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Dear Readers,
It is with great pleasure that we present this supplement,
Engaging Patients in Health Research: the Ontario Experience,
focused on the work of Ontario-based researchers committed
to patient-oriented health and health systems research. The
projects presented in this supplement demonstrate early success using this innovative approach to research, and expose
challenges and new opportunities that must be explored to
fully realize its benefit and impact in the future.
Patient-oriented research is an approach to research that
includes patients, family members and caregivers as equal partners on research teams, sharing their experiences to improve
health care and the health care system. Patients have made concrete contributions to the exceptional progress that has
occurred in Ontario in fostering this culture change among
health and health-system researchers. Their lived experience
has shaped health-research priorities and made meaningful
contributions to contextualizing research results in order to
deliver highly relevant evidence to health care providers,
decision-makers and policy-makers. We thank these patients for
their commitment to patient-oriented research and recognize
that its success is directly attributable to their ongoing effort and
work in health research.
We would like to congratulate the advisory group for the
supplement, Dr. G. Ross Baker, Dr. Michael McGillion, Mr. Frank
Gavin and Dr. David Moher, and the work of the authors — the
researchers — who have diligently incorporated patientoriented research into their programs of research. The work
presented in this supplement is clearly innovative, and early
indications suggest that it is contributing substantially to
improving health and health care in Ontario.
We would also like to congratulate the Canadian Institutes of
Health Research and the Government of Ontario for their foresight and commitment to this new paradigm of research, and
Dr. Bob Bell, co-chair of the SPOR (Strategy for Patient-Oriented
Research) National Steering Committee and former deputy minister of the Ontario Ministry of Health and Long-Term Care, for
his vision and enthusiasm. This work would not have been possible had it not been for their support of this initiative.
Finally, we would like to recognize the achievement of the
Ontario SPOR SUPPORT (Support for People and PatientOriented Research and Trials) Unit, under the directorship of
Dr. Vasanthi Srinivasan, in making patient-oriented research a
reality in Ontario’s health research system. Their work continues
to catalyze a culture change in research to the use of highly relevant health research evidence to inform health care decisionmaking and policy.
We eagerly await the evidence from these projects, which
will positively affect health care and policy decision-making
and move us further on this journey toward high-quality sustainable health care for Ontarians.

Mr. Michael Decter
Past Board Chair
Ontario SPOR SUPPORT Unit

Dr. Adalsteinn Brown
Board Chair
Ontario SPOR SUPPORT Unit

“Patient-oriented
research is an
approach to
research that
includes patients,
family members
and caregivers as
equal partners on
research teams ...”

Photo of Michael Decter: Casco Agency; photo of Adalsteinn Brown: University of Toronto
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PATIENT-ORIENTED RESEARCH
Partnering with patients for better results
QUESTION

DESIGN

PATIENTS ARE KEY
ANALYSIS

METHOD

OUTCOME

SHARING

GOAL
Improve quality of life by making research more
responsive to patient needs

BENEFITS

LESSONS

• Patient input into research
outcomes
• Better recruitment and
data collection
• Diverse perspectives
• Translation of findings into
plain language
• Partnerships with underserved
populations

• Engage early
• Clarify role, expectations,
time commitments
• Build in longer timelines
• Manage ethics board submission
• Flexible scheduling for patient
participation
• Partner with multiple patients
• Value patient partners’ time

      
Patients as passive participants
Clinical or system outcomes
Researcher-focused

SHIFT TO PATIENT
PARTNERSHIP

       
Patients as active partners
Patient experiences
Patient priorities
better outcomes

STUDIES WITH PATIENT PARTNERS
YOUTHCAN IMPACT TRIAL
• Provide rapid access to youth mental health and addiction services
• Youth selected primary outcomes and co-designed drop-in centres to be more
youth-friendly
• Important to set clear expectations, monitor engagement, ensure diversity

“The research team’s initial thoughts were to focus on symptoms,
but the youth expressed the importance of focusing on functioning
in various spheres of life.”

OUTCOMES AFTER ED VISITS – PROM-ED STUDY
• Develop a patient-reported outcome measure after discharge home from
emergency department to improve care
• Patient partners were critical in each phase, guided outcome measure selection
• Challenges: delays in adequate ethics training, giving patient partners access
to confidential data

DIABETES IN FIRST NATIONS
• First Nations diabetes rates and complications over 20 years on- and off-reserve
• Co-developed by Chiefs of Ontario senior staff, an Elder, two First Nations patient navigators,
and the academic research team
• Six-member patient advisory group and community involvement key, but is time-intensive

“A key impact of our patient-engaged approach has been to acknowledge the
complexity of the causes and implications of diabetes in First Nations individuals.”

ESSENTIAL MEDICINES – CLEAN MEDS STUDY
• Measure effects of giving people free, convenient access to essential medicines
• Community members guided and co-designed study, including how to contact participants
• Novel recruitment: researchers canvased downtown Toronto streets in T-shirts saying
“Free medicines?” and gave out postcards

POLICY IMPLICATIONS
• Outcomes relevant • Funding
• Better use of
to patients
more for services
health care
efficient health
resources
patients need
care system

COMMENTARY
INTRODUCTION

Engaging with patients on research to inform
better care
G. Ross Baker PhD, Michael H. McGillion RN PhD, Frank Gavin
n Cite as: CMAJ 2018;190(Suppl 1):S6-8. doi: 10.1503/cmaj.180816

P

atients have always played a role in research, but this
role has been traditionally passive, largely limited to providing data. The active involvement of patients in
research activities is more recent, and research funders in Canada, the United States, the United Kingdom and elsewhere have
urged the greater participation of patients, underlining the
important stake that patients have in the outcomes of research
and confirming that patients’ lived experiences of health care
offer unique and valuable perspectives. The Canadian Institutes
of Health Research (CIHR) Strategy for Patient-Oriented Research
(SPOR) aims to engage patients in research in a variety of roles,
including identifying research questions, designing studies, and
contributing to decisions on recruitment, data collection and the
analysis of findings.1 This involvement is predicated on the belief
that patients “must be involved as much and as meaningfully as
possible in order for health research to be more responsive to
the needs of Canadians.”1
The commentaries in this supplement reflect on the experiences of 17 OSSU (Ontario SPOR SUPPORT [Support for People
and Patient-Oriented Research and Trials] Unit) demonstration
project teams that have involved patients in their research projects. In this introduction, we will discuss how the teams engaged
with patients and service users, the challenges faced in this
engagement and the learning that has emerged from these
experiences.

