of the specific patient group they are seeking to establish.

If they are to effectively leverage their position as community leaders, primary care providers
must also communicate in a clear manner so that patients understand the goals, methodologies
and motives of trial organisers. Primary care providers should, accordingly, be provided with
resources by trial researchers and sponsors to support patient engagement. These could be short
form notes to help answer patient questions, or visual tools that can be used by clinician and
patient alike to better understand elements of a trial.  

Trials can also be made more accessible for patients through enabling remote participation and
thereby increasing physical proximity. The platform adaptive trial of novel antivirals for early
treatment of Covid-19 in the community (PANORAMIC) has produced multiple key findings that
have supported the development and application of effective treatments, serving as a pertinent
example of the value of decentralised trialling networks. 

Whether trials can be embedded into primary care will, however, depend heavily on the nature of
the trial. Healthcare studies looking at systems, processes and patient experience are relatively
low-cost, and can be embedded into most health environments. Other, more expensive or
complex trials, however, pose a challenge for researchers seeking to engage with patients
remotely or via a decentralised network. While costs are a major factor in this context, the level
of expertise required to conduct certain trials can also constitute a significant challenge.  

Trials for rare disease are also impacted by the projected prices of the treatments they seek to
produce. As such, where trials require large numbers of expert staff and rely on data drawn from
small sample sizes, there are often concerns regarding pricing. There has, for example, been at
least one instance where a pharmaceutical company has not applied for UK approval because
they did not believe the NHS would pay for the drug – even though the same treatment was
being covered in other countries.
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Trials that are physically located close to prospective patients, that communicate with them
through trusted networks, and that clearly communicate an alignment of interests, are more
likely to drive inclusivity than trials that do not. In this context, data sharing can be somewhat
problematic.  

Data sharing is nonetheless crucial to the development of effective and embedded trials. As
highlighted during the Covid-19 pandemic, the use of platforms such as REDCap can increase the
utility of data and support patient engagement.   However, as one contributor argued, there is a
difference in the minds of many patients between physically taking part in a trial for a new
treatment and agreeing to share personal data digitally. While the former requires significantly
more effort on the part of the patient, their ability to actively assess and provide feedback
throughout their participation does provide patients with a certain sense of control that they do
not have when someone, somewhere, is using their data.  

Similarly, while Trusted Research Environments (TREs) attempt to reassure of the security of
their data, sharing personal data digitally through platforms such as TREs is often perceived as
impersonal and antithetical to concepts such as patient choice. In fact, as several contributors
noted, patient hesitancy appears to be affected by the number of potentials uses for their data –
with patients becoming increasingly uneasy with sharing their information the more numerous,
and unspecific, the potential applications for their information become. There is a need for
researchers to communicate with patients more effectively about how their health data may be
used, and for what purposes, to normalise the practice in the minds of patients. A number of
contributors noted that digital platforms should seek to re-evaluate their approaches to patient
consent – particularly the NHS App, which presently provides minimal user choice regarding data
sharing or communication.  

Where possible, patients should be actively engaged in the use of their health data, and informed
of where, why, and how their data is being used to support clinical research. This engagement
would support the guiding principle of the National Institute for Health and Care Research’s
(NIHR) INCLUDE Roadmap, “no decision about me, without me.”   This information should be
accompanied with a more varied list of options for consent, allowing patients to choose to
contribute their information where they feel comfortable and to opt out where they do not.  

While implementing these changes to personal data sharing consent may present an initial
challenge for platform administrators, the expansion of patient choice should be viewed as a
means to gradually improve overall patient trust. Through notifying prospective patients of how
their data might be used and letting them make an informed choice on whether to support
research through sharing their data, digital platforms can provide patients with the opportunity
to become more active research participants – thereby making trials more relatable. 
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IThis can also improve the overall public trust in the sharing of personal data more broadly –
which has been negatively impacted by previous instances of data losses and privacy breaches
within health care systems – creating new opportunities to better use the wealth of data
collected by the NHS.  

Digital platforms should, however, be employed selectively. While platforms such as the NHS App
serve as a valuable tool for researchers and trial organisers to engage with patients, these
platforms are often less familiar to patients than GPs or local community leaders. As such,
patient engagement teams must not view digital communication tools as ‘one-size-fits-all’
solutions to improving patient engagement – and should instead utilise digital communication as
one of several patient engagement options. This is especially true as underserved groups, who
are typically the most difficult to access for trial organisers and are typically less likely to have
access to digital resources.
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As a number of the contributors to the roundtable that informed this report noted, there is a
prevailing sentiment of general distrust towards the pharmaceutical industry among the public
that may cause certain individuals or groups to avoid trial participation, thus complicating the
development of inclusive trialling networks. 

