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Background: The patient-oriented research (POR) discourse has been criticized as being fragmented, lacking consistent terminol-
ogy and having few evaluative studies. Our research team will use rapid realist review methodology to generate broad, process-
based program theory regarding how partnering patients with researchers in POR generates an impact within a health care system.

Methods: This protocol for a rapid realist review will involve multiple steps, including research question development; preliminary pro-
gram theory and search strategy development; study selection and appraisal; data extraction, analysis and synthesis; and program theory
refinement. We will be guided by the Realist and Meta-narrative Evidence Syntheses: Evolving Standards (RAMESES) publication stan-
dards for realist synthesis. Unlike traditional reviews, a realist review aims to discover and understand causal processes that exist within
a complex environment, asking questions regarding what works for whom, under what circumstances, how and why. Our multidisci-
plinary team consists of patient partners, health care professionals, a health sciences librarian and health services researchers. Patient
partners are full research partners, supporting development of our guiding research question and identifying community partners and
stakeholder groups to disseminate our findings. Patient partners will be asked to recommend literature sources, to review and vet our
set of search terms, and to review, evaluate and reflect on our initial program theory in light of their personal, lived expertise.

Interpretation: We will share the results of our rapid realist review with community partners and stakeholder groups. We will also
disseminate our program theory by means of publication in a peer-reviewed journal and presentation at scientific conferences.

Plain language summary: We are a team of patient partners, health care providers, a health sciences librarian, health services
researchers and professionals from a provincial research support centre in Saskatoon, Canada. As a team, we are trying to under-
stand better how involving patients, family members, caregivers and other members of the public in research may lead to improving
one or more aspects of health care systems. This protocol will guide the development of a rapid realist review, to locate existing
patient-oriented research studies that have been published in scientific journals or have been communicated by government-
sponsored initiatives in Canada and internationally. Realist reviews focus on interpretation, critique and deepening of understanding
regarding complex processes with the development of theory. From our set of located studies, we aim to develop a theory answering
the following research question: “How, why, to what extent and in what contexts does patient-oriented research produce impacts on
individual collaborators, research processes, communities and health care systems?” We plan to share what we learn about patient-
oriented research with other community partners, stakeholders, academic researchers and health care professionals.

atient-oriented research (POR) intervenes on the tra- The POR discourse has been described as being in a
ditional research role of patients, family, caregivers  catch-22 paradox.’ Information from reviews and prospec-
and other members of the general public.! Patient-  tive studies have highlighted POR’s potential to improve
oriented research recognizes that the personal health jour-
neys of individuals enable them to develop lived expertise
regarding health care systems. This lived expertise makes Competing interests: None declared.
patients valuable members of a research team.! Patient-oriented This article has been peer reviewed.
research anticipates that partnering patients with researchers
will enhance research quality and will “improve health care
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ing health outcomes.”
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research conduct, and diverse impacts have been reported for
individual collaborators, health services, patient care delivery
and communities.*!? However, POR has been repeatedly crit-
icized for being fragmented, lacking consistent terminology
and having few evaluative studies.>'*!* Consequently, research-
ers have advocated that if POR is to reach its potential, rigor-
ous measurement frameworks that can provide better-quality
evidence of its impacts are needed.>>! !

To advance these metrics, we believe that we must first
have a better fundamental and theoretical understanding of
how impacts unfold within POR studies themselves. Although
theory has been underrecognized in research related to health
care improvement, it can afford examination of research prob-
lems under different perspectives'>!¢ These lenses can, in
turn, allow stakeholders to view and understand research find-
ings across a wider pane of importance and applicability, and
uncover processes and their generating influences that may
not have been immediately visible.!”

Our study objective is to develop a program theory for
POR and its impacts on the health care system. Our primary
research question is “How, why, to what extent and in what
contexts does POR produce impacts on individual collabora-
tors, research processes, communities and health care sys-
tems?” Our associated research questions are as follows: What
contexts support or hinder POR to enable an impact; and
within these contexts, what mechanisms are at work to gener-
ate a given impact?

Study design
This is a protocol for a rapid realist review. Our rapid realist
review will be guided by the Realist and Meta-narrative Evi-
dence Syntheses: Evolving Standards (RAMESES) publica-
tion guideline for quality reporting of a realist review.'® We
will use a 5 step process which includes: 1) research question
development, 2) preliminary program theory and search strat-
egy development, 3) study selection and appraisal, 4) data
extraction, analysis and synthesis and 5) program theory
refinement. We aim to complete our review within 1 year.