Forms of engagement
Patients’ engagement in their own care, in organizational activities aimed at improving care and services, and in broader policy
decisions can be placed along a continuum that reflects how
much information flows from providers and organizations to
patients, and how involved patients are in decisions on their own
care or in team and organizational decisions. Carman and colleagues describe this continuum as ranging from consultation to
involvement to partnership and shared leadership. 2 When
patients are consulted, they are given information but have limited impact on decisions; when patients partner, they share
power and are active participants in defining agendas and

making decisions. Higher levels of engagement empower
patients, but they may not necessarily be more effective or
always desired by patients.2
This engagement continuum allows us to analyze how
involved patients were in these research projects. Clearly
patients in these projects were involved in many research activities. They participated in the design of the trials, selected outcome measures, aided in developing recruitment strategies,
improved documentation for patients, participated in the design
of knowledge-translation products and performed other tasks.
The patients’ roles in these efforts often went beyond simple
consultation, and there are examples where patient insights
influenced important decisions. For example, Ward and his team
used existing hospital-based renal patient and family advisory
councils to gain patient views on trial outcomes and alternative
methods of patient consent in their MyTEMP study on hemodialysis (www.cmaj.ca/lookup/doi/10.1503/cmaj.180403). McGillion
and colleagues describe how patient partners sought to have
measures of the patient experience added to other trial outcomes, and together they developed a workshop that engaged
patients in reviewing and selecting these measures (www.cmaj.
ca/lookup/doi/10.1503/cmaj.180447). Measures of patient experience were also included in Reed and colleagues’ study of guidelines for pediatric-concussion treatment, and these measures
proved useful in guiding recommendations, for example, in suggesting different-sized elastic belts to use with accelerometers
(www.cmaj.ca/lookup/doi/10.1503/cmaj.180450).
All the SPOR SUPPORT teams incorporated patient involvement in their research, and some altered their broader research
strategies based on what they learned from patients. For example, Henderson and her team focused on improving access to
services for youth with lived experiences of mental health and
addictions. Although this research team initially was focused on
understanding related symptoms, the youth participating in the
project argued for a broader focus on functioning, and the outcome measures were altered to reflect this focus (www.cmaj.
ca/lookup/doi/10.1503/cmaj.180328). Similarly, Christian
Vaillancourt and colleagues note that prior studies of the Canadian C-Spine Rule focused on the extent to which the rule

All editorial matter in CMAJ represents the opinions of the authors and not necessarily those of the Canadian Medical Association or its subsidiaries.
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Challenges and opportunities
Several reviews have synthesized the literature to identify the
challenges of engaging patients in research. Among key challenges are patients’ frustrations with the timing and logistics of
research, researchers’ need to secure the funding required to
recruit and sometimes compensate patients for their contributions and their travel, and the extra time that effective patient
partnerships often requires.3,4
These concerns are reflected in these commentaries. Time,
resources and maintaining engagement are frequently mentioned
challenges. Several projects found that recruitment, onboarding
and support for patients were difficult, especially in contexts
where the patient experience was limited in duration, such as
emergency departments. In retrospect, several teams realized that
they had not communicated their expectations clearly to the
patients they recruited or fully communicated the time commitments they hoped patients could make. Some projects working
with vulnerable populations realized that they had to be mindful
of the burdens they were placing on the patients they asked to
participate in the research, and that in some cases, the decline in
patients’ health status limited their participation over time and
their ability to contribute as these projects advanced.
Several teams realized that they needed greater flexibility in
their engagement strategies and recognized that patients could
play various roles that broadened their contributions. For example, Lee and colleagues identified several roles for patients in
their research: as patient advisors whose lived experiences with
heart failure care informed the design of the intervention, as
participants whose experiences would be assessed in the trial,
and, later, as members of a stakeholder dialogue that will link a
review of research evidence with the results of the discussions
between citizens, patients, clinicians, researchers, administrators and policy-makers (www.cmaj.ca/lookup/doi/10.1503/
cmaj.180462).
In several projects, the investigators learned that patients
were not prepared to contribute to the tasks that investigators

had planned. For example, patients who were asked to evaluate quality indicators for primary care did not have sufficient
background to assess the indicators on the traditional criteria
used in research.
Recent reviews note that few projects include patients across
all research activities, which limits their impact.4,5 Moreover, when
they do participate, patient partners are often not representative
of the broader populations of patients receiving care.6 Some
teams in these commentaries deliberately focused on diverse
engagement. For example, in research by Persaud and colleagues
on access to medications for clients with limited incomes, the
team recognized the possibility that they might exclude or underrepresent the views of vulnerable or disadvantaged individuals.
To reduce selection bias, the team developed varying approaches
to recruit participants, including working through community
groups and handing out recruitment materials on the streets
(www.cmaj.ca/lookup/doi/10.1503/cmaj.180415).
External factors also posed constraints in several projects,
including the requirement that research teams receive approval
from ethics review boards before engaging patients, a stipulation that creates a barrier to involving patients in the design of
these projects.

Contributions from patient engagement
Many teams were creative in responding to these challenges.
When Ivers and colleagues recognized that patients were struggling with the task of assessing quality indicators, they reframed
the task to understanding what was important to patients in
assessing quality of care and identified “unexpected and valuable insights” that are likely to inform future assessments (www.
cmaj.ca/lookup/doi/10.1503/cmaj.180334).
Not surprisingly, engaging patients in identifying important
outcomes of care led several teams to broaden the measures
they developed, adding measures of patient experience and
other patient-relevant metrics. Measures of patient and caregiver
outcomes and experiences were identified in a study of care transitions for older adults. Researchers studying care for medically
complex children are working with the caregivers of these children to identify trial outcomes that are meaningful for patients,
including measures that reflect better care coordination. These
measures, selected by parents and clinicians, will augment current research measures.
Researchers designing pragmatic trials need to understand
how implementation strategies should vary depending on contexts. The lived experiences of patients who have received care in
these settings is valuable input for trial design as researchers in
several projects discovered.
More fundamentally, the experiences of these OSSU projects
join in the beginnings of an important shift in relationships
between researchers and patients. Growing appreciation of the
world views of patients and users broadens the perspective of
researchers, even for those working in clinical roles that focus on
these populations. The shift is perhaps clearest in projects in
which researchers are engaging communities, not just groups of
patients with similar clinical experiences. For example, in their
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identified relevant patients and guided their assessment, but
with patient partners engaged, the authors undertook to assess a
broader set of patient-relevant outcomes, including patient pain
and discomfort, time spent in the emergency department before
discharge or admission, radiation exposure and possible skinpressure injuries resulting from prolonged immobilization (www.
cmaj.ca/lookup/doi/10.1503/cmaj.180352). Researchers in several projects working with Indigenous communities discussed
the critical role of partnerships with these communities and the
need to collaborate from the development of their proposals.
Walker and colleagues, in their First Nations Diabetes Project,
identified the need for First Nations’ ownership, control, access
and possession of First Nations data and mutual capacity building of all the partners (www.cmaj.ca/lookup/doi/10.1503/
cmaj.180479). That team also developed an integrated knowledge broker role that links the team to the Chiefs of Ontario, the
Patient Advisory Group and other key leadership bodies whose
support is essential for project success.
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efforts to design interventions for youth with lived experiences of
mental health problems and addictions, researchers partnered
with youth in the governance group, in a community advisory
group and on the project working groups. Multiple interactions
offer varying avenues for input into the design of youth-friendly
initiatives. Several other projects focus on Indigenous health
issues. Researchers in these projects underline the importance of
community engagement aimed at understanding both the specific needs and the broader environment in which these needs
exist and where interventions will be developed.
Patient engagement has important tactical challenges that
require accommodation: creating and sustaining relationships
over time; showing flexibility in the modes and means of interaction; and allowing patient partners to contribute in ways that
hold meaning for them. Beyond tactics, successful collaborations
need to address the values and meanings identified by those
with lived experience. As Walker and Young note in reflecting on
their research projects with First Nations, successful collaborations must build on an understanding of the values and principles critical to these communities and their experiences (www.
cmaj.ca/lookup/doi/10.1503/cmaj.180479 and www.cmaj.ca/
lookup/doi/10.1503/cmaj.180381).

