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Abstract

Advancements in mental health research, social changes and policy developments have led to the emergence
of new forms of research partnerships, which bring together research institutions, public companies and lay
people as partners in the same research project. In this paper, we argue that partnerships comprised of
industry, academia and people with experience of mental illness may present practical and ethical challenges
that affect the conduct of research and undermine public trust in research collaborations. We outline a
number of ethical problems from the motivation to combine competing interests and values of these diverse
research partners. We argue that while critical perspectives on each of the partnership forms outlined above
exist in the literature, the combination of industry, research and PPl actors in partnership in mental health
research has not received sufficient scrutiny. We suggest that a robust ethical approach is needed to properly
substantiate the value of such research partnerships, to inform practical and ethical guidance on potential
conflicts and to facilitate productive collaborative research.
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Introduction: Academia, Industry and people with lived experience of mental illness as
‘partners’ in mental health research

Advancements in mental health research, social changes and policy developments have led to the emergence
of new forms of research partnerships among stakeholders in mental health; specifically, research institutions,
industry (pharmaceutical and biotech) and people with lived experience of mental health challenges. We call
such research partnerships RIPs (Researchers, Industry and People). There are at least two types of RIPs in the
European Union today: The first is illustrated by the EU Innovative Medicines Initiative (IMI), which is a public-
private partnership between the European Union and the European pharmaceutical industry, with a €3.3
billion budget between 2014-2020. In this type of RIP, an alliance between industry and researchers drives the
value of the funding mechanism and is transparently articulated and structured. The inclusion of a patients,
carers and public stakeholders element (PPl), is far less clearly or equitably outlined, although it is strongly
“encouraged” and advertised as a valued ‘partnership’. As of 2019, IMI maintains its own pool of ‘patient
experts’ that provides PPl guidance to researchers.!

A second type of RIP is sponsored by a public institution, in which RIP partnerships are seen to drive scientific,
economic and public value. The UK’s National Institute for Health Research (NIHR) is one such example, where
working across academic institutions, third sector organisations and industry is seen to support a world-
leading ‘research ecosystem’.? In this version of a RIP, the structure of mutual obligations among the three
entities brought together in ‘partnership’ appears to change over time and perhaps according to the
leadership of the moment. For example, in its current iteration, the NIHR places high value on the role of PPI
in academic research, with absolute requirements for PPl involvement in research projects:
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“How you’ve involved patients, carers and the public will be assessed when your research application is
reviewed by our prioritisation and funding committees”

Involvement with industry, on the other hand, is only encouraged:
“You may wish to consider partnering or collaborating with the life sciences industry or charities.” >

On the other hand, the NIHR actively solicits revenue from industry by offering the NHS as a research service
platform for industry studies.* NIHR’s partnership services include PPI at the start of an industry-sponsored
study, but it is unclear from publicly available materials whether NIHR requires PPl in partnered industry-
sponsored studies, or if it is only recommended as good practice®

Communications from governments, industry and academia advertise the value of such research partnerships,
highlighting the positive potential for progress in mental health research and treatments, such as gains in
efficiency, skills and resources ©

“[We] hope, by working in partnership with patients, bringing in new talent, and joining up the resources we
have already, that we can transform the landscape of mental health research — and by doing so to improve the
lives of those affected”)’.

Such positioning of national strategy veils core challenges to this partnership agenda that threaten its very
success. In what follows, we outline a number of ethical challenges that RIPs present from the motivation to
combine competing interests, priorities and expectations of these diverse research partners. We claim that
while critical perspectives on each of the partnership forms outlined above exist in the literature, the
combination of industry, research and PPI actors in partnership in mental health research has not received
sufficient scrutiny. Although the severity of the ethical issues that arise will depend on various factors, e.g. the
nature of the study in question; the type of research partnership (i.e. research partnerships vary on strategies
and may permit greater or lesser distance among partners® °) mental health studies relying on such
partnership models are likely to present overlapping ethical problems and introduce challenges that affect
research partners’ relationship, research processes, and research output. We conclude that ethical guidance
is needed to turn these challenges into best practices in mental health research.