Originally developed by Pawson, a realist review is a type
of narrative review that is grounded in the philosophical tradi-
tion of realism,"”* and is focused on interpretation, critique
and deepening of understanding.”* Realism asserts that both
the material and social worlds are “real,” and these can con-
tribute to an effect or change. All interventions or programs
possess “theories incarnate,” and therefore, whenever an
intervention or program is undertaken, the intervention or
program is testing a theory regarding what, how and when it
may lead to change.'”-***° This theory may not be explicit, and
a realist review seeks to illuminate embedded theories through
the development of generative, causal hypotheses regarding
how, for whom and in what contexts an intervention or pro-
gram may “work.”1%-2%%

Realist reviews embrace complexity and therefore can be
useful when exploring phenomena that occur across varied
contexts and may be associated with inconsistent outcomes.?%*’
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Given that health care is enacted within complex systems?® and
the evidence regarding POR impacts appears fragmented,>!*!
we selected realist review as our methodological approach.

Realist reviews can follow a traditional or rapid approach.
Although both types involve the same research activities, a
rapid realist review emphasizes the value of involving a local
reference group, including experts, as its stakeholders.”
Stakeholders include individuals who are knowledge users and
client representatives. Rapid realist reviews examine nascent
issues and seek to produce knowledge that can be useful to
policy-making. To be responsive to emerging issues, a rapid
realist review typically evolves over a period of 1 year or less.”
We selected rapid realist review because of its emphasis on
examining an emergent issue, seeking a review product that
holds potential value for policy-makers, and its recognition of
what diverse stakeholders, including lay members, can bring
to theory development.

A realist review produces a program theory derived from
context-mechanism-outcome configurations (commonly
referred to as CMOQ).!8-222% Realist research uses retroduction,
a form of scientific reasoning that “refers to the identification
of hidden causal forces that lie behind identified patterns or
changes in those patterns.”® Context refers to physical and
social conditions in which an intervention has been under-
taken. Mechanisms can be explicit or hidden and will be trig-
gered only under particular contextual conditions.!3-20:30:31
Outcomes are triggered by mechanisms, can be explicit or
hidden and involve intended or unintended consequences.’!*?

Stakeholders
Our stakeholders include 4 experienced realist researchers (a
clinician—scientist and 3 health services researchers), a clinician—
scientist who is a policy-maker, a health sciences librarian, a
postdoctoral fellow and 2 doctoral trained research specialists
who work at a POR support centre located in Saskatoon, Sas-
katchewan. The Saskatoon POR centre supported in the
recruitment of 3 individuals who had lived experience with a
health care system (locally referred to as patient partners) for
our stakeholder team, by hosting a networking event, solicit-
ing referrals from colleagues and emailing advertisements to
the centre’s patient partners who had self-identified research
interests. Our patient partners have extensive lived experience
with a chronic health condition or have cared for a family
member with a chronic health condition.

Several stakeholders are representatives of health care-
related advisory boards and committees at local, provincial,
national and international levels.

Research question development

Our review question was developed in 2 steps with patient
partners. During a single meeting held on Jan. 24, 2019, our
stakeholders divided themselves into small groups, each with a
patient partner and 2 other stakeholders. The groups priori-
tized POR topics they would be most interested in exploring
with a rapid realist review. Our entire team identified impacts
of POR as a high-priority topic. On Jan. 30, 2019, a team

member presented our prioritized topics during a realist
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research seminar at the University of Saskatchewan (Saska-
toon, Sask.). Seminar attendees reviewed our ideas and sup-
ported us to reframe them from a realist perspective. Our
research question was sent to the entire stakeholder team for
their refinement and approval.

Preliminary program theory and search strategy

We will develop a preliminary program theory to support our
search strategy. In a realist review, this theory is a first, rough
attempt to illuminate the phenomenon under examination.!$%*
We will use input from our stakeholders and conduct a search
of POR literature to identify potential contexts, mechanisms
and existing theories that may support our work.