The extent to which public distrust in the ethics and objectives of the pharmaceutical industry
impedes trial participation is presently unclear. The Health Research Authority (HRA), recognising
this, plans to embark on a survey of attitudes later this year. However, as a number of
contributors to the roundtable informing this report pointed out, if the value of the
pharmaceutical industry (and the trials they organise) remains unclear to a significant number of
individuals, it will continue to impede efforts to increase diversity and representation within
trials.  

Acknowledging that public trust in the pharmaceutical industry must be improved to enable
better and more effective trialling, this report has discussed how distrust has impacted various
elements of public outreach – and put forward suggestions for how stakeholders can respond
effectively. Each of the recommendations put forward aims to foster greater alignment between
the objectives of the pharmaceutical industry and those of the public. 

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

Mistrust  
Inaccessibility  
Resources  

Failing to include a broad range of participants means that results may not be generalisable
to a broad population.  
Different groups may respond differently to an intervention due to differences in physiology
or disease state. Only by studying the effects of an intervention in a range of groups can we
be sure that the balance of risk and benefit is favourable for a given group. 
If clinicians lack evidence of the effect of an intervention for a particular group, they may be
reluctant to offer the intervention to that group – clinical opinion then takes the place of
evidence. 

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

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

Inclusion of under-served groups is essential, both morally and scientifically, for the following
reasons:  

17

UNDESERVED POPULATIONS

Glossary of terms

COMMUNITY ORGANISATIONS

Community organisations are vital in securing public engagement in clinical research at the
neighbourhood level. Community organisations are any group that expressly works to deliver
social benefit within a specific area or amongst a specific group of people, and these
organisations often possess extensive experience in engaging people from underserved
communities in an authentic and respectful manner. This places them as trusted advocates
within their communities, making them prime candidates to effectively and impactfully
disseminate information.   
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Designed to provide researchers with de-identified data pulled and pooled from multiple sources
(under the oversight of NHS Digital), Trusted Research Environments (TREs) “provide approved
researchers from authorised organisations with timely and secure access to health and care data,
then enabling them to collaborate, link data and share code and results, all within the same
research project.” Findings from TREs can then be exported and shared (pending disclosure
checks and authorisations) without impacting the security of the data.  

TREs are an ideal tool to gain a more detailed understanding of a population’s health (and which
communities within that population remain underserved) without compromising patient trust or
security. TREs should therefore play a key role in any strategy to leverage digital technology in
support of the delivery of clinical research. However, the Goldacre Review has raised several
concerns with the efficacy of the existing TRE network and has suggested fewer TREs would
incentivise greater data sharing and would better facilitate collaboration. 

A research system refers to the broad range of organisations and individuals who support the
delivery of clinal trials or impact their delivery. This can include researchers, funders, reviewers,
delivery teams, industry, patients, regulators and policymakers.  

FOCUS GROUPS AND ADVOCACY GROUPS 

THE INCLUDE ROADMAP
The National Institute for Health and Care Research’s (NIHR) INCLUDE Roadmap was designed to
“make trials better reflect all members of society.”   

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

TRUSTED RESEARCH ENVIRONMENTS



1) Cartmell KB, Bonilha HS, Simpson KN, Ford ME, Bryant DC, Alberg AJ. (2020) Patient barriers to
cancer clinical trial participation and navigator activities to assist. Available at:
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC8623462/  

2) Anderson A, Borfitz D, Getz K. (2018) Global Public Attitudes About Clinical Research and Patient
Experiences With Clinical Trials. Available at:
https://jamanetwork.com/journals/jamanetworkopen/fullarticle/2705849 

3) Mello MM, Lieou V, Goodman SN. (2018) Clinical Trial Participants' Views of the Risks and Benefits of
Data Sharing. Available at: https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6057615/  

4) Smirnoff M, Wilets I, Ragin DF, Adams R, Holohan J, Rhodes R, Winkel G, Ricci EM, Clesca C,
Richardson LD. (2018) A paradigm for understanding trust and mistrust in medical research: The
Community VOICES study. Available at: https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6092744/  