expectations and collaborate effectively. These competencies,
coupled with evidence of the benefits of patient-oriented
research, are likely to reinforce commitments to the patientoriented research agenda.
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Conclusion
Patient engagement in research has developed considerably over
the last 20 years. The support of funding bodies such as the CIHR in
Canada, National Institute for Health Research in the UK and
Patient-Centered Outcomes Research Institute in the US has
heightened interest in patient-oriented research. Journals have
begun to ask researchers to declare how patients were engaged in
the research. Researchers are beginning to realize that their views
of important outcomes often reflect an unstated bias toward
clinical and system outcomes rather than patient experiences, and
that giving voice to patients can help to balance these perspectives.
The experience of researchers with patient engagement is
still in early stages. There is yet limited evidence of the impact
of patient engagement on research,4,6 and guidance on engaging patients is emerging, but not fully tested.7 Researchers and
patients will continue to learn how to negotiate effective partnerships, identify shared interests, discuss and agree on

S8

180816-com.indd 8

Competing interests: None declared.
This article was solicited and has not been peer reviewed.
Affiliations: Institute of Health Policy, Management and Evaluation
(Baker), University of Toronto, Toronto, Ont.; School of Nursing,
Faculty of Health Sciences (McGillion), McMaster University;
Population Health Research Institute (McGillion), Hamilton, Ont.;
patient partner (Gavin); Board of Directors, OSSU (Gavin),
Toronto, Ont.; and Citizen Engagement Council, CHILD-BRIGHT
Network (Gavin), Montréal, Que.
Contributors: All of the authors contributed to writing the
manuscript, gave final approval of the version to be published
and agreed to be accountable for all aspects of the work.
Funding: This work was supported by OSSU (the Ontario SPOR
[Strategy for Patient-Oriented Research] SUPPORT [Support for
People and Patient-Oriented Research and Trials] Unit).
Correspondence to: G. Ross Baker, ross.baker@utoronto.ca

CMAJ | VOLUME 190 | SUPPLEMENT 1

2018-10-25 10:34 PM

MENTAL
HEALTH
© 2018 Joule Inc. or its licensors

OSSU-Chapterpages.indd 9

CMAJ | VOLUME 190 | SUPPLEMENT 1

S9

2018-10-29 8:00 PM

COMMENTARY

MENTAL HEALTH

Youth engagement in the YouthCan IMPACT trial
Joanna L. Henderson PhD CPsych, Lisa D. Hawke PhD, Jacqueline Relihan
n Cite as: CMAJ 2018;190(Suppl 1):S10-S12. doi: 10.1503/cmaj.180328
CMAJ Podcasts: author interview at https://soundcloud.com/cmajpodcasts/patient-oriented-research

I

n Canada, some 20% of youth experience mental health and
addiction disorders,1 yet rapid access to developmentally
sensitive, evidence-based care is limited. Youth and caregivers consider Ontario’s system of care for mental health and
addiction disorders in youth to be fragmented, underresourced
and inefficient.2 Our team is addressing these challenges by implementing and rigorously evaluating an integrated communitybased collaborative care team (ICCT) model in Toronto, providing rapid access to youth-friendly, evidence-based services in a
stepped-care manner.3
The YouthCan IMPACT project was funded by OSSU (the Ontario
SPOR [Strategy for Patient-Oriented Research] SUPPORT [Support
for People and Patient-Oriented Research and Trials] Unit) in 2015.3
Through cross-sectoral collaborations, the ICCT model provides
stepped-care services with low-, mid- and high-intensity interventions for mental health and addiction disorders in co-located,
community-based walk-in service hubs. A randomized controlled
trial is systematically evaluating the effectiveness of this model,
compared with hospital-based treatment as usual. Five hundred
youth are being randomly assigned to usual treatment at one of
five area hospitals or to ICCT services. Participants are assessed at
intake, 6 months and 12 months to examine the effects on functioning, symptoms, continuity of care and other variables, including a
robust economic analysis.3 The model reflects an international
movement toward integrated youth service hubs and has been
identified for provincial demonstration in additional communities
by Ontario’s Ministry of Health and Long-Term Care,4 pointing to
the urgent need for strong data from randomized clinical trials.
Reflecting OSSU values and increasing calls to involve youth
extensively in work conducted for and about them,5 which is
expected to lead to better outcomes, youth engagement is a key
tenet to YouthCan IMPACT. In the context of work with youth with
mental health and addiction disorders, we refer to “youth with
lived experience” rather than using the “patient” language of
OSSU and SPOR. The youth engaged in our projects self-identify
as having lived experience of challenges and service use related
to mental health and addiction disorders, but they are not
required to have been registered as “patients” of a formal medical
establishment. Our approach to youth engagement has been documented in two manuscripts coauthored by youth team members,6,7 which highlight the importance of authentic engagement,
clear expectations, flexibility and multiple levels of engagement
that reflect the interests and availability of different youth.

KEY POINTS

•
•
•
•

The YouthCan IMPACT project is evaluating community-based,
integrated collaborative care teams through a collaborative
co-development process that includes youth-serving agencies,
researchers, youth, caregivers and other stakeholders.
The youth engagement model includes high engagement for a
small number of youth and more periodic engagement for a
broader number of youth, ensuring that a broad range of youth
voices are brought to the project.
Youth have provided substantial contributions to both research
and clinical aspects of the project, resulting in a more feasible,
youth-friendly project with outcomes that are more relevant to
the needs of youth today.
It is important that researchers work with youth to ensure
meaningful engagement and shared decision-making, while
continually monitoring their engagement to ensure that the
youth engaged are truly bringing the youth voice to the project.

The governance model of YouthCan IMPACT includes youth
with lived experience as full members of the core decision-making
body and working groups, ensuring that the youth voice is heard
at all levels. Decisions are made by discussion, compromise and
consensus. When youth suggestions cannot be integrated because
of methodologic considerations, open and honest discussions
ensure that the youth understand the reasoning and that any possible compromises are made. Since grant development, eight
youth have been involved as casual staff at the Margaret and
Wallace McCain Centre for Child, Youth & Family Mental Health,
working across projects, including YouthCan IMPACT (two male
and six female youth aged 19–26, with at least two youth on staff
at any time). They receive an hourly wage funded in part by OSSU
with support from other sources. They were recruited via regular
institutional human resources processes, with circulation of the
job posting to community partners.
To reach a broader and more representative group of youth,
we have a youth advisory group currently consisting of 22 youth
(age 16–24) whom we consult regularly for more extensive feedback; they receive an honorarium for their service. Youth advisory group members are continually recruited through our community partners and broad circulation of recruitment materials.
Since 2016, youth have been supported by a youth engagement
coordinator (0.8 full-time equivalent), funded by philanthropic
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with the community sites to ensure that the physical environment is attractive and youth-friendly; and the development of
psychoeducational materials presenting youth-friendly information about the services available. Youth have been co-presenters
at conferences and coauthors on peer-reviewed journal articles
about this and other projects, reflecting their substantial contributions.3,6,7,9 As the YouthCan IMPACT project advances, youth
will continue to be involved in all aspects, including extensive
involvement in decisions made about the project.

