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1. Introduction and scope

People with lived experience of a health condition or disability are often called ‘experts by
experience’ and sometimes find that they have multiple roles that overlap. This paper seeks to
name and then discuss some of these overlapping roles as they might be experienced by a single
person. A few of the many possibilities include:

e Serving as a research participant (this used to be termed a research subject) on two studies
at the same time

e Serving as a research participant and a member of the Lived Experience Advisory Panel
(LEAP) for the same study.

e Serving as a LEAP member while being paid by a relevant campaigning group

e Experiencing the health condition under investigation in a research study and working as a
researcher on the same study.

Some people occupy more than two roles and so the complexities increase exponentially, as with
the person who brings lived experience to their clinical role whilst also working as a researcher. To
keep the discussion as clear as possible, each section below will refer to a simple pair of overlapping
roles. For brevity, issues are named only once in this paper, even where they apply to several
situations, so readers should consider the whole document when thinking through their
circumstances.

This paper considers the circumstances where a single person occupies multiple roles and may be
subject to a conflict of interest; it does not consider how roles held by different people may overlap
and cause conflict between those persons. A conflict of interest occurs where one duty cannot be
fulfilled without compromising the other?, where trust is broken and one role distorts the person’s
judgement in fulfilling the other, even if the person is not consciously aware of it.

In this paper, primary interests are concerned with general patient benefit and the integrity of
research, while secondary interests include financial gain and advancement for the person, friends
or a particular subgroup of society. Conflicts of interest vary according to four factors:

e the reach of the person’s power and influence and so the range of decisions that may be
affected

e the likelihood that the conflict of interest will change the decision that is being taken

e the proximity of the secondary interest to the primary interest — as a conflict may be more
difficult to detect and manage if the secondary interest is closely related to the primary interest

e the scale of harm that may occur.

Some advisors recommend that anyone with a potential conflict of interest should simply be
excluded as any overlap is inherently coercive or corrupt, but they rarely seem able to specify the
specific reach, likelihood, proximity or harm — or even the nature of the interest. This amounts to a
preventative approach in which opportunity is denied rather than working to manage risk or repair
damage after it has occurred. An alternative approach is to acknowledge that recognition of a
potential conflict of interest does not suggest that the person has behaved in an unethical manner;
rather, it provides an opportunity to reflect, learn and improve®. However, as evidence to the
Undercover Policing Inquiry has shown, overlapping roles can give rise to abuse and cause intense
distress®.

The matter is further complicated when the conflict of interest is merely perceived rather than real.
For example, in a survey of 265 Institutional Review Board chairpersons in the USA> (equivalent to
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the UKs Research Ethics Committee chairs), 27% of chairpersons reported that their IRB considers
patients serving in non-traditional roles to be research subjects even if they were not formally
enrolled as subjects in the same study. This erroneous perception will restrict the role of Public
Contributors to health research and dampen efforts to coproduce it.

The harms that may arise from a conflict of interest include:

e Loss of objectivity. Studies of Public Contributors have not yet been found that would shed
light on this point, but the issue can be illustrated through its application to researchers,
where one study found an asymmetric effect, in that a financial relationship with a drug
manufacturer did not result in academics inflating positive research findings but did make
them less likely to report negative results®.

e Reordering of priorities

e Degradation of the quality of scientific endeavour

e Secrecy rather than openness and transparency across the whole team

e Exploitation of others

e Misallocation of time, effort, and publicity

e Loss of public trust.

The discussion set out in this Guide assumes that most citizens live with multiple, overlapping roles
every day of their lives, constantly juggling the conflict of interest between their identity as
employee and homemaker, neighbour and parent, and so on. In the workplace, in leisure activities,
and in research’, it is normal for people to hold multiple roles and pursue a variety of interests. As
discussions of work/life balance illustrate, it can be helpful to explore how competing roles interact,
try to pin down the nature of the threats involved and adopt practices that mitigate the risks. This
How To guide therefore attempts to identify the value of involving Public Contributors in research
who occupy multiple roles within the research community, appraises the potential risks, proposes
ways to mitigate them, and embraces rather than excludes people with multiple roles, identities and
relationships. In passing, we note here that:

e overlapping roles can provide positive opportunities as well as threats to the research
process®.

e It would be unfair to demand full clarity and resolution of all difficult issues in respect of the
roles of Public Contributors when parallel arrangements for academic colleagues remain
murky®.

e Conflicts of interest arising from overlapping or clashing roles are not always conspicuous;
indeed, one group of authors'® introduced their paper with a declaration that asserted with
admirable humility, “there are no known conflicts of interest.”

In general, the following paragraphs address overlapping roles which all occur within or close by the
research world. Others may wish to explore the potential for conflicts to occur across more life
domains. For example, when recruiting a ‘Patient and Public Voice’ representative, NHS
Improvement ask for a declaration of all employment, commercial sponsorship and volunteering as
they expect that these activities may cause a conflict of interest to arise!!, but say no more about the
mechanism of the presumed conflict or potential mitigations.

Where power is exercised and there is potential for misuse of it, ethical analysis, capture of case
studies of abuse and practice development all feed into training, formal guidance documents and
sanctions for the most egregious offences. All these systems are in place to regulate conflicts of
interest for academic researchers. What has been striking about some reactions to earlier drafts of
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this paper has been the absence of interest. In its place has been something that resembles
patronising indulgence from staff, with respondents nonchalantly indicating that ‘our Public
Contributors are not a problem’ and ‘we have never experienced any of these difficulties’. This is
perhaps akin to the denial of conflict of interest that is practiced by some academic researchers
when faced with ethical dilemmas??.

The Health Research Authority helpfully observes that Public Contributors can act as an independent
challenge to a team of academics®®, pressing them to be principled and rigorous in their reasoning
and so to declare conflicts of interest or face a challenge to do so. While such observations are no
doubt true, just as they would be if an academic attended a meeting of Public Contributors and
listened to their debate, the argument overlooks the potential for conflicts of interest to afflict
Public Contributors.

The comparative lack of attention to conflicts of interest as experienced by Public Contributors
leaves one wondering if they exercise such a small amount of actual power that there is no need to
even consider these matters or build a system in parallel to that constructed for the scrutiny and
regulation of academics, for whom bribes, rewards and risks can be substantial. Such judgements
are rooted in organisational and professional interests and callously dismiss the potential for gains
and losses to individual Public Contributors.

2. Managing conflicts of interest

In organisational governance, it has long been recognised that Trustees or Board members may find
themselves in a situation where they have a conflict of interest. The usual way to address these
matters consists of a combination of the following components:

e Aclear ethical position, set out in writing, that specifies what these influences may be and
that promotes a culture of freedom from undue influence upon decision-making. This is
usually set out in a policy that meets legal obligations in respect of bribery and corruption as
well as organisational rules regarding gifts and hospitality. Unfortunately, researchers are
not always sufficiently aware of these issues for their own practice®® and can be guilty of
self-deception?®, so cannot be relied upon to carry the ethical burden for Public Contributors
as well as themselves.

e An obligation laid on all participants to be diligent in recognising and acknowledging any
conflict of interest that may arise from time to time®’.

e Avrecruitment policy that balances the need to engage the right people with the need to
exclude persons who are unfit to serve due to a profound conflict of interest®. Some
organisations ask applicants to make a written declaration of interests as part of the
selection process and exclude individuals who meet specific criteria®®.

e An opportunity to declare any conflict of interest that is relevant to a particular discussion.
This is necessary, but it may not be sufficient on its own to manage powerful competing
interests®. The declaration may remind others of a longstanding continuing interest or a
recently expired interest?!, announce a new interest, or consist of something that was not
previously declared as it was not generally relevant but intersects with this particular
discussion. Disclosure may be for a number of different purposes:

o To transfer responsibility for deciding how to respond to a more senior individual or
group and then follow their direction in relation to the issue under consideration
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o To seek advice from others and then make one’s own decision about what to do

o To notify others and continue with one’s original plan, unless the senior individual or
group categorically prohibits it.

o To notify others and continue with one’s original plan, but now with shared
responsibility should anything go wrong

e Aregister which records any conflicts of interest that are declared from time to time.

e A well-known and understood repertoire of different ways to respond once a conflict of
interest has been identified, including:

o remaining involved, once other participants are aware of the potential conflict, and
welcoming challenge should it be needed

o involvement of independent observers or third-party reviewers who are free to
report on what they have witnessed?®

o permission to withdraw from a particular discussion? or project with specific duties
being reassigned

o the option of resigning entirely, should the conflict of interest overwhelm the
person’s capacity to add value and be seen as independent

o the duty to report any evidence of fraud or misconduct to the funder and
appropriate regulatory bodies?.

In some settings, the roles assigned to Public Contributors are structured in a manner which bakes in
some of these features. For example, NICE technology appraisal committees® include both clinical
and lay members, who are directed by the same rulebook, attend every meeting and vote on
decisions. In addition, the committee welcomes relevant clinical and lay guests to enrich an
individual discussion about a particular technology before excluding them all from the voting
process. On first glance, it may appear that Public Contributors who are guests are relatively
powerless in comparison to clinical standing committee members, but in reality, of course, there is a
parity between clinical and lay persons in each role. Systems to protect the decision making from
conflicts of interest can be layered in proportion to the differences in power held by standing
committee members and guests.

Arrangements should be proportionate to the threat; fair to all; transparent and open to scrutiny;
and accountable, so that implementation arrangements can be challenged. If the matter is
confidential, it should be possible for the person to negotiate and agree the way forward with the
chairperson or another trusted individual without their private circumstances being disclosed to
everyone. In the light of this, the Health Research Authority distinguishes minor issues where risks
should be mitigated, calling them ‘competing interests’ that are different from a full-blown ‘conflict
of interest’ which should prohibit continuation?®.

Perhaps more significantly, the fundamental approach taken to such matters is also influenced by
the approach to boundaries taken by the individual organisation or team?’. In some settings,
boundaries are believed to be rigid and require vehement enforcement, like the strict
standardisation of a chemical experiment, which is transferred directly to ethics discussions and
in/out decisions are taken which include ‘safe’ examples in the dataset and exclude all others. In
other environments, ambiguity is embraced, terms like ‘boundary breach’ and ‘boundary violation’
are reserved for those that result in obvious harm and everyone is expected to be thoughtful rather
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than adhere to a binary worldview?®. A flexible ‘Boundary Attitude’ assumes that roles overlap all the
time and almost all of the time this adds richness?®, while boundary spanners®® enhance productivity
in complex environments.

It would appear that the discussion about conflicts of interest in public involvement in research has
not yet adopted this approach and largely confines itself to discussions of unsuitability, rather than
positive recognition and mitigating action. More needs to be done.

3. Conclusion

Care is needed to navigate the ethics of these arrangements, but it can be done by clearly identifying
potential benefits and harm and ensuring that these risk factors are clearly evaluated and reported.

4. What is the status of this paper?

Most of the documents we read are finished pieces of work, carefully crafted and edited in private
before being shared with anyone else. This is a different kind of paper — it was shared online here
from the first day, when the initial handful of ideas were incomplete, poorly phrased and tactless. |
hope that the work will be edited many times, and on each occasion a revised version will replace
the earlier material online. This process has hardly yet begun and so this paper may still be lacking
crucial concepts, evidence, structure and grammar3!. As readers continue to provide feedback®?,
further insights will be used to update it, so please contact peter.batesS6@outlook.com with your
contributions®3,

It is one of a suite of documents that try to open up debate about how to empower disabled people
and share decision-making in health and social care services — in research, implementation and
evaluation.

This way of writing is risky, as it opens opportunities to those who may misunderstand, mistake the
stopping points on the journey for the destination, and misuse or distort the material. This way of
writing requires courage, as an early version can damage the reputation of the author or any of its
contributors. At least, it can harm those who insist on showing only their ‘best side’ to the camera,
who want others to believe that their insights appear fully formed, complete and beautiful in their
simplicity. It can harm those who are gagged by their employer or the workplace culture, lest they
say something in a discussion that is not the agreed party line. It can harm those who want to profit
from their writing, either financially or by having their material accepted by academic journals.

In contrast, this way of writing can engage people who are not invited to a meeting or asked for their
view until the power holders have agreed on the ‘right message’. It can draw in unexpected
perspectives, stimulate debate and crowdsource wisdom. It can provide free, leading edge
resources.

Appendix: A list and discussion of overlapping roles

The appendix simply lists potential overlapping roles and discusses each one in turn.
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A. Research participant on concurrent studies

Getting involved in a second research study whilst already participating in the first study is usually
going to confound the results and so is generally avoided. However, one study3* in 2007 found 10%
of research participants in their sample admitted to dual enrolment, which undermines the view
that all participants are motivated entirely by altruism.

B. Research participant on consecutive studies

Some participants in drug trials are prohibited from joining a second research project until a
washout period has elapsed, so that the intervention from the earlier study does not impact the
baseline measurements taken for the later study, or the combination of pharmacological
interventions cause harm. As some people are willing to take part in more than one study®, the UK
Health Research Authority maintains a register®® of research participants called TOPS which is
administered to prevent participants from engaging in two or more concurrent studies and ensure
that the washout requirement is met.

We might discern a principle at work here. TOPS is not applicable to all research studies but is
confined to a small group where the risk of harm is highest. TOPS is used solely in Phase 1 research,
which means:

— drug trials rather than all research

— the first time that the new drug is tested on humans, so the risk of harm is greatest
— the drug is tested on healthy people who will gain no therapeutic benefit if it works
— drug trials where payments to research participants are highest®’.

Beyond this specific situation, there is no national register, so the Health Research Authority has
considered that the risks which attend participation in research do not need such stringent controls.
Instead, rules appear in the guidance from Ethics Committees, are set out in exclusion criteria for
individual studies and considered by the patient’s clinician and through a stringent process of
informed consent. It seems fair to conclude, therefore, that risk associated with participation in
research must vary by context and so must be individually defined, evaluated and mitigated. Even in
the case of drug trials, there appears to be no standard duration for a washout period®, as it varies
according to the way in which the drug is metabolised and how long it remains in the body.

The idea of a washout period may also be helpful in thinking about psychological engagement with a
research study. Both researchers and Experts by Experience may need a similar ‘washout’ period to
appropriately leave behind the old study before fully engaging with a new one, or they may bring
assumptions and expectations into the new work that should have been left behind. Bearing these
things in mind, if there are no scientific reasons to prevent people from participation in more than
one research study, then the decision should be taken by the patient themselves®,

C. Research participant and service user

Despite a clear Participant Information Sheet and an excellent consent process, there are occasions
when the researcher is mistaken for a service provider. This may occur if the participant is asked
about some difficult experiences that are ongoing, and so they ask the researcher for advice.
Secondly, research participants may mistakenly think that the purpose of their participation is to
benefit them therapeutically and so decisions will be made with this end in mind, rather than
primarily to produce generalisable knowledge and proceeding via a protocol*’. Other respondents
may actually be very unclear about the different roles of the various people who visit and ask them

Started 2019, last amended 26 Sep 2025. More resources at www.peterbates.org.uk Page 7



http://www.peterbates.org.uk/

guestions, and the researcher is seen as simply another such individual, irrespective of the
explanations they are given. Public researchers who are eager to help others need to be prepared
for this possibility and, in collaboration with their academic co-interviewer, work out how they will
respond. In one example, Faulkner* recommends that interviewers prepare a list of helping
agencies that they can give the participant afterwards, should they need it. Such advice is helpful,
but, as Morain and Largent observe, the issue may extend to reframing the whole relationship
between all the people and institutions involved*?. Others** have recommended that anyone who is
currently receiving clinical care from any member of the research team should be excluded from the
study — in other words, overlap of roles is acceptable for the academic but not for the patient!

D. Expert by experience and Lived Experience Advisory Panel (LEAP) member
Forming a new Lived Experience Advisory Panel of people with lived experience of the relevant
health condition and then consulting with them about decisions throughout the project (design,
funding application process, recruitment of staff and research participants, data collection, analysis
and dissemination of findings) is only one way to organise the partnership with patients and the
public, but it will be used in this paper to represent all the varying forms of research coproduction.