Ethical challenges in RIPs

Competing interests and priorities as barriers to the conduct of research

Research partners may state a common shared goal of promoting improvements in mental health through the
production of reliable and relevant evidence that leads to better treatments. However, they are also driven
by different and often competing interests. We propose a crude summary of these interests here: Researchers
are interested primarily in scientific progress and are more likely to be involved in studies that would advance
their careers and reputation, such as studies that could be published in high impact journals'® 1. Industry
funders tend to focus on interventions that have a high likelihood of translational success'?; or that enhance
basic knowledge required for advancement of the science relevant to drug / treatment discovery. Better care,
if achieved, tends to be a by- product of commercial interest!. Finally, people with experience of mental
health challenges tend to be interested in studies that provide safer and more effective interventions with
fewer side effects 1>

Competing interests, if not effectively managed, may cause internal ethical problems in RIPs; such as
misunderstandings and conflicts among partners, which will affect the conduct of research. Conflicts may arise
over the research agenda and methodology, interpretation and dissemination of the results, or even the
overarching conceptual framework within which mental health research is undertaken. Indeed, one of the



main difficulties in such research partnerships is that industry, academia and patients’/carers’ agendas only
partially overlap!* 15 1°. As Crowe et al. have showed (2015), there is an important mismatch between the
treatments evaluated by researchers and those that patients and clinicians want to see evaluated. In
particular, the authors found that only a low proportion (2.6 %) of industry-funded registered trials studied
the effects of the non-drug treatments and used non-drug comparators (such as drugs with psychological
therapies for treating depression), despite the fact that non-drug interventions were preferred by patients.®
Similar results were also reported in a study carried out by Tallon and colleagues (2000).2* Those who have
experienced mental distress and/or services first-hand frequently prioritise quality of life and are more
interested in exploring strategies of managing mental health disorders from a holistic perspective and asking
research questions on practical aspects of living, such as the nature of mental health services!’. Moreover,
they prefer social and psychological studies rather than biomedical'®. Pharmaceutical companies, some
researchers and national funders, in contrast, prioritise drug development.

To address potential and actual disagreements among research partners, the establishment of clear processes
is necessary. However, managing conflicts in RIPs may be particularly challenging for two reasons. First, the
substantial heterogeneity within two out of three of the entities brought together in collaboration
(researchers and patient/carers) suggests that a straightforward process that can be shared by everyone
involved cannot be easily identified. Mental health research is highly interdisciplinary; and mental health
patient and carer communities are substantively diverse, particularly across different kinds of disorders.
Interdisciplinarity and diversity can create challenges for mutual understanding between partners?®. Conflicts
arising from differing perspectives may occur among partners and within each partner group. For instance,
patients diagnosed with autism may hold different views on how a study should proceed or on the roles they
wish to hold/the activities they want to be involved in the project, as compared to carers?°. Within the research
group, psychologists and biological psychiatrists conducting research on autism comparing drug and
psychological interventions may hold different a priori ideas about the value of the pharmacological and
psychological therapy arms of the study.

A second reason for which managing disagreements within RIPs is challenging is due to the lack of clarity in
how the diverse views of partners should be weighed. In the two RIP models outlined above the third partner
is not explicitly in relationship with the other two primary partners, thereby further complicating a transparent
articulation of processes to address competing priorities and interests. When such conflicts appear, there is
a risk that the third entity’s interests enter without proper process, to essentially adjudicate the conflict. For
example, industry may be more interested in prioritising autism treatments that yield more commercial
benefit. This may decide the direction of the research study, but it is hardly a good way to settle conflicting
priorities in RIP research.

Stereotype views as barriers to RIPs” stated goals

By aiming to combine diverse forms of knowledge, skills and expertise, RIPs implicitly and explicitly introduce
different roles and responsibilities to those assumed in conventional medical research models. In RIPs research
partners are being required to develop and manage an entirely new research culture. However, the practical
and ethical dimensions of such endeavour have been scarcely acknowledged by the national actors who
require it.

Current guidelines aim to strengthen the role of lay people in research (i.e. PPl involvement as a requirement
in research) but simply asserting the importance and value of PPI, does not itself overcome long held stigma
about mental health service users?! . As discussed in the PPl literature, people diagnosed with mental disorders
are often assumed to be incapable of making reliable, rational judgments, and this undermines their role in
research discussions?? 22, Academic researchers view themselves as holding scientific and objective views
about research?® and consider any diversion from clinical methodology as impairing research quality?’. As a
consequence, researchers may refuse or ignore arguments against their supporting hypothesis®® or may even



ask patients to be involved after the research questions have been decided to avoid ‘over-involvement 26, PPI
stakeholders, on the other hand, argue that researchers follow specific research agendas aligned with their
own academic interests and anticipations, and are unaware of their own biases?.