COMMENTARY

donors, to support their ongoing effective engagement in YouthCan IMPACT and other projects.
Youth have made substantial contributions to the design of
the YouthCan IMPACT research and clinical service pathway.
Notably, in a multidisciplinary research team including psychiatrists, psychologists, social workers, nurses and other mental
health researchers, youth guided the selection of the primary
outcome measure for the study. Whereas the research team’s initial thoughts were to focus on symptoms of mental health and

addiction disorders, the youth expressed the importance of
focusing on functioning instead. The primary outcome measure
for the study is therefore the Columbia Impairment Scale,8 which
considers youth functioning in various spheres of life. This is a
key, study-transformative youth contribution that will make the
study outcomes more relevant to the youth experience.
In a youth advisory group meeting of 13 youth, including two
youth facilitators, youth identified the values they wanted
upheld by researchers and community staff. This discussion led
to the development of posters presenting YouthCan IMPACT
values, displayed in researchers’ offices and clinical sites to
remind team members continually of project values (available at
www.youthcanimpact.com/about-youthcan).
Other youth contributions include the development of a recommended mobile apps list for the community service pathway;
co-development of the study website; group training of the
research assistants to ensure that recruitment and assessment
are conducted in a youth-appropriate, validating manner; work

Youth engagement has not been without challenges. Notably,
it is important to monitor engagement continually to ensure that
youth are truly bringing the youth voice to the project. Regularly
bringing new youth onto the team broadens the youth voice and
ensures that voices represent young people today. It can be challenging to ensure that the youth advisory group has diverse membership and that a strong youth facilitator is available to facilitate
meetings. In addition, it is important for researchers to work with
the youth to ensure that engagement is meaningful to them and
collective decision-making remains at the forefront.
The YouthCan IMPACT experience has pointed to the value that
engagement of youth with lived experience can bring to research
and service design initiatives, making the research and service
context more relevant to youth. Much of the knowledge gained
about youth engagement applies not only to clinical research, but
also to youth-relevant research as a whole (Hawke and colleagues
have outlined practical recommendations on engaging youth in
diverse research projects6). With YouthCan IMPACT as one example
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of successful engagement, researchers and system planners are
encouraged to engage youth to make their work more feasible,
youth-friendly10 and appropriate to the young people their projects are targeting. The results of this youth-engaged study will
guide the ongoing development of community-based integrated
service hub models in Ontario and beyond.
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S

uicide is one of the leading causes of death in Canada, with
about 10 Canadians dying by suicide each day.1 Men represent nearly two-thirds of those who die by suicide after an
index episode of self-harm.2 However, interventions for these men
have had modest effects, with poor engagement with outpatient
treatment.3 The aim of the BEACON Study was to partner with people with lived experience to design an innovative intervention for
self-harm specifically designed for men, and assist with the development of a recruitment strategy to better engage men who present to the emergency department with self-harm.
The BEACON Study is a cluster randomized controlled trial
(ClinicalTrials.gov NCT03489382 and NCT03473535) in which
25 emergency departments in Ontario were randomized to receive
one of the following for men who present for an episode of selfharm: a blended therapy service, in which face-to-face therapy is
supplemented with a smartphone application, or treatment as
usual. Randomization was based on data obtained from ICES. We
calculated an intracluster correlation coefficient of 0.01 and an
interperiod correlation of 0.008. We considered a minimum relative
reduction of 50% in the repetition rate to be both clinically important and achievable.4,5 Given an average cluster size of 80 men and a
coefficient of variation of cluster sizes of 30%, 10 intervention and
15 control hospitals achieve 90% power to detect the minimum
important difference.
Men who present to an intervention site will be offered an
opportunity to receive seven sessions of face-to-face psychotherapy over six months, supplemented by one year of access to a
smartphone application developed specifically for men who selfharm. The trial will assess outcomes at the cluster level, with a
composite primary outcome measure of the proportion of suicides or self-harm repeat presentations by men within one year of
study launch. An embedded cohort study will assess participant
outcomes, with a primary outcome of changes in suicidality over
a one-year period.
Our approach to patient engagement was twofold: we
included patient partners as co-investigators on the study, and
we sought to create a community of people with lived experience
interested in research on suicide prevention. To achieve this, we
approached service users with whom we were already in contact
to either join the study as co-investigators or refer other people

KEY POINTS

•
•
•

“Testament” is a powerful and important tool for meaningful
patient engagement.
People with lived experience of mental illness and researchers
need training in how to collaborate effectively.
It is essential to create new research processes that include
patient partners rather than trying to fit service users into
existing structures.

with lived experience. The two service users we partnered with
have been involved in all aspects of the BEACON Study, from the
granting phase to the development of the study protocol to participation in the study’s steering committee. We attempted to
establish a Service User and Caregiver Research Interest Group
(SUCRIG) in suicide prevention. The objective was to create a
self-sustaining committee in which people with lived experience
were engaged in research not as participants but as instigators of
research. This was only partly successful, as service users did not
respond well to formal meetings with minutes and agendas.
In discussing these challenges, SUCRIG committee members
(total of 28 participants) emphasized the importance of providing
training opportunities for potential members and the need to
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focus on specific tasks for the group. To address this, we held
REFLECT 2017, a three-day conference in which we invited service
users and researchers to discuss how the two groups could collaborate on suicide-prevention research. The event touched on several themes related to meaningful patient engagement, such as
how to include diverse and sometimes extreme views; how
researchers with lived experience might approach this dual role;
what training researchers and people with lived experience need
to work together; how to handle compensation; and when to
approach individuals rather than patient organizations. Researchers wanted to know how to engage service users in a meaningful
way, while also creating a safe environment for people with lived
experience to ensure that they felt heard in a respectful way. The
conference resulted in a recommended practice guide, which is
currently in development, on involving people with lived experience in research on suicide prevention.
A key lesson learned from the patient-engagement strategies
implemented via the BEACON Study was the importance of developing new processes for patient-oriented research studies rather
than trying to fit patient engagement within existing research
practices. This highlights the need to create a safe environment
where patients are able to share their personal experiences
through the power of “testament.” We refer to it as testament
because it appears to be both something to treasure, “something
sacred,” as well as a record of the important events that enabled
someone to gain access to the research environment. To this end,
one of the ways we now do things differently is to create time for
people with lived experience to offer testament at research meetings when they attend for the first time. We have also learned that
patient engagement within the field of mental health presents a
number of unique challenges not necessarily experienced in other
disciplines. For instance, additional support must be provided for
patient partners to withdraw or rejoin the study as needed as they
move along the continuum of mental wellness.
The BEACON Study will provide a case example of how to conduct patient-oriented research in the field of suicide prevention.
Through this study, we have been provided with an opportunity
to enhance the experience of mental health care for men who
present to the emergency department with self-harm, a high-risk
and chronically underserved population, in a way that is meaningful to patients. However, we have also learned many valuable
lessons about how to provide a safe environment to engage
patient partners in this field of research.
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Beyond the patient: lessons from community
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KEY POINTS

•
•
•
•

Mainstream research approaches require a substantial redesign
to be relevant, respectful and effective for Aboriginal people
and communities.
Engagement must be embedded throughout to ensure that the
research is relevant to all partners, and that the results are
accessible and meaningful to all.
Building capacity is crucial on both sides of the partnership and
occurs through collaboration.
The best interests of the child (patient) must remain at the
centre of all decisions.

