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The call for community and patient involvement in the
COVID-19 response is yet to be heard and answered. There are
practical and ethical reasons for researchers not to neglect
patient and public involvement (PPI), which has become an
important cornerstone of UK-based clinical research. There has
been a commendable effort towards driving evidence-based
research, particularly through clinical trials in the UK. This
article presents a brief background to PPI and points for
consideration for clinical researchers currently active in or
planning COVID-19 research.
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Introduction

The need for community and patient involvement in research
has never been greater. COVID-19 represents the need and the
opportunity to make sure that all clinical research has meaningful
patient and public involvement (PPI), whether it be at the design,
undertaking, dissemination or evaluation stages of the research
cycle.

COVID-19 has humbled clinicians across the world, has challenged
dogma and has left us with many unanswered questions. The
cumulative unknown effects of health service choices, social
behaviours and pathological processes necessitate a consultative
approach to health policy and research that is inclusive of public
voices.

There are uncanny parallels between COVID-19 and the HIV
pandemic over the last 40 years. A valuable, and perhaps intuitive,
lesson from the HIV experience that has frequently been cited
over recent weeks is the need for community engagement for an
effective COVID-19 response.!

Historical background

It is worth remembering that the origins of PPI can be traced
back to voices such as educator Paolo Friere, and his concept of
citizen ‘conscientisation’,? and philosopher Michel Foucault, and
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his discourse on power and knowledge as social constructs and
on the doctor—patient relationship.? Thus, the use of PPI should
be seen as a transformative process whereby the public can be
empowered, whether through the redistribution of power or the
development of social capacity.

The UK is a pioneer in demonstrating a national commitment
to public involvement. ‘No decision about me, without me’
underpinned the vision of a public and patient-centred NHS that
was set out by the UK Government’s 2010 white paper, Equity
and excellence: liberating the NHS.“ The ‘patient revolution’ has
filtered through to all aspects of healthcare design and delivery,
and regulations stipulate that PPI must be part of the design,
development and applied aspects of all NHS organisation work. PPI
has evolved over several decades now and the role of PPI in clinical
research is reinforced through the National Institutes of Healthcare
Research (NIHR)’s dedicated organisation, INVOLVE.

Funding bodies, including charities, have long mandated evidence of
PPT in grant applications, and they should not relax this for COVID-19
research. Patient review to complement traditional peer review has
recently been introduced by a number of academic journals, many
of which also request authors provide a tweet written for a public
audience, as well as for the academic community, to encourage public
engagement with healthcare science.

While they may overlap conceptually and practically, there is
an important distinction to be made between involvement and
engagement. Involvement refers to the active involvement of people
in carrying out research projects, whereas engagement refers to the
broader information and knowledge about research that is shared
with the public. Participation in research, meanwhile, describes people
providing data for analysis, ie research study participants.

The importance of inclusiveness

Evidence has emerged that in the UK the ability to adopt and
comply with certain interventions against COVID-19, such as

the ability to work from home and to self-isolate, is a privilege.®
Atchison and co-authors found that those with the lowest
household incomes were less likely to be able to work from home
and three times less likely to be able to self-isolate.® Arguably,

this is a reflection of the often-systematic tendency of policy and
research to overlook the most vulnerable in society. These findings
and the current concern over the higher risk of death in black,
Asian and minority ethnic (BAME) groups highlight the importance
of capturing socioeconomic status, ethnicity and occupation in
COVID-19 clinical research.
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PPI can be used to hear the voices of the marginalised and the
vulnerable in clinical research. However, PPI research has previously
been criticised for not sufficiently representing those with lower
health status and poorer access to services.® There are several
practical ways to mitigate this; for example, being mindful of
this potential bias, working with grass-roots community-based
organisations and leaders, and developing written information and
scripts to ensure that language is clear for a lay audience.

On a systematic level, PP1 is criticised as an exercise that is too
subjective and lacking in legitimate representativeness. It may be
worth including those with and without lived experience of the
condition, including family and carers. In clinical research to date,
under-represented groups in PPI reflect under-represented groups in
clinical trials. This includes adolescents and young adults and those
from ethnic minorities and less-advantaged socio-economic groups.
This may reflect the traditional ways of inviting participation
through established patient networks. Social media and community
groups can be used to target under-represented groups.

It is important to remember that PPI contributors may have
specific training needs for particular involvement activities, for
example to develop skills in understanding terminology, reviewing
documents, managing emotions or contributing effectively
in meetings. Choices around inclusion and exclusion must be
balanced with the choice of involvement methodology, for example
ethnographic study, interviews, or surveys, as well as time and
resource constraints.