We have conceptualized POR with the broad definition
proposed by the Canadian Institutes of Health Research
(CIHR).!? Patient-oriented research is informed by patient
priorities and seeks to improve patient care or an aspect of a
health care system. Patient engagement is a central tenant of
POR. We have operationalized the concept of a health care
system according to the definition provided by the World
Health Organization.** This definition extends the concept of
health care beyond services solely delivered by formal medical
organizations. Spouses, family members and other community
members are recognized as important providers of care.’* We
will be guided by the framework of Aubin and colleagues,!?
which conceptualizes POR impacts consistent with realist def-
initions of proximal, intermediate and final level impacts.*!*?

We will seek documents that provide the most valuable
information and afford us to explore and interrogate aspects
of our initial program theory. The librarian will work with
another team member to develop a set of search terms to
locate published literature within 2 bibliographic databases
(CINAHL and Ovid MEDLINE) and 1 abstract and citation
database (Scopus).

We will first ask our team members to review the generated
list and identify published articles they perceive as the most
relevant to our review. The full-text version of recommended
articles will be examined for words, phrases or author-derived
keywords that may be useful to include as search terms. We
will develop and refine the set of search terms over several iter-
ations, with reviews and vetting of search terms by our stake-
holders along with pilot searches in the 3 databases.

We will develop and refine a preliminary search strategy in
MEDLINE, and then optimize it for CINAHL and Scopus.
No date or study type limits will be applied. We also antici-
pate that we will locate additional published sources by
reviewing the references cited within recommended articles
(pearling) and reviewing the table of contents of selected jour-
nals (hand searching). Systematic review software will be used
to de-duplicate and collate bibliographic records into a single
data file.

Realist methodology acknowledges that grey literature
sources, such as government documents, evaluation reports
and information disseminated by websites, can provide valid
information toward a realist review. Similar to our search for
published articles, we anticipate that locating grey literature
will require an iterative process involving recommendations
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from our stakeholders and reviewing the public websites of
key international POR initiatives from Canada (Strategy for
Patient-Oriented Research [SPOR] led by CIHR)," United
Kingdom (National Standards for Public Involvement led by
the National Institute for Health Research)*’ and the United
States (Patient-Centered Outcomes Research Institute).*

Study selection and appraisal

Two team members will independently screen published and
grey literature. A source will be included if it satisfies all of
our inclusion criteria (Box 1). As POR embraces the value of
seeking collaboration with affected individuals and commun-
ities, in a similar manner as participatory action and community-
based research,’” studies that follow these models will be eligi-
ble for inclusion. We will look for studies across a wide
spectrum of health care including those related to public
health, as authors have recently advocated that studies related
to health promotion, protection and prevention may be
underrepresented by current POR definitions.*® Studies or
projects involving quantitative designs, qualitative approaches
or mixed methods will be eligible for inclusion. We will use a
random sample of 10% of the articles that we locate to pilot
our eligibility criteria and train the raters to use them. Full-
text versions will be located for all studies and projects that
meet the set of inclusion criteria.

Realist research appraises evidence according to Pawson’s
criteria of rigour and relevance under a “fitness to purpose”
lens.?-?* Rigour relates to the methodological quality of a
study, while relevance refers to the extent that a research
study can potentially contribute information toward the
development of program theory.?*?* Based on the full-text

Box 1: Inclusion and exclusion criteria

Inclusion criteria

* The document is written in English

* The document was accompanied by an abstract, executive
summary or synopsis that disseminated the purpose,
methodology and findings of the study or project

* The objective of the research study or project was informed by
patient priorities and sought to improve patient care or an
aspect of a health care system

* The research team that conducted the research study or project
must have included both decision-makers (for example, health
care practitioners, policy-makers, managers of local health
authority) and at least 1 patient, caregiver, or family member, or
another member of the general public (patient partner)

» The patient partners must have actively participated in the work
involved in the governance, priority-setting, research or
knowledge translation of a research study or project

Exclusion criteria

* The document is not written in English

* The document was not accompanied by an abstract, executive
summary or synopsis that disseminated the purpose,
methodology and findings of the study or project

* The document is an editorial, letter to the editor, commentary or
study protocol that did not present any data

* The involvement of a patient partner in the study or project
was limited to their contribution of data as a study or project
participant




descriptions of a study’s purpose, methods and analysis and
the claims made by its authors, 2 members of our team will
decide if that study is a good fit for our review. A study of
good fit is one that appears to be credible and trustworthy,
and contains descriptive information that can potentially sup-
port our team in developing a theory regarding how POR
affects a health care system.?*** To render a majority decision,
if the 2 raters cannot agree whether a study is a good fit, a
third team member will be asked to appraise it.