Shared by the Naandwechige-Gamig Wikwemikong Health Centre

A

boriginal children experience substantial and persistent
health disparities compared with their mainstream
peers;1–3 innovative methods are needed to assess the
effectiveness of new interventions. Health leaders in Wiikwemkoong Unceded Territory engaged with a team of scientists at
Laurentian University to address these disparities, and developed
a strong and respectful engagement. This collaboration began
with the Outdoor Adventure Leadership Experience project
(https://oalevideo.laurentian.ca) and led to the development of a
culturally relevant measure of health for children 8 to 18 years of
age: the Aboriginal Children’s Health and Well-being Measure
(ACHWM).4 In this paper, we share the lessons learned through a
community-engaged project to evaluate a new intervention for
health promotion.
The purpose of our research project is to evaluate the effectiveness of screening, triage and subsequent treatment on the health of
children in Wiikwemkoong. Aboriginal communities view the child as
nested within the family and within the community.3,5 Thus, our
approach was child-centred and community-engaged, with ongoing guidance from families, community members and leadership.
This is a particularly important form of patient-oriented research.
Our focus is “upstream” on health promotion for Aboriginal
children within the context of their rural community. There are
multiple perspectives that require consideration in this context.
Western (or mainstream) research methods are braided together
with Aboriginal ways of knowing throughout this research project,
in keeping with a two-eyed seeing approach.6 Although the dual
perspectives add complexity to the process, when united in a good
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and teachings from Elders. Everyone around the circle is valued,
and participants’ lived experiences are central to our process.
Our community-engaged approach led to two research questions that were important to all partners: Is the ACHWM able to identify the needs of youths earlier in their illness pathway? Does earlier
recognition lead to better health outcomes one year later? Children
are being recruited from the community and invited to participate in
a self-reported health-screening process.9 Those who are identified
as having acute health concerns are connected to local services.
Their health outcomes are measured one year later using the measure. The ACHWM is a scientifically valid health self-assessment that
was developed with and for Aboriginal children4 and implemented
on Android tablets as an innovative form of patient engagement
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way, these approaches add strength to the design, much like the
braiding of sweetgrass (which represents strength and kindness),
with a shared goal of improving the health of Aboriginal children.
Patient-oriented research and engagement are the cornerstones of the Canadian Strategy for Patient-Oriented Research
(SPOR). Our approach is both patient-oriented and communityengaged. It developed through a decade of community-based
research that integrated child-centric research methods7 with
Aboriginal ways of knowing6 and a community-engaged focus.8 We
endeavour to work together in a good way, often “in circle” where
there are no corners in a network of interconnections, much like
the Anishinaabek dreamcatcher, which represents protection and
comfort of children. We are guided by both scientific principles
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(www.ACHWM.ca). We will compare the health patterns of those
identified through screening with those who are already connected
to local services to answer our research questions.
There were many lessons learned through this project that would
have been missed without a community-engaged approach. For
example, the IMPACT grant writing instructions required us to frame
the research question using the PICOT format (population, intervention, comparison, outcome, time), which was incongruent with
Aboriginal ways of knowing. This narrow focus on a Western biomedical model was perceived as disrespectful at times, because it established ground rules outside the collaboration that privileged the
Western lens. Getting the balance right was critical for this team, as
living in balance is the foundation for the Aboriginal way of life.
The partnership has led to a design that will generate results that
are inherently meaningful to Aboriginal communities and respected
by the scientific community. It is enabling us to tackle issues that
could not be addressed by other groups. The lessons learned will be
easier to adopt because of the community ownership and direct
engagement in the work. We have been able to leverage the
strengths of all partners to move this research forward. We have in
turn leveraged this work to obtain additional funding for both service delivery in the community and research collaboration.
The team has also gained insights from the children, both
through the measure and by including youth from the community
as research team members. Keeping the children’s voices and perspective in mind guides all of our decisions. The question “What
would be in the best interests of the children?” keeps us grounded.
We are now just past the halfway mark in this grant. The nature
of collaborative research is time-consuming, and funding timelines inevitably do not line up with the realities of the community
or those of children. Focusing on the big-picture goal (improving
the health of children), building relationships and respecting the
partnership are the priorities. These have been the key to our success to date. We are grateful that the funder has accommodated
the extended timeline necessary to protect our priorities.
At this point, we have sufficient data to address the first
research question and have faced challenges implementing the
study into clinical practice to address the second question. We are
currently focusing most of our energy on the latter. Because we
have succeeded in connecting children at risk to local services,
we have also discovered new barriers: it is difficult to retain children in clinical practice. This new challenge calls for new solutions
that we are exploring with our partners. Keeping children at the
forefront of decision-making has enabled us to take a creative and
solution-focused approach.
Our community–university collaboration has generated key
lessons learned that add to what is known.10 The integration of two
world views is expected to enhance uptake of this project’s results
because they will speak to both Western scholars and Aboriginal
health leaders. More importantly, we will be able to generate new
solutions to address critical health inequities. Together, we are
responding to the call for action from the Truth and Reconciliation
Commission’s report (www.nctr.ca). In the process, capacity has
been enhanced on both sides, respect has been demonstrated for
the sovereignty of the First Nation, and we have identified
innovations to support child health with existing resources.
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We are at a critical time in Canada, with real opportunities to
address the health inequities borne by Aboriginal children. The
operationalization of Jordan’s Principle (www.fncaringsociety.
com/jordans-principle) provides new hope, to put what is best for
each child at the forefront. Research has the potential to improve
the health of Aboriginal children, when all aspects of the work are
carried out in respectful collaboration.
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n recent decades, diabetes and related complications have
emerged as substantial challenges in First Nations communities in Canada.1 To advocate for appropriate services within
a complex, and often fragmented, health system for First Nations
people,2,3 First Nations leaders need access to population-level
data. Recent data-linkage initiatives have provided an opportunity for First Nations–led population studies of diabetes and its
effects that were not previously possible. We designed a study
(Reducing the Burden of Diabetes on First Nations People in
Ontario: Using Population Level Data to Improve Policy and Practice) as one of the first opportunities for First Nations in Ontario
to plan collectively and implement an Ontario-wide study to support the diabetes-related information needs of First Nations
leadership, government and community workers, and involve
patients, Elders, leadership and community members in ways
appropriate to the First Nations context.
One of the defining aspects of our study was the partnership
between academic researchers and the Chiefs of Ontario, which
has a mandate to advocate on behalf of the 133 First Nations in
Ontario. The academic research team, senior health staff from the
Chiefs of Ontario, an Elder and two First Nations patient navigators
co-developed the research proposal. These early collaborations
allowed the team to establish processes for working together, formalized in a research agreement, and to set research questions.
The research objectives were to describe First Nations–specific
rates of diabetes and its complications over 20 years, on- and offreserve, and for different geographic regions; to understand access
to diabetes-related screening, management and treatment of complications; and to assess the impact of limits on blood glucose testing strips that were set by changes in federal and provincial policy.
To do this, we analyzed administrative health data held at ICES
that are governed by First Nations in Ontario.4 In parallel, we
worked with five First Nations communities to undertake interviews with people living with diabetes and health care professionals. Data from these interviews were used to contextualize and
better understand patient encounters with the health care system
and the trajectories of care experienced by First Nations people
with diabetes. The culmination of this work is a comprehensive
First Nations Diabetes Report (forthcoming in February 2019 and

KEY POINTS

•

•

•
•

Our approach to patient-oriented First Nations research integrated
knowledge from patient and community experiences, policyrelated information, clinical and methodological knowledge, and
First Nations perspectives through involvement of First Nations
patients, researchers, care providers and Elders.
Patient-oriented research in the context of First Nations health
research requires a collaborative co-leadership approach that
integrates community-based participatory research approaches
and First Nations principles of ownership, control, access and
possession of data and information (OCAP).
Dedicated research positions to support patient and community
engagement were essential to the meaningful participation of
patients and First Nations communities.
A key impact of our collaborative and patient-engaged approach
has been to acknowledge the complexity of the causes and
implications of diabetes in First Nations individuals and to
promote strength-based interventions.

to be released at the Chiefs of Ontario First Nations Health
Research Symposium) that considers the contextual roots underlying high rates of diabetes.
Our approach to patient-oriented research was multilayered;
members of the research team were also First Nations people with
diabetes or family members of people with diabetes. We also
established a six-member patient advisory group of First Nations
individuals with lived experience with type 2 diabetes to work with
us throughout all subsequent phases of the research project. Advisory group members were selected to provide a range of perspectives, and included men and women, Elders and youth, and individuals from various geographic regions. To select these patient
advisors, we worked with the Health Coordination Unit (the unit is
supported by the Chiefs of Ontario and includes members from
various First Nations organizations across Ontario), which includes
health directors who coordinate the interests of First Nations communities, to ensure that we involved patients with diabetes who
are from diverse First Nations communities in Ontario. The advisory group met about twice per year and provided critical input
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into our approaches, qualitative interview questions, analysis and
interpretation of both qualitative and quantitative data, and
important context that informed the way we presented and shared
the knowledge from the project.
We also prioritized community-level involvement, and our project was informed by community-based participatory research
approaches5 and principles of Indigenous data sovereignty,4,6 notably First Nations’ ownership, control, access and possession of First
Nations data and information (OCAP).7 The Health Coordination
Unit provided input to ensure that we were conducting the project
in ways that aligned with First Nations governance approaches and
priorities. For example, they guided the team to include five communities for the qualitative component instead of four, to align with
the structure of the 133 First Nations and their affiliations to Provincial Territorial Organizations, and the members worked with us to
invite communities to participate. Once the individual communities
were determined, we worked closely with each one to obtain permission for the project and conduct the interviews in ways that were
specific to that community. We attended community meetings and
fairs to share information with community members.
In a parallel but distinct process to First Nations community and
patient involvement, First Nations research often also requires permission and approvals. The overall project served as the pilot application to the newly created First Nations Data Governance Committee that was appointed by the Ontario Chiefs Committee on Health
to oversee researcher requests to access the First Nations data at
ICES. This written application addressed the ways in which the
project respected First Nations principles and provided benefits to
First Nations. As the pilot application, we provided feedback on the
process to refine modifications for future applications.
Applying patient-oriented research approaches is a natural
extension of strong community-based approaches that are integral to the ethical conduct of First Nations health research. One
of the key features of this work was the need to involve four distinct groups: Elders, First Nations coordination and advocacy
organizations, individual patients and academic partners. We
engaged Elders throughout the process as members of the
patient advisory group, in communities and on the project
team. We found that having more than one way to involve Elders
was helpful and that monthly project meetings were too
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frequent to maintain consistent and meaningful involvement of
a single person.
We used a portion of our funding to hire a full-time integrated
knowledge broker at the Chiefs of Ontario who speaks a First
Nations language, which is important for understanding First
Nations perspectives. The individual provided ongoing integrated
knowledge translation and support for the relationships with
Elders, the patient advisory group, the Health Coordination Unit
and external partners.
The research team had identified a need to engage with other
Indigenous organizations that support the well-being of First Nations
people living in cities. These efforts involved several introductory discussions initiated by the academic research team, but did not progress to meaningful involvement. This was a challenging undertaking
because research collaborations between the urban Indigenous
organizations and the First Nations organizations involved in the
project are not yet established and will take time to build.
In summary, our First Nations–led research addressed
important gaps where data are needed to improve decisionmaking and advocacy. A key impact of our collaborative approach
has been to acknowledge the complexity of the causes and
context for diabetes in First Nations communities and to promote
strength-based interventions. This project supported the use of
First Nations–identified health administrative data, which is
critical to the processes of self-determination and healing for First
Nations communities in Ontario.
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uch of the previously published theories and evidence
supporting patient engagement in research has focused
on improving engagement in individuals with chronic
disease who are participating in treatment interventions.1–3 Less is
known about engaging parents as “patient partners,” and very little is known about engaging parents to develop interventions
designed to prevent chronic disease in young children.2,3 Our goal
was to develop a pediatric prevention trial that addressed priority
areas identified by parents of young children in Ontario. We
designed a randomized controlled trial (RCT), the Parenting and
Addressing at-Obesity Risk Early Years Intervention With Home
Visits in Toronto (PARENT) trial (www.targetkids.ca/parent), to
determine whether an integrated primary care and public health
intervention that includes parenting-skills training and home
visits can lead to improved weight status and mental health outcomes in young children.
The PARENT trial is a pragmatic, parallel-group, one-to-one,
superiority RCT (ClinicalTrials.gov NCT03219697) that aims to
recruit 120 children aged 18 to 36 months who are at risk of obesity.
Children and their families will be recruited through TARGet Kids!, a
primary care–based research network in Canada. TARGet Kids!
(www.targetkids.ca) provides a platform to expand knowledge on
patient engagement and involves parents as representatives for
healthy young children enrolled in primary care–based prevention trials, through their mission to partner with community
health care providers, families and children and create knowledge to raise healthy children. Young children in Canada and
their families access primary care frequently in the first few years
of life, making primary care an ideal setting to implement and test
a scalable intervention aimed at preventing obesity.
The concept of engaging parents and families in the PARENT
trial aligns with the principles and core beliefs of the Strategy for
Patient-Oriented Research (SPOR).4 A recent scoping review
identified that there is insufficient literature on engaging parents
to aid with planning for a trial.2 To address this gap in the literature, we previously recruited 115 parents and 42 clinicians
through the TARGet Kids! network via email and invitation letters
to parents, and included those who agreed to participate in a

KEY POINTS

•
•
•

•

Little is known about parent engagement in prevention
research for young children.
TARGet Kids! is a primary care–based research network in
Canada, dedicated to parent engagement in prevention trials to
promote healthy growth and development in young children.
The Parenting and Addressing at-Obesity Risk Early Years
Intervention With Home Visits in Toronto (PARENT) trial
intervention comprises group-based parenting-skills training in
primary care practices and home visits from public health
nurses to support healthy behaviours.
Meaningful parent involvement has resulted in improved
recruitment strategies and informed our research design to
enhance impact for children.

priority-setting consensus workshop. We used the James Lind
Alliance framework,5,6 a priority-setting methodology, to identify
the most important unanswered research questions in pediatric
preventive care from the perspectives of parents of young children and clinicians in Ontario (methods are described elsewhere7). Parents and clinicians attended a consensus workshop
and used the nominal group technique (a type of small-group
discussion to prioritize key ideas8); they identified important
areas as research priorities, including preventing obesity,
advancing parenting skills and promoting mental health. These
three priorities informed the intervention, design and outcomes
in the PARENT trial.
Building on this formative work undertaken by TARGet Kids!,
the PARENT research team has executed an engagement plan
inspired by the International Association for Public Participation
framework.9 A lack of training opportunities for parent partners
was identified as a key challenge in parent-engagement research.2
Before the launch of the PARENT trial, a parent partner recruited
through TARGet Kids! social media and another recruited by a
research coordinator, along with research team members, completed training in the research process and scientific-research literacy by attending a full-day workshop on patient engagement
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developing the science of parent-oriented research is needed. The
PARENT trial provides an opportunity to build the evidence base to
support best practice guidelines to engage parents in prevention
research that can ultimately improve outcomes for children and
their families.
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and knowledge translation run by SPOR. One parent partner
(coauthor E.T.) and other research team members met regularly
in the early phases of the project, in person and via telephone
as necessary.
Through active engagement, our parent partners brought their
perspectives on the trial design, recruitment strategies, target
audience for the findings, and methods to translate and disseminate research findings in meaningful ways to the public. With
their input, we developed an animated white-board video as a
novel recruitment strategy; it is an efficient and informative way
to help researchers to recruit parents while they are in the waiting
rooms of their primary care physicians (https://youtu.be/
hIBVF_5ZQnI). Further to this work, two advisory panels of
8–10 parents, called parent panels, are being established through
the TARGet Kids! PARENT trial. In collaboration with the Knowledge Translation Program (https://knowledgetranslation.net),
the parent panels will provide recommendations and advice on
how to improve trial design, recruitment strategies and engagement with families to inform future studies, as well as help to prioritize research outcomes and provide suggestions on ways to
translate our findings effectively.
One of the main challenges we experienced was the inherent
unpredictability of research processes, including the long waiting
period for ethics approval that led to periods of limited communication between researchers and parent partners. As a result,
some participants were concerned that parental involvement
would be tokenistic, and researchers feared that parent partners
would become disengaged owing to a lack of immediate results
from their contributions.2 Parent partners typically volunteer
their time in research, and as such they require flexibility in planning of meetings, and accommodations for meals and child care,
for example.2 We learned that, in future, we should clearly and
transparently outline roles, expectations and anticipated timelines from the outset, and acknowledge parent partners’ time by
offering honorariums.
Parents are highly invested in ensuring good health care for
their children, and therefore they are highly motivated and
engaged.2 Engaging parents in all aspects of the PARENT trial
helped us to shift our thinking about the research. In informal discussions, parent partners emphasized that we need to be cautious in using language that may raise concerns for parents (e.g.,
“obesity” or “at risk of obesity”) when referring to their children,
especially for parents of children who may not recognize health
problems related to overweight. Input from parent partners
enabled us to consider issues that are important to families
participating in research, including parenting skills to manage
challenging behaviours and focusing on mental health outcomes.
The impact of patient and parent engagement work thus far,
and our continued planned work through our parent panels, will be
valuable in helping us to improve the way in which we develop,
deliver and measure the impact of our interventions to fit the needs
of children and their parents. High-quality research dedicated to
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key goal in health care is to improve outcomes that matter most to patients.1 This is a poignant aim for a small
but very important group: children with medical complexity and their caregivers. Children with medical complexity
are defined by serious chronic conditions, functional limitations,
increased health care needs and high resource use.2 Although
their numbers are relatively small (< 1% of Canadian children),
children with medical complexity have an impact on the health
care system that is large and growing.2 Care for these children
accounts for about a third of all child health spending in Canada.3 Caregivers of children with medical complexity take on
enormous responsibilities for their child’s care,4–6 and high levels
of emotional7 and financial stress.8
The Ontario Ministry of Health and Long-Term Care funded a
Complex Care for Kids Ontario strategy implemented by the Provincial Council for Maternal and Child Health to improve care coordination for children with medical complexity. Our team was tasked
with evaluation using a wait-list randomized controlled trial design.
Evaluating an intervention with a randomized trial design is
considered the gold standard because it allows for mitigation of
various important sources of bias. However, methodologic rigour

KEY POINTS

•
•
•

Children with medical complexity have serious chronic
conditions, which lead to severe functional limitations, high
health care needs and high resource use.
A strategy to coordinate care for children with medical
complexity and their families in Ontario is being evaluated using
a randomized clinical trial design in which the outcomes were
chosen by patients, caregivers and their providers.
Co-selection of outcomes by patients, caregivers and their
clinicians requires pre-trial consensus but holds promise for
improving the applicability and meaning of trial results.