Stigmatising views about people with mental health conditions are also likely to exist within industry?®. There
is preliminary evidence to suggest that industry researchers do not view PPl involvement as an uncomplicated
good, and that biased beliefs about the capacity of patients to be involved in research exist even outside
mental health research. In Parsons et al’s (2016) pilot study, some pharmaceutical industry professionals saw
the primary role of people with lived experience of health conditions in research as that of research subjects?®.
Similar studies?® 3° show inconsistent and fragmentated approaches to the involvement of people with first-
hand experience of health services in industry-sponsored drug development research. This was due to real or
perceived barriers by representatives of pharmaceutical companies, such as the need to report adverse events
reported by patients, or the idea that direct interaction with people with first-hand experience of health
services constitutes a regulatory violation3!.

Preconceptions and stereotype views also exist regarding industry’s role as research partner both within and
outside research. Concerns and criticisms are often expressed by academic researchers®? 33 and patient
groups* ¥ regarding pharmaceutical companies’ manipulative role in selecting research priorities, managing
the process of research and interfering with the interpretation and dissemination of results.

The existence of stereotype views and preconceptions that research partners may hold for each other
regarding their moral integrity or ability to contribute to the quality of mental health research may work as
barriers to meaningful collaboration and contradict RIPs’ stated partnership goals. They also raise a more
fundamental question about the justifications for RIPs in the first place, which have not currently been
addressed in the research ethics literature. Reliance on diverse and interdependent kinds of knowledge, skills
and expertise in mental health research is likely to raise barriers to effective collaborations and to the
production of valuable knowledge; at what point are these problems more harmful than helpful to research?
Are there any types of mental health research where such partnerships are not appropriate?

Systemic power and control inequalities as barriers to fair partnerships

In RIPs partners differ in their capacities, motivations and views about mental health research and their
expectations about their roles and contribution ¢ 36 37, Differences about how a partnership should work in
practice and decisions regarding roles and responsibilities are usually subject to negotiations among partners
%9 Yet, in RIPs such negotiations are particularly challenging.

Hierarchies of knowledge and systemic power inequalities imbedded in the mental health context, may affect
RIPs’ dynamics 38 3% and thus the processes and results of partners’ negotiations.*® 4! 42 According to evidence
only few studies based on partnerships with industry, academia and people with first-hand experience of
health services are deemed to meet standards of fairness!® 26 43, Several authors* > 2’ have pointed out that
such partnerships are often structured in ways that favour researchers and/or funders more than people with
first-hand experience of health services and preserve the status quo of scientific convention. For instance, PPI
contributors may not be acknowledged as co-authors*®; may receive no payment for their contributions*’; or
may lack power to influence the study once it has started. 3> Similarly, mental health researchers may be forced
to make several compromises that run serious professional and personal costs for them, which are masque by
the idea of collaboration.*®

Unfair practices regarding data sharing, intellectual property *1® and remuneration in favour of those with
greater control or authority are well documented in several partnership models and contexts* . Yet, in RIPs a
distinct lack of guidance in how to manage partners’ different needs and expectations regarding their roles
and responsibilities in mental health research is obvious. As a consequence, RIP partners are engaged in a



revolutionary experiment with little mandate to prevent unfair practices. In addition, the costs of such
partnerships (e.g. waste of resources, professional and ideological compromises, etc.) are largely veiled by the
ideals of RIP collaborations espoused by national actors. In order to keep ‘normal’ science going, RIPs may
not only be ill-suited to identify and address unfairness but even be motivated to exaggerate existing power
and control inequalities among mental health stakeholders.

Lack of transparency in RIPs” policies and organisational structures as barriers to trustworthy
partnerships

In a conventional research model, academic researchers conduct and control the study with superficial or no
involvement of other mental health stakeholders. In RIPs new formal relationships among mental health
stakeholders are introduced where responsibilities, ownership and control are assumed to be, up to an extent,
shared among the members of the partnership. In the two RIPs profiled above, a lack of clarity and a lack of
transparency in partnership policies and the structure of obligations among the three ‘partnering’ entities are
obvious. As a result, novel concerns may be raised about RIPs accountability at both partnership and public
level. At best, the current situation on how such partnerships work, can be regarded as a move in a more
inclusive direction. Yet, the process is far from fully worked out. For instance, although integrating measures
for partnering with patients in new research partnership models represents a shift from disease-centred to
patient-centred approaches to health care 26, the problem of how to integrate patients’ priorities into research
agendas when the research is industry-sponsored, remains so far unresolved. Using the NIHR model as an
example, it is not even clear that industry-sponsored research that is conducted within the NHS is required to
integrate patient priorities and values — even though this is required for all other kinds of NIHR-supported
research.