5) Department for Business, Energy & Industrial Strategy (2021) Life Sciences Vision. Available at:
https://www.gov.uk/government/publications/life-sciences-vision/life-sciences-vision-html 

6) Health and Social Care Act 2012. Available at:
http://www.legislation.gov.uk/ukpga/2012/7/contents/enacted  

7) Health and Social Care Act 2012. Available at:
http://www.legislation.gov.uk/ukpga/2012/7/contents/enacted 

8) Deloitte (2021) Overcoming biopharma’s trust deficit. Available at:
https://www2.deloitte.com/content/dam/insights/articles/7084_CHS-Trust-in-biopharma/DI_CHS-
Trust-in-biopharma.pdf  

9) Kenneth A. Getz (2008) Getting to the Heart of Public Distrust. Available at:
https://www.appliedclinicaltrialsonline.com/view/getting-heart-public-distrust 

10) Pahus L, Suehs CM, Halimi L, Bourdin A, Chanez P, Jaffuel D, Marciano J, Gamez AS, Vachier I,
Molinari N.  (2020) Patient distrust in pharmaceutical companies: an explanation for women under-
representation in respiratory clinical trials? Available at:
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7424561/  

11) Nicol, Dianne. (2006) Public Trust, Intellectual Property and Human Genetic Databanks: The Need to
Take Benefit Sharing Seriously. Available at:
https://www.degruyter.com/document/doi/10.1515/JIBL.2006.012/html  

12) Spalluto LB, Planz VB, Stokes LS, Pierce R, Aronoff DM, McPheeters ML, Omary RA. (2020)
Transparency and Trust During the Coronavirus Disease 2019 (COVID-19) Pandemic. Available at:
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7252182/  

Bibliography

19

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC8623462/
https://jamanetwork.com/journals/jamanetworkopen/fullarticle/2705849
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6057615/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6092744/
https://www.gov.uk/government/publications/life-sciences-vision/life-sciences-vision-html
http://www.legislation.gov.uk/ukpga/2012/7/contents/enacted
http://www.legislation.gov.uk/ukpga/2012/7/contents/enacted
https://www2.deloitte.com/content/dam/insights/articles/7084_CHS-Trust-in-biopharma/DI_CHS-Trust-in-biopharma.pdf
https://www.appliedclinicaltrialsonline.com/view/getting-heart-public-distrust
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7424561/
https://www.degruyter.com/document/doi/10.1515/JIBL.2006.012/html
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7252182/


Bibliography

20

13) Pahus L, Suehs CM, Halimi L, Bourdin A, Chanez P, Jaffuel D, Marciano J, Gamez AS, Vachier I,
Molinari N. (2020) Patient distrust in pharmaceutical companies: an explanation for women under-
representation in respiratory clinical trials? Available at:
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7424561/ 

14) Warren R.C., Forrow L., Hodge D.A., Truog R.D. (2020) Trustworthiness before trust — Covid-19
vaccine trials and the black community. Available at:
https://www.nejm.org/doi/10.1056/NEJMp2030033 

15) Eliot Gillings (2023) Clinical Research Coalition: Improving Participation from Underserved Groups.
Available at: https://publicpolicyprojects.com/wp-content/uploads/sites/6/2023/01/Clinical-Research-
Coalition-Improving-Participation-from-Underserved-Groups-RT1.pdf 
 
16) Ragnar Löfstedt & Dominic Way (2016) Transparency and trust in the European pharmaceutical
sector: outcomes from an experimental study. Available at:
https://www.tandfonline.com/doi/abs/10.1080/13669877.2014.919517 

17) Michael Penlington, Philibert Goulet, Beth Metcalfe (2022) Improving knowledge and trust in
vaccines: A survey-based assessment of the potential of the European Union Clinical Trial Regulation
No 536/2014 plain language summary to increase health literacy. Available at:
https://www.sciencedirect.com/science/article/pii/S0264410X21016534 

18) European Commission (2022) Clinical trials - Regulation EU No 536/2014. Available at:
https://health.ec.europa.eu/medicinal-products/clinical-trials/clinical-trials-regulation-eu-no-
5362014_en 

19) Health Research Authority (2021) Writing a plain language (lay) summary of your research
findings. Available at: https://www.hra.nhs.uk/planning-and-improving-research/best-practice/writing-
plain-language-lay-summary-your-research-findings/ 