At first glance, it sounds obvious that a LEAP should be made up of Experts by Experience and to do
anything else would be to subvert its essential contribution. However, this Guide is reflecting on
potential conflicts of interest, so we must consider this as an overlapping role and look for any
potential conflicts or concerns.

Experts by experience will be anything but neutral about the outcome of the research, generally
taking a passionate and committed view on the importance of finding ways to improve patient care
for the individuals affected by the condition under examination. In one example, the LEAP
considered that a treatment would be worth it, even if, irrespective of cost, just one patient
benefited, setting them at odds with the funder who may decide to close down the study if the cost
outweighed benefits. Indeed, it is this passion for patient benefit that is perhaps the unique value
which the LEAP can add to a study, but there may be other specific decision points during the course
of the study where this passion could come into conflict with academic or funder priorities.

At the other end of this spectrum is the Expert by Experience who is passionately opposed to the
purpose of the research. This may occur when the treatment under scrutiny is contested, such as the
use of restraint or ECT in mental health care. Some research teams will insist that LEAP members
must consider the research to be legitimate and worthwhile, as anyone who thought otherwise
would undermine or sabotage the project.

E. Service user and LEAP member

An Expert by Experience may or may not be actively receiving health or social care services at
present, but for those who are service users, their experience of it will influence their contribution to
the LEAP, so the panel may need to include both enthusiasts and critics. For example, LEAP members
will be involved in a research project that may generate findings which are critical of the service
under examination, and this may generate some difficulties for the person who is receiving a service
from the professional or organisation that has been publicly challenged. The service may treat the
LEAP member differently before or after results are published, and the LEAP member may anticipate
this, whether it in fact happens or not.
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In an ideal world, health and social care services will welcome scrutiny* and respond positively to it,
thus relating cooperatively with the LEAP member and indeed the whole research team.

Whether the Public Contributor actively challenges the way that services are provided or offers
encouragement and praise, their presence will deliver an ‘identity shock’ to social and healthcare
professionals, especially where these staff have not had prior experience of coproduction®. In
particular, the professionals’ idealised role of caregiver will be challenged by the new role of
colleague, leading to a variety of responses, ranging from a search for ways to remove the threat to
their identity to excessive gestures of appreciation towards the Public Contributor. These effects will
not only affect the professionals, but be reflected in the Public Contributor, who will also be obliged
to navigate the shifting nature of their relationship.

This is not to say that everyone will necessarily adopt the new relationships required for
coproduction. Indeed, Rose describes the potential for an advisory panel to slide into behaviour that
is reminiscent of being the patient under examination in a ward round®*.

F. Research participant and LEAP member

Some experts by experience wish to sign up to the study as research participants, so this creates a
specific subset of the previous section. In 2018, Vale and colleagues*” recommended that research
participants should be routinely included in a LEAP and went on to explore why this should be so,
and the potential safeguards that may be needed. This recommendation was set out in direct
contradiction to the advice® available at the time from NIHR INVOLVE and PCORI*’, which, save for
participants in action research studies, worried that involvement of trial participants would generate
an unspecified conflict of interest. The same point has been made elsewhere®. There is indeed a
specific issue with blinded studies where participation in the LEAP would unblind them, and so they
could not join the LEAP until follow up was complete.

Hoddinott and team>! recommend that research participants can be invited to contribute as LEAP
members in a future study and comment that the overlap will be synergistic. A formal solution is to
add an option to grant permission to be contacted about future participation or coproduction
opportunities to all consent forms, and then build the results into a Consent to Approach Register®2.

In the early design stages of a research project, no-one has yet participated in the research, so
limiting membership of the LEAP to participants is impractical. At the other end of that spectrum lies
the possibility that it might be hard to find potential LEAP members who have not participated in the
research project, perhaps because it is a rare condition or an action research methodology is being
used.

A research participant will add value by bringing their knowledge of the condition being treated and
the precise details and experience of participation to the LEAP. Their personal experience of
receiving the treatment will enrich LEAP discussions and help to suggest improvements to protocols
and patient care throughout the study, thus sharpening the focus of the research and enhancing
adherence and retention, so that fewer participants drop out. They will be powerful communicators
of the research findings, able to blend their personal experience of the condition and the relevance
of the treatment as well as their knowledge of the overall project acquired through participation in
the LEAP.