Well-known challenges regarding patient representation and diversity in mental health research add further
complications regarding public accountability of RIPs and may introduce unreliability into the research
process. Recent studies suggest that in new research models, researchers may favour PPI groups that are likely
to share their views and legitimise their scientific endeavours *°. Similar problems concern industry partners
especially when RIPs involve patient organisations or groups. As the nature of the funding activities and the
scale of drug companies investment in patient groups are not always transparent>® , there is a risk that PPI
partners may appear as representing patient views or advocating for people with mental illness ! >2while in
reality they may promote marketing interests®® or even encourage therapies with problematic clinical profiles
and cost effectiveness. >

Lack of clear public communication strategies regarding partnership policies and governance structures may
undermine the trustworthiness of RIPs and the potential for ethical collaborations. This will arguably make for
ongoing problems in many such partnerships, but it is a particular problem in mental health research.
Relations among people with lived experience of mental illness, researchers and industry have long been
fraught by accusations of unethical practices > which continue to this day, and carry enormous personal and
economic consequences. Given the turbulent and ethically problematic history of relations between the
profession of psychiatry and psychiatric ‘users’, the involvement of people with lived experience of mental
health difficulties in research could be seen to carry distinctive ethical weight. The addition of industry as the
third ‘partner’ in a mental health research ‘collaboration’ adds further fragility to an already vulnerable
enterprise. Mental health research relies heavily on industry funding. It is thus essential that ethical principles
that would support worthwhile projects and trustworthy RIPs are guiding the relationships of RIP partners and
are clearly communicated to the public.

A need for ethical guidance

IM

Despite current enthusiasm about their potential “to transform the landscape of mental health research”’,
RIPs present ethical challenges, which are veiled by the ideals of RIP collaborations. Whether this is due to a



genuine desire for revolution on the part of senior health policy makers and funders, or a lack of foresight
while appeasing public sentiment, the result is that RIP partners have a distinct lack of guidance in how to
manage the costs of participating in a revolutionary experiment. We suggest that ethical guidance is essential
to support successful partnerships and promote fair and ethical relationships among partners in mental health
research.

An important step towards this aim is to develop an ethical account of what constitutes ethical partnership
with industry, academia and people with first-hand experience in mental health iliness. To establish ethically
credible RIPs, RIP partners should rely on firm ethical values.

To help RIP partners in taking actual steps to ensure that best practices are followed when planning and
forming such partnerships and conducting research, it is important that ethical guidance is informed by
evidence on the challenges that RIPs encounter in different mental health research
projects. Associated drawbacks of RIPs, such as time, cost and use of limited resources, should not
be disproportionate relative to potential benefits of the research. Evidence-based and clear justifications
about the value and impact of RIPs in different types of mental health research could also help correct, false
presumptions and stereotypes that partners may hold for each other and appreciate the importance of
creating the right platforms where they all can meaningfully work together® &

Ethical guidance should also provide problem-solving strategies and discuss what form of ‘joint reasoning’ is
appropriate in different types of research partnerships so that partners are guided by a clear and convincing
account of how shared decision-making should look like in these settings. Although it is possible (and perhaps
more appropriate) to advocate for different solutions in different research settings and kinds of mental health
research (as these ethical problems may arise differently in different mental health research projects), it is
important to ensure that RIP partners rely on transparent and clear procedures that ensure mutual
understanding and promote fairness. Finally, current institutional oversight paradigms need to be adapted to
accommodate RIPs and address the issues discussed above.

Conclusion

The aim of this paper was to consider the ethical challenges that arise when researchers, industry and
individuals with experience of mental health illness are involved as partners in mental health research. We
discussed barriers in knowledge production, unfair partner relationships, conflicts in decision making and lack
of clear public communication. We do not suggest that RIPs are a misguided or a wrong effort; rather that the
practical and ethical work of RIPs is severely undermined and risky without a coherent account of the concept
of RIP collaboration and its underlying justifications. The future of mental health research will rely increasingly
on interactions between academia, industry and individuals with first-hand experience of mental illness. Given
that these problems are not addressed by current guidelines, we suggest that a robust ethical account is
needed to properly substantiate the value of such research partnerships, to provide practical and ethical
guidance on potential conflicts and to facilitate productive collaborative research. We view the preceding
analysis as the necessary groundwork to identify the systematic processes that can enable good RIP
partnerships and valuable research outputs.
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