20) Kirkpatrick, E., Gaisford, W., Williams, E. et al. (2017) Understanding Plain English summaries. A
comparison of two approaches to improve the quality of Plain English summaries in research reports.
Available at: https://researchinvolvement.biomedcentral.com/articles/10.1186/s40900-017-0064-
0#citeas 

21) RAND Corporation (2022) The Financial Ecosystem of Pharmaceutical R&D. Available at:
https://www.rand.org/pubs/external_publications/EP68954.html 

22) Department of Health and Social Care (2021) The NHS Constitution for England. Available at:
https://www.gov.uk/government/publications/the-nhs-constitution-for-england/the-nhs-constitution-
for-england 

23) Olsen L, DePalma L, Evans JH. Self-Interested and Altruistic Motivations in Volunteering for Clinical
Trials: A More Complex Relationship. Available at:
https://journals.sagepub.com/doi/abs/10.1177/1556264620914463 

24) Vayena E, Brownsword R, Edwards SJ, et al. (2016) Research led by participants: a new social
contract for a new kind of research. Available at: https://jme.bmj.com/content/42/4/216.citation-tools 

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7424561/
https://www.nejm.org/doi/10.1056/NEJMp2030033
https://publicpolicyprojects.com/wp-content/uploads/sites/6/2023/01/Clinical-Research-Coalition-Improving-Participation-from-Underserved-Groups-RT1.pdf
https://www.tandfonline.com/doi/abs/10.1080/13669877.2014.919517
https://www.sciencedirect.com/science/article/pii/S0264410X21016534


Bibliography

21

25) Getz KA. (2008) Protocol design trends and their effect on clinical trial performance. Available at:
https://www.researchgate.net/publication/285473087_Protocol_design_trends_and_their_effect_on_c
linical_trial_performance 

26) Crocker J C, Ricci-Cabello I, Parker A, Hirst J A, Chant A, Petit-Zeman S et al. (2018) Impact of
patient and public involvement on enrolment and retention in clinical trials: systematic review and
meta-analysis. Available at: https://www.bmj.com/content/363/bmj.k4738 

27) Health Research Authority (2023) Public Involvement. Available at:
https://www.hra.nhs.uk/planning-and-improving-research/best-practice/public-involvement/ 

28) Imperial Biomedical Research Centre (2023) Public Involvement Training. Available at:
https://www.imperial.ac.uk/patient-experience-research-centre/ppi/ppi-training/ 

29) Bell-Syer SE, Thorpe LN, Thomas K, Macpherson H. (2012) GP Participation and Recruitment of
Patients to RCTs: Lessons from Trials of Acupuncture and Exercise for Low Back Pain in Primary Care.
Available at: https://bmjopen.bmj.com/content/2/3/e000939 

30) PANORAMIC (2022) PANORAMIC trial finds molnupiravir does not reduce COVID-19
hospitalisation/deaths in vaccinated people at high risk. Available at:
https://www.panoramictrial.org/news/panoramic-trial-finds-molnupiravir-does-not-reduce-covid-19-
hospitalisation-deaths-in-vaccinated-people-at-high-risk 

31) Financial Times (2023) Lack of clinical academics threatens NHS research and teaching, say peers.
Available at: https://www.ft.com/content/b5b9fe7f-7169-4ae6-a97b-cd98fe346ffe 

32) Financial Times (2022) UK Lags Behind EU in Authorising New Medicines After Brexit. Available
at: https://www.ft.com/content/75679552-8dba-4993-9b4d-ce0c5302928d 

33) Kianersi, S., Luetke, M., Ludema, C. et al. (2021) Use of research electronic data capture (REDCap)
in a COVID-19 randomized controlled trial: a practical example. Available at:
https://bmcmedresmethodol.biomedcentral.com/articles/10.1186/s12874-021-01362-2#citeas 

34) National Institute for Health and Care Research (2020) Improving inclusion of under-served
groups in clinical research: Guidance from INCLUDE project. Available at:
https://www.nihr.ac.uk/documents/improving-inclusion-of-under-served-groups-in-clinical-research-
guidance-from-include-project/25435 

35) Mary Brown (2022) The Digital Divide: Reducing inequalities for better health. Available at:
https://publicpolicyprojects.com/wp-content/uploads/sites/6/2022/10/PPP-Digital-Divide-report-
22.pdf 



Copyright: Public Policy Projects 2023                                                                                      www.publicpolicyprojects.com��


