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Common misunderstandings are a barrier to real progress
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The term “patient” no longer denotes a passive recipient of
healthcare. Patients have demanded, and are increasingly given,
the opportunity to influence health services and policies.1

Similarly, in health research patients are sought as partners in
study design and governance.2 This is reflected in The BMJ’s
patient partnership initiative (www.bmj.com/campaign/patient-
partnership),3 the Patient-Centred Outcomes Research Institute
(PCORI) in the US,4 and the National Institute for Health
Research (NIHR) in the UK.5

Because of the history of (un)ethical conduct in research,
including patients as partners in research studies requires clarity
about what the role includes. Patients’ roles must be defined so
that we achieve meaningful patient partnership and well
conducted, ethical research.
“The patient” is a construct that assumes an inherent imbalance
of power and includes expectations of compliance by those
inhabiting it.6 That it has taken so long to acknowledge the value
patients bring to healthcare and research emphasises just how
difficult it can be to broaden their role beyond passively
receiving treatment.
Many researchers and health professionals remain confused by
patient involvement in research, partly thanks to an unhelpful
diversity of terms: in North America it is called engagement,7

in the Netherlands it’s participation.8 In the UK the NIHR
distinguishes between engagement, involvement, and
participation.9 Engagement raises research awareness—for
example, by providing patients with information about what it
means to take part in a clinical trial. Involvement refers to,
“where people are actively involved in research projects and
research organisations.” And participation is when patients
contribute data to a study.
Partners or participants?
Patients have always had a crucial role in health research as
providers of data, a role often taken for granted. Patients would
donate tissues or their bodies but were excluded from decisions
about which tissues or whose bodies should be included and
what they would be used for. Henrietta Lacks, for example,

never consented to her tissues being used, yet the HeLa cell line
contributed to ground breaking discoveries in cancer research.10

More recently, health researchers have recognised the
importance of incorporating qualitative research on patients’
experiences into quantitative studies of those same patients’
outcomes. A common misconception is that these qualitative
studies equate to patient involvement in research. A qualitative
study investigates people’s experiences, which are analysed as
data and so require ethical approval. The open ended nature of
much qualitative research helps to identify patients’ priorities,
but it is not collaborative in itself. Patients who take on the role
of research partners also express views and identify priorities,
but these contributions are not analysed as data. To do so would
circumvent ethical approval and result in poorly conducted,
unethical research.
Other research designs often conflated with “patient
involvement” include questionnaires, cognitive interviewing,
pilot studies, and reviews of qualitative research. All of these
seek the views and experiences of patients as data. Patients
involved as partners in research are asked to bring their views
and experiences to the table not as data but to contribute to
decisions about design, conduct, and reporting of research. They
are active collaborators, just like clinicians and managers who
are asked for their views and experiences when contributing to
research.
To resolve the ongoing confusion, we must make a clear
distinction between patients as data providers and patients as
active partners. Patient partners are included at all stages of the
research process, including in setting the research agenda and
analysing data.
It is also possible for patients to be both data providers
(participants) and active research partners11—for example, when
participants in pilot studies help analyse the data from that pilot
and contribute to the next stage of the research. There are ethical
challenges to these practices, however, such as how to maintain
anonymity of participants in the research report once they
become active partners. Again, clearly defining the two roles
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is essential to ensure that someone wearing both hats is aware
of the ethical implications.
To avoid conflation of roles, all stakeholders should agree role
descriptions at the beginning of a research study. This can help
clarify expectation in large multidisciplinary teams for all
research partners. Key questions might include, “Is this role one
of active research partner or conventional research participant?”
or “What will be done with the information provided by
patients?” Inviting patients to the same meetings as other
research collaborators and treating them as equals in those
meetings also clarifies and enhances their status as active
partners.
Failure to clarify roles early on risks stigmatising and alienating
the people who make all medical research possible. Providers
of data and active partners are both crucial to health research,
and conflating the two is counterproductive to ethical, valid,
and patient focused research.
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