In an alternative scenario, an established LEAP member may subsequently enrol as a research
participant on the same study and would then bring their commitment to the study gained through
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the LEAP into their role as participant. However, they will be much more knowledgeable than other
participants, potentially distorting their responses. They may also be ‘unblinded’, using their
knowledge of the research method to work out whether they have received the intervention or
‘treatment as usual’, and data may be contaminated by their belief about which intervention they
received.

If the research intervention is attractive and seems to be of value to the LEAP members, there is a
possibility that they may seek preferential access to it because of their contribution to the overall
study. For example, it took some time for one LEAP member who was unemployed to fully
understand that he was not eligible for the employment support that was being evaluated through
that particular study.

Rules of confidentiality are likely to vary between roles, with duties towards the trial participant
being stricter than the rules that apply to LEAP members, although, in Europe and the United
Kingdom, the General Data Protection Regulation covers all. For example, while ethics committees
insist that study participants are anonymised in academic reports, LEAP members may wish to be
acknowledged as co-authors of published outputs from the work.

Both trial and LEAP participation may attract financial or other rewards and people eligible to receive
something from both systems will need to understand the separate basis for each financial
transaction. Similarly, publicity, marketing activities and selection processes must be entirely clear,
so that people who participate in both understand the basis on which they attend each event. There
is potential for some people to be confused at this point, and to offer or expect the rewards
associated with the LEAP activities to apply to trial participation, and vice versa.

Whilst the LEAP will want to conduct its business in an ethical manner, it is not subject to the local
regulation of the Research Ethics Committee, in contrast to the study’s engagement with research
participants which is more closely regulated. Nevertheless, local ethics committees will have an
overall view on how Patient and Public Involvement is woven into the fabric of the whole research
project, as will the funding body.

G. Research participant and research interviewer/data handler

One expert panel®® describes patients who take on the task of interviewing research participants or
handle confidential data as study personnel and recommends that they should not, in normal
circumstances, also be participants in the research itself. This is because of the risk of unblinding and
other kinds of bias, as well as the possibility that the interests of the research participant were in
conflict with the aims of the research. However, this panel acknowledged that there might be
exceptions to this general principle, as in circumstances where the goals of the research cannot be
achieved unless participants occupy these roles. The panel also provides for the person to take up a
role as a interviewer, data handler or indeed LEAP membership once their responsibilities as
research participant are complete®,

The methodology known as autoethnography studies community life through the overlapping of two
roles. First, the researcher engages in participant observation by joining in with community activities
and events and studying the behaviour and attitudes of other citizens from this standpoint. Second,
they reflect on their own engagement and draw this into the pool of evidence to be interpreted.
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H. Research participant and academic author

There are an increasing number of opportunities for non-academics to contribute to the authorship
of academic papers®. There is a potential conflict of interest between the academic publisher’s
insistence that they accept only new, previously unseen data, and some traditions of emancipatory
research that encourage findings to be shared with all participants as they emerge®®. In this
situation, findings may be considered to have already entered the public domain and therefore be of
no interest to the academic publisher. In contrast, where the public co-author is a member of the
LEAP and findings are shared with them, results will be confined to a closely defined and limited
group and so will not be considered to have entered the public domain, especially if a condition of
LEAP membership is to maintain confidentiality.

|.  Co-Applicant and LEAP member

Increasing numbers of research funding calls are asking for one of the research funding co-applicants
to be a Public Contributor, so this person will usually join the study prior to the appointment of the
LEAP and attend both LEAP meetings and meetings of the management group for the study. This
means that there may be some repetition or, rarely, a need for confidentiality to be held within one
of these groups so the Public Contributor will need to adapt their role for each different meeting
they attend. Participation payments are simplified if they are awarded on the same basis in both
groups. There may be circumstances when the Co-Applicant acts as convenor or takes a leadership
role in the LEAP, but this is not a requirement and their role should be entirely transparent to all.