Patient engagement

Patient partners are full research partners. The 3 patient part-
ners have supported the development of our guiding research
question and identified community partners and stakeholders
to disseminate our findings. As we conduct our review, we will
ask them to recommend literature, and review our set of search
terms. They will attend our stakeholder meetings, and will be
asked to review, evaluate and reflect on our initial program
theory in light of their personal, lived expertise. They will sup-
port the translation of our findings to academic and general
public audiences. Patient partners will be offered honoraria,
and their travel expenses will be reimbursed. Honoraria and
travel will be funded consistent to provincial guidelines.

Data analysis

Two team members, with support from the experienced realist
researchers in our group, will extract and synthesize data from
the studies that were appraised as appropriate for our review.
From the full-text version of each study, information will be
extracted regarding its setting and participants, study or proj-
ect design and the activities that participants were involved in,
along with other relevant information reported by the original
authors.”* These data will be recorded in a spreadsheet.

Consistent with retroduction, which hallmarks a realist
review, explanatory accounts will then be extracted. These will
include causal statements that identify enabling or constraining
factors that were present in an intervention or study, the impact
of those factors on 1 or more mechanisms and the outcomes
that were produced.?**** We will express explanatory accounts
in the form of “if-then” propositional statements that assume
an “x-y because of z” relationship. That is, a given outcome
“y” occurs because mechanism “z” fires when the contextual
condition “x” is present.”> Once the entire set of explanatory
accounts has been developed, we will consolidate these, and
then look for connections and patterns occurring within and
between each explanatory account.*** In a realist review, these
patterns are referred to as demi-regularities.’!*> We will synthe-
size demi-regularities into thematic groups. We will then
develop a CMO configuration for each thematic group.

The CMO configurations will support us to develop and
refine an initial program theory. This theory may involve ele-
ments of our first, rough theory that we used at the onset of
our rapid realist review.

Program theory refinement
The final stage of a rapid realist review involves the presenta-
tion and testing of the initial program theory with stakehold-
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ers.?%2%31 During in-person meetings, we will ask our team to
review and evaluate our initial program theory. Patient part-
ners will be asked to reflect on the program theory in light of
their personal POR experiences. Our team may confirm,
refute, identify gaps or suggest refinements to the theory.
During our discussions, we may revisit full-text versions of
studies that were included in our rapid realist review or our
data extractions. We may also opt to conduct additional
searches of academic or grey literature. It is through this itera-
tive process of stakeholder review and refinement that an ini-
tial program theory is tested and validated in a realist
review.?%23313 We will seek ongoing refinements to our theory
to the point where we suspect that additional re-examination of
our CMO configurations is unlikely to result in any other
further modifications. At this point, we will sense theoretical
sufficiency or saturation.'”?! Our final, refined program theory
will be of the middle range.!”1921:3%3 Middle-range theories

are testable but not restricted to a particular context or study
Case.ZO—ZZ,}l,SZ

Ethics approval

As our research will involve a secondary review of previously
disseminated information, we were granted a formal exemp-
tion from institutional review by the Behavioural Research

Ethics Board at the University of Saskatchewan.

We will prepare a summary report that we anticipate will be
disseminated to the national SPOR units. We also anticipate
delivering presentations about our review at national SPOR
summits and to patient advisory committees organized locally
and provincially. Patient partners will provide guidance on
how to communicate our findings with a genre that can reach
diverse, general public audiences.

In terms of academic platforms, we anticipate disseminat-
ing our review in a peer-reviewed journal, and through pre-
sentations at scientific conferences. Patient partners will be
invited to attend and co-present our findings at these confer-
ences. We do not anticipate that any ethical issues will occur
during our review.

Limitations

As with any other review article, our research cannot com-
prehensively consider the entire POR discourse. Our review
is limited to English-disseminated information sources.
Realist reviews are not intended to identify pathways to
achieving all possible outcomes, nor can this methodology
exhaustively explain all mechanisms that are capable of gen-
erating changes.

Conclusion

We will develop a program theory to illuminate how POR
produces health care system impacts, for whom, under which
circumstances and why. We anticipate that our research will
be of interest to patients and their family members, caregivers,
researchers, health care professionals and policy-makers.
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