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Introduction

Virginia Minogue and Jon Salsberg

Patient and Public Involvement (PPI) is an integral part of the planning,
design, and conduct of health and care research in many health
economies. The degree to which attention is paid to the rights, safety,
and protection of PPI contributors and community partners varies.
With this volume we have sought to produce a textbook on the topic of
PPI and ethics that will be of value to many different audiences. These
include seasoned researchers and student researchers; academics
leading health and clinical professional training with a research
component; academics leading teaching on patient and public
involvement; clinical and health research centres; research institutes;
institutional ethics boards; clinical and health research ethics
committees; funding bodies; those with responsibility for training and
building capacity for public and patient involvement in research; and
anyone with an interest in good practice in ethical patient and public
involvement.

This book introduces the reader to considerations of the ethical aspects
of patient and public involvement (PPI) in health research and provides
an important reference point and guidance on ethical research
involving PPIL. It makes a valuable contribution to the still vibrant
debate about the ethical aspects of involving patients and the public as
partners in the design, conduct, and dissemination of research. Several
chapters discuss three key areas of PPI and ethics:

e What is ethical practice in carrying out PPI in research.

e PPIin the research ethics process including consideration of the
level of knowledge:
o about ethical approval processes amongst PPI contributors
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o about PPI and ethical issues amongst Research Ethics
Committees.
e  When ethical approval is needed for PPI activity and whether

PPl is seen as increasing the risk within a project.

Uniquely, each chapter has been written collaboratively and many will
also reflect the PPI contributor or partner perspective. It will be a
practical tool for all those who engage in patient and public
involvement in health and clinical research and are concerned to
conduct their research ethically, and with the best interests, safety, and
protection of the patients and public, by working in partnership.

Definitions of patient and public involvement have long been debated
and there is no clear agreement on the terms that should be used. For
consistency, patient and public involvement, or PPI, in this book is
defined as:

‘- research carried out ‘with” or ‘by” members of the public
rather than ‘to,” ‘about’ or ‘for’ them’ (National Institute for
Health Research; Health Research Authority?).

PPI involves working in collaboration or partnership with patients,
carers, families, service users or the public in planning, designing,
managing, conducting, disseminating, and translating research. It is
distinct from a patient or member of the public participating or
volunteering to take part in research as a subject of a study. It is distinct
from the involvement of patients or members of the public in the
design, delivery, and management of health services and systems,
although there is a shared heritage and value set between this and PPI
in research. The term ‘PPI contributor” is used to describe those who
engage in PPI as a co-researcher, research team member, co-applicant
for a bid for funding, and other roles that lead to active involvement in

! https://www.peopleinresearch.org; https://www.hra.nhs.uk/planning-and-improving-
research/best-practice/public-involvement/
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the research process. We recognise that there are many other definitions

that are used and may be preferred.

PPI in health and clinical research has increased exponentially over the
last two decades. Despite this, it is not regulated nor are there any
universally agreed upon standards or ethics applied to PPI in research.
However, health and clinical research is a heavily regulated area and is
subject to a great deal of international and national legislation, policy,
procedure, and guidance. Included in this is legislation and policy
relating to the safe participation of those who are the participants or
subjects of research i.e. patients, carers, families, members of the public
as ‘sources of data’. They are also protected from harm by research
governance and research ethics processes. This is not the case for PPl in
research i.e. PPI contributors as co-researchers, co-applicants in funding
applications, project team members, advisory group members, despite
the significant ethical and governance issues that arise out of these
additional roles.

After more than two decades of development and embedding of
processes across health research, it is even more imperative that the
partnerships and relationships we build with those who contribute to
our research are underpinned by principles of reciprocity and fairness.
Too often they are distorted by power dynamics and the presence of
‘othering” (Akbulut and Razum 2022). By building our practice on a
values-based approach and ethical foundations and working to bridge
the gap between the researcher and the PPI contributor, we can develop
successful co-production whilst enabling the authentic voice of the
contributor to be heard.

In this book the reader will be able to explore different aspects of ethical
PPI from the perspective of PPI contributors including children and
young people, vulnerable populations, community engagement in
partnered research, institutional Research Ethics Committees, and
research funders. There will also be the opportunity to explore ethical
issues including diversity and inclusion, power relationships, and to
address the tensions, dilemmas and challenges that arise for PPI when
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working within an ethical framework. Each chapter will offer practical
guidance and knowledge to enhance the quality of PPI in health
research by working in an ethically responsible way.

Chapter one sets the scene by outlining the ethical issues that arise in
PPI in health research. The authors discuss what ethical PPI in research
involves, contrast the protections and rights that are afforded to
participants (subjects) of research with the lack of consideration given
to the rights and safety of PPI contributors. Through an exploration of
the various roles of PPI contributors, the authors will provide an insight
into the responsibilities and ethical considerations that may arise.

Chapter two reflects on the many challenges and tensions in conducting
ethical PPI highlighted in the other chapters. It explores the potential
dilemma between attempting to harmonise ethical PPI with a more
personalised and values-based approach that places the patient voice at
the centre of health research. The authors discuss the tensions and
dilemmas in more detail, outline how such issues contribute to barriers
for ethical PPI, and/or limit true partnership working, and identify
some of the solutions to address them including the adoption of a
values-based practice approach.