J. Researching the LEAP process

The Health Research NIHR and HRA have been clear that PPl folk who are advisers to the academic
research team are not research participants and therefore do not need the extensive protective
arrangements afforded to participants, viz consent forms, ethics committee approval and so on. In
this sense, a LEAP is in a similar position to an International Advisory Group —they are owed an
ordinary duty of care, but do not need to be treated as if they were research participants.

Asking LEAP members to help interpret findings or participate in Collaborative Data Analysis is part
of the knowledge production process. Inviting coproduction partners on the research team to reflect
on their learning, and even systematically do so via a learning log or a series of feedback sessions,
perhaps using a focus group format, is just what Research Assistants or an International Advisory
Group may be asked to do. It is part of reflective practice by the study team. Capturing comments
from participants in these processes and publishing them in an account of the collaboration does not
make it research, while a detailed thematic analysis of recorded and transcribed interviews may do
so, if it is the use of specific methods that convert a conversation, survey or audit into a piece of
research.

On some occasions the research process itself comes the subject of research scrutiny. Anyone who is
conducting a ‘Study within a Trial’ and using explicit research methods to formally examine the
process will have submitted their plans to an Ethics Committee and the LEAP members will be
recruited as participants, provided with information sheets and an opportunity to give formal
consent and so on.

So, it is not always clear whether focus groups with LEAP members are being viewed as a SWAT or
whether they are more like the evidence-based reflective practice that we should all engage in. This
is where the grey zone lies, and a decision needs to be reached about how it is played — or some
clarity needs fetching from the original proposal and applying to this. Some academic research
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teams have an unwelcome tendency to treat LEAP partners as especially vulnerable and therefore
needing all these protections which are not applied to the other partners in the process. So if data
are being gathered to inform reflective practice, then LEAP members are coproducing it and do not
need any more protection than academic colleagues. On the other hand, if you are treating
everyone who has coproduced as research participants, then the other partners, such as academic
researchers, need to be offered information sheets and consent forms and be allowed to withdraw
from the process at will.

Some research teams may decide that, despite the principle that LEAP members are not deemed to
be research participants, the ethical principles designed for participants form a quality benchmark
and so should be applied to all. This is fine if they are then applied uniformly to other members of
the research team rather than confined to use with LEAP members. There are also benefits to taking
a consistent approach across studies so that the learning from earlier studies informs subsequent
work and the Public Contributor community, as well as ethics, academic and clinical communities,
grow in understanding of the issues in play.

K. Trial Management Group

The Trial or Study Management Group (TMG/SMG) is responsible for the set-up, routine running and
analysis of the research and is usually made up of the research team. They meet regularly, typically
monthly, and review the ongoing progress and conduct of the trial. The TMG may have a public
member who is a member of the research team and has research management responsibilities. They
may also have been a public co-applicant on the research funding application.

L. Trial Steering Committee member

The UK’s National Institute of Health Research appoints members to the Trial Steering Committee
for research projects that it has funded®’. The function of a Trial Steering Committee is to act as an
independent check progress, conduct and scientific credibility of the study. Membership must
include “at least one individual who is able to contribute a patient and/or wider public perspective”
and two Public Contributors are recommended®®. The purpose of this group is to provide an
independent view on the progress of the research and, if necessary, to recommend its early closure
if it becomes clear that there is little value in continuing. In order to achieve independence, the
Public Contributor who is part of the Trial Steering Committee should not be involved in any other
role in this particular research study, such as designing the research, applying for funding, managing
the study or membership of other committees or groups that are part of the study. Members are
required to sign a ‘conflict of interests’ declaration.

M. Data Management and Ethics Committee (DMEC) member

A DMEC may be established by the research sponsor when the research is collecting data from an
experimental intervention, but it is not needed for observational studies. Its role is to monitor the
progress, safety and efficacy of the study and to recommend to the sponsor whether to continue,
modify, or stop a trial. While it is not an NIHR requirement®® for the DMEC to include a Public
Contributor, this sometimes happens. DMEC members may be invited to view the data gathered
during the research and can do so ‘unblinded’, therefore potentially seeing confidential and
identifiable information about research participants. For this reason, Public Contributors who
become DMEC members will be particularly concerned with the safety of study participants and
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