Impact

The National Standards for Public Involvement are six standards
for PPI to be benchmarked against.” The fifth standard directly
calls for meaningful evaluation of the impact of PPL. This includes
cost-effectiveness, as significant time and financial resources (up
to 10% of a clinical trial’s cost) may be required. The limitations to
date for measuring the impact of PPI work have been the emphasis
on the intrinsic value of PPI, the need for a common understanding
of PPLin practice, and methods to capture its full value.

Any COVID-19 PPI work should therefore include an evaluation
strategy. There is no consensus on how this is best done, and
indeed whether it should be qualitative or quantitative in nature.
An impact log is a simple approach to recording PPI outcomes,
but a more structured method of reflecting on and recording
outcomes is the ‘cube’ framework of four domains.® A useful and
validated approach is the Public Involvement Impact Assessment
Framework (PiiAF), which is a two-part tool for exploring impact and
development of an assessment plan, which was itself constructed
with public involvement® and is recommended by the NIHR.

Principal investigator leadership is a key influence on impact that
is under-recognised,’ and this has a practical implication, especially
for rapid research. Building collaborative relationships between
individual researchers and members of the public takes time, but
there are several grassroots organisations that can be utilised to
facilitate and maximise impact at all stages of the research cycle.’
For example, NIHR invoDIRECT is an online resource of networks,
groups and organisations for researchers, and VOICE is a large
network of citizens that connects members and researchers.

Clinical trial research

PPI interventions have been shown to improve recruitment and
retention in clinical trials.”” Without emphasising the role of clinical
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Community and patient involvement in COVID-19

Box 1. Useful websites

NIHR INVOLVE: invo.org.uk

NIHR invoDIRECT: invo.org.uk/communities/invodirect
VOICE: voice-global.org

NIHR COVID-19 studies: nihr.ac.uk/covid-studies
European Patients Academy: eupati.eu
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trials over other approaches in the effort to mitigate the health

and social costs of COVID-19, clinical trials are used here as an
illustration of how PPI can be incorporated even for urgent work. On
3 April 2020, Chris Whitty, chief medical officer for England, openly
called for the recruitment of patients into nationally prioritised
clinical trials on COVID-19."? The Medicine and Healthcare products
Regulatory Agency (MHRA) has developed procedures for rapid
scientific advice, reviews and approvals, and was able to authorise
clinical trial applications within a week during the Ebola outbreaks.”
There are 24 registered COVID-19 trials active in the UK to date
(see www.clinicaltrialsregister.eu and www.clinicaltrials.gov), with

21 recognised as nationally prioritised studies.

For example, C-19ACS is a registered trial recruiting at Imperial
College London NHS Trust. Based on direct anecdotal evidence from
carer involvement, a survey was conducted to explore the views of
COVID-19 research in delirium patients, which is increasingly being
reported as a strong association by clinicians across the world.

Within 12 hours it was possible to design and deliver a survey
of 120 responses, which was considered an adequate sample size
for the purpose. In this time, it was possible to undergo a round of
clinical peer review, a round of public piloting, implement feedback,
invite participants and report results using Google Forms, a free
online survey tool. Though Google Forms is itself GDPR-compliant
and tools are available to store and send encrypted data, it
must be used in a GDPR-responsible way. This is an example of
consultation-type PPI and may be considered a low-level form
of involvement. Nevertheless, it demonstrates that PPI work can
rapidly incorporated during the COVID-19 research response.

Significantly, a third of survey respondents were over the age of
65 years old and the use of an online survey requiring an email
address was not seen as a barrier. Moreover, nearly half of the
participants were willing to be contacted again. In another survey,
Pristera and co-authors found that over two-thirds (68.6 % ) of
people wanted to or might want to be more involved with those
working on the UK’s response to the outbreak.™

The pharmaceutical industry in the UK has a growing role in PPI
activities, especially in clinical trial research. The pharmaceutical
industry is an important stakeholder and potential partner in
the global response to COVID-19. In planning a PPI activity
with industry, it is important to have a shared understanding of
the goals and partnership. The Innovative Medicines Initiative
(IMI) European Patients Academy (EUPATI) is a pan-European
consortium focused on educating and training the public to ensure
they can contribute to medicine development and offers a useful
toolkit for approaching PPI work with a commercial sponsors.

Conclusions

With the level of media exposure and impact of COVID-19 on
the public’s everyday life, the public are ‘pumped and primed’ to
be involved in research into the disease. Use of technology and
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creative ways of working can only serve to accelerate patient and
public involvement in research. Though it may be new territory for
some, requiring new methods, we have a duty to recognise the
importance of PPI in our work, and there is guidance’® and other
free and online resources available, including practical toolkits and
online communities (see Box 1 for useful websites). We should not
waste this opportunity to engage and involve the public in shaping
the future of their health and their healthcare. ®m
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