Chapter three focuses on issues of diversity and how to involve people
from marginalised groups as PPI contributors in the research process.
It addresses the challenges of ensuring diverse and representative
involvement and overcoming barriers to inclusion through relationship
building and engagement with communities, specifically those
representing people from marginalised backgrounds. The authors
highlight the importance of communication and taking a listening
approach to involvement. They also discuss how foregrounding and
valuing the lived experience of the potential contributor brings
validation. Guidance is provided on the type of support, resources
needed and the development of user-friendly technology.
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Chapter four focuses on participatory approaches to the co-production
of research knowledge. Participatory research emphasises equity
among researchers and knowledge users by embracing diversity of
values, experiences, and knowledge. This approach can help assure that
issues of power, decision-making and representation are monitored,
and strategies are applied to shift research ownership from academia to
community or patient knowledge users. This can generate practical
ethical challenges ranging from issues of data or knowledge ownership,
to control and access over research products and their dissemination, to
protection of collective community interests. This chapter will examine
some of these issues and, based on practical experience, propose
strategies to address them using lived examples from both community-
based and patient-engaged research experiences.

Chapter five examines issues of power imbalances in participatory
research. It presents a view of power from the unique anthropological
perspective of an ethnographer and phenomenologist. Using a case
example, the authors describe events which marked shifts in power
between in and out-patient mental health professionals, professional
disciplines, and people with lived experience. They explore the ethical
issues that emerged in a mixed method ethnographic and participatory
project, at the intersection of participant observation and participatory
action, from the multiple perspectives of those involved.

Chapter six explores the specific ethical challenges of involving children
and young people in child health research. This chapter, with the use of
case studies, and lived experience of involvement, describes a child-
rights based approach of how to support and manage the process of
delivering meaningful patient and public involvement with children
and young people in the design and conduct of paediatric health
research. This practical chapter highlights a step-by-step approach to
overcoming issues such as identifying and engaging children and
young people willing to get involved; providing a safe space for
children and young people to come together; methods explaining how
to present research to children and young people in ways they will



XXXil Introduction

understand and acknowledging their input through feedback and
recognition.

Chapter seven discusses the ethical considerations when including
individuals with intellectual disabilities and other vulnerabilities as PPI
contributors and is underpinned by the ethos "nothing about us without
us". The authors highlight the importance of designing roles within
research projects that leverage the unique strengths of individuals to
ensure meaningful participation, and the important ethical issues to
consider while doing so. They outline how a framework of values and
principles underpins each stage of PPI throughout the research process
and present strategies for including people with vulnerabilities to
achieve authentic inclusion.

Chapter eight explores the funder perspective and considers how PPl is
included in funding applications and the role of PPI co-applicants in the
process. It will also explore how PPI contributors are involved as
reviewers of funding applications and provide guidance on how to
recruit, educate, and embed PPI within funding decisions. The authors
will address the challenges of recruiting a diverse range of reviewers,
dealing with power imbalances, and unconscious bias.

Chapter nine discusses the role of Research Ethics Committees (RECs).
RECs consist of both scientific and non-scientific members and PPI
members are included within the category of non-scientific and are
generally individuals who are not research or health and social care
professionals. The authors explore the rationale behind the inclusion of
PPI representatives in RECs looking at the value case, potential benefits,
and operational challenges of embedding PPI in both national and
institutional RECs. It examines the role of RECs in reviewing PPI across
the research process and in reviewing the duty of care and potential risk
to PPI contributors.

Chapter ten reflects on the key points from the preceding chapters
including the importance of partnership between PPI contributors,
communities, researchers, and other stakeholders, agreed values,
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ethical responsibility, and clear communication. Using the conceptual
model proposed by Wallerstein et al (Wallerstein et al 2008, 2010, 2018),
a new framework for effective ethical PPI in health care research is
proposed. The framework is underpinned by a values-based, and
rights-based, approach whilst being cognisant of the need to for the
protection, safety, and rights of the individual and community in the
research process. It points to the importance of jointly identifying
ethical risks and mitigations and reviewing them at all stages of a study.
This alongside a shared process of evaluation and reflection is an
important element of communication.

Common themes relating to the ethical aspects of PPl in health research,
emerge throughout the chapters of this book, i.e. the importance of
values, the rights and protection of PPI contributors, the diversity of the
lived experience, managing power dynamics, communication, and
creating true partnerships. Crucially, the basic values of PPI i.e. respect,
equity, trust, partnership, integrity, and responsibility, outlined in the
literature, underpin ethical approaches to PPI and provide the
principles upon which the foundations of effective co-production are
built.
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Chapter 1
Ethical Patient and Public Involvement in

Health Research

Virginia Minogue and Jon Salsberg

Introduction

This chapter outlines the ethical issues that arise in patient and public
involvement (PPI)! in health research. It sets out an ethical approach to
PPI, the principles underpinning that approach, and how to recognise
and address the challenges and issues that arise from working in
partnership with PPI contributors. It will also highlight the dilemmas
encountered in a health research environment where the system of
ethical approval is focused on the rights of the research participants and
does not offer the same rights to PPI contributors. These issues are even
more complex when research teams seek to work with PPI contributors
in a partnered, co-productive, and equitable way but without a clear
ethical framework to guide their activities. We will offer critical insight
into the roles and responsibilities of PPI contributors and the ethical
considerations related to each of the roles.

! Patient and Public Involvement (PPI) refers to patients, service users, carers, families
using health and social care services, people with lived experience of health conditions
(who may or may not be current patients), patient advocacy organisations, and
members of the public. PPI in healthcare research refers to research carried out ‘with’
or ‘by’ members of the public rather than ‘to’, ‘about’ or ‘for’ them’. Essentially this
means working in collaboration or partnership in planning, designing, managing,
conducting, dissemination and translation of research.