in design does not necessarily translate into meaningful results
for children and their caregivers. Bias can be introduced into otherwise well-designed trials through inappropriate selection of
outcomes and their measures. There is a tendency among investigators to select criteria for evaluation that are meaningful to us
but not necessarily to our patients; as such, the study’s results
are biased toward results of interest only to the researchers.
Less than 1% of primary or even secondary end points in registered clinical trials for children with chronic medical conditions
include outcomes that are important or meaningful to patients.9
If patient-important outcomes are not included in the evaluation
of an intervention, policy-makers will have limited information
on which to base decisions about what patients value.
We hypothesized that engaging caregivers with clinicians in
outcome selection and development of measurement tools, and
then evaluating the outcomes they selected in the trial, would
lead to research findings that would be more meaningful to caregivers. The idea was that if the caregivers and the clinicians
selected outcomes together, study results could be interpreted
and applied by both groups. The first step was collaborating with
our policy-maker and community of practice to structure the
evaluation based on caregiver- and clinician-selected outcomes.
The respective priorities of caregivers and clinicians were
assessed through an online survey to allow for geographically
diverse groups to provide input. Stratification in the statistical
analysis ensured representativeness of perspectives within the
sample. This approach also helped distinguish between universally important outcomes and potentially discordant outcomes
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and caregivers. We hoped that this approach would boost investment of caregivers of children with medical complexity in the
research process and thus make data collection smoother. However, we did not find this to be the case. Caregivers were required
to complete lengthy surveys. Although most were keen to participate in the research process, many had more pressing needs than
answering study questions. Collecting data at times that were
most convenient for the child and caregiver (e.g., waiting rooms
for health care appointments for some, at home for others) using
a variety of platforms (mobile devices for some, pen and paper
for others) helped, at least in part, to overcome challenges with
data collection.
Structuring an evaluation of a trial according to outcomes prioritized completely by patients’ caregivers (and their clinicians)
is a novel extension of patient partnership in research. We hope
that working with patients to select trial outcomes will produce
results that are meaningful in the lives of children with medical
complexity and their caregivers.
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between caregivers and clinicians. Next, we used the survey
results to hone consensus work with a smaller group of caregivers
and clinicians during an in-person meeting. The objective of the
consensus meeting was to solidify the outcomes that were universally important to caregivers and providers alike. Finally, to distinguish between competing end points and to set realistic criteria
for success, we assessed the perceptions of caregivers and clinicians for the degree to which they perceived the outcomes as
amenable to change by improved care coordination.
Despite undertaking this large amount of preparatory work
before implementation of the evaluation, the experience of our
team thus far has been that the positives have exceedingly outweighed the negatives. Having caregivers and clinicians help to
select study outcomes showed us two clear gaps in our abilities as
investigators to measure what was important to patients. First, we
saw that existing health and quality-of-life measures contained
unsuitable content and measurement properties for children with
medical complexity. Second, we found that measures for key outcomes were unavailable for our target population (e.g., satisfaction with feeding and medical technology). This opened up an
opportunity to develop tools to measure these experiences in collaboration with caregivers. Future development in participatory
research with caregivers will meet the objective of creating tools
that are interpretable to researchers and caregivers, while providing results that can be implemented in health care settings and
have meaning in patients’ lives.
Conducting a rigorous process to engage patients and clinicians in defining outcomes took substantial time. There was an
inevitable tension between the need for evaluation to take place
rapidly within time-limited fiscal cycles, and the need for careful
and thoughtful incorporation of the voice of the patient and clinicians into the process. Early partnership with the Provincial
Council for Maternal and Child Health, which is leading implementation, helped to mitigate this. Roll-out to some patients was
neccessary before formal evaluation began.
By engaging stakeholders in the development of our evaluation plan, we sought to obtain information relevant to patients
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enipuncture and heel prick for newborn screening,
although essential for early detection of newborn diseases, are painful and repeated procedures that pose a
risk of long-term adverse outcomes.1 Some parents refuse newborn screening because of concerns about pain in their
infants.2,3 Evidence-based guidelines recommend that health
care professionals support use of breastfeeding, skin-to-skin
care, or sucrose or glucose to reduce newborn pain.4,5 However,
these strategies are underused, and some health care professionals believe that mothers do not wish to be present during
painful procedures,6 which means that many newborns suffer
unnecessarily during painful procedures. Parents of newborns
have reported feelings of powerlessness when not supported to
comfort their infant.7 Despite this, attempts to improve use of
strategies to reduce pain have mostly targeted health care professionals, and little research has targeted parents as partners
in pain treatment.
We involved parents of infants and clinicians in the design of a
trial, funded by the Ontario Child Health Support Unit, to evaluate whether providing mother–baby units within hospitals in
Ontario with a video depicting use of pain-reduction strategies,
to be shown to parents before newborn screening, increases use
of recommended pain treatment during newborn screening compared with delivering usual education targeted to health care
professionals only.
Our research team (which includes parents of infants), the
Baby-Friendly Initiative, and clinicians and researchers of neonatal pain and knowledge translation, coproduced a five-minute
parent-targeted and mediated8 video (BSweet2Babies: https://
youtu.be/L43y0H6XEH4). The video portrays babies having blood
samples taken while being breastfed, held skin-to-skin and
receiving sucrose. The calming effects of these strategies are
powerfully portrayed and voice-over in user-friendly language
explains how parents can help use these strategies. Although the
video is publicly available on YouTube, this channel alone is a
passive means of disseminating knowledge,9 and the impact of
the video on use of the recommended pain-reduction strategies
has not, until now, been systematically evaluated.

KEY POINTS

•
•
•
•

High-quality synthesized evidence of effective pain
management during painful procedures in newborns exists, but
recommended strategies are used infrequently.
Parents of infants wish to partner with health care professionals
to use pain-reduction strategies and comfort their babies during
painful procedures.
Partnerships between parents of infants, health care
professionals, researchers and organizational leaders are key to
this patient-oriented research project.
Parents were partners in the research team, contributing in all
aspects of the study, and especially informing ways to optimize
parents’ viewing of the video.

Caring for Babies: A Study of Ontario Maternal–Newborn
Hospitals on the Effectiveness of Parent-targeted Education
(ONesiE) (ClinicalTrials.gov NCT03099252), funded by OSSU
(the Ontario SPOR [Strategy for Patient-Oriented Research]
SUPPORT [Support for People and Patient-Oriented Research
and Trials] Unit), is a cluster randomized controlled trial (RCT),
with active patient engagement (in our case, parent engagement). The objective was to evaluate whether providing
mother–baby units within hospitals in Ontario with the BSweet2Babies video before newborn screening increases use of recommended pain treatment during the procedures, compared
with mother–baby units with usual education targeted at
health care professionals only. A cluster RCT refers to randomization performed at the level of the whole unit, instead of individual patients. The primary outcome was pain management
during newborn screening, a data element in the Better Outcomes Registry and Network (BORN) Ontario10 routinely collected by all participating mother–baby units.
The power of the study lies in the partnership between
parents of infants and health care providers at all stages of
this project, from coproducing the BSweet2Babies video,
through to planning all aspects of the RCT, including informing ways to optimize parents’ viewing of the video. The study
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Box 1: A patient partner’s experience
After my daughter Mary was born, the nurse told me that she
needed to have newborn screening and then she took her away
from me to another room. I was worried that Mary would have a
painful and unhappy experience. I was lying in my bed imagining
that she was crying and struggling during her blood test. I wish I
could have been there to comfort her and do something for her,
but I couldn’t. The good thing was that my husband, who knows
that sucrose is a pain treatment, went to the room and asked the
nurse to give sucrose during the heel lance.
Seeing our babies have these painful procedures, such as blood
tests or vaccination, is undoubtedly a bad experience for parents
and makes us feel helpless at the same time. Parents need to know
ways to relieve babies’ pain and how they can get involved in the
pain-relief process at the same time. Unfortunately, few parents
know any pain-relief methods and much less use them unless
health care providers give parents information.
I got to know about pain relief of newborn screening after I was
involved in a research project that targets newborn pain
management. I helped to translate and voice record the video called
“BSweet2Babies” in Chinese. I was impressed by how the babies
were so calm and peaceful when they were having blood tests. Of
the three ways, I love breastfeeding best, which is simple and easy to
[do], so I decided to have a try when my baby had her vaccination.
On the vaccination day, I asked the nurse, who didn’t mention any of
those pain-treatment methods to me, whether I could breastfeed
my baby during the injections. The nurse said yes and completed
the vaccination while I was breastfeeding Mary. The whole injection
process was carried out smoothly and successfully, Mary barely
cried, and both the nurse and I were satisfied.
Although I have had my first success, I still feel concerned when I ask
health care professionals to help me use these strategies. First, I am
afraid they will not support me or decline my request. Not all have
knowledge about these pain-management strategies or they may have
doubts on the effectiveness, which makes them reluctant to help.
Second, I am worried that I will inconvenience them in their work.
Some prefer to conduct medical procedures without the presence of
parents. In addition, using these strategies might need more time and
patience, especially breastfeeding, which should begin a few minutes
before painful procedures. It makes me feel uncomfortable if
caregivers think I add a burden to their busy work. Third, lacking a
comfortable environment to implement these strategies will also be a
barrier. For instance, clinics or hospitals where sucrose isn’t available
or there are no suitable places to hold and breastfeed my baby will
weaken my willingness to use these strategies. Once, when Mary had
blood collected, I didn’t have a private place to breastfeed her and no
sucrose was available. I had to give up using these strategies as a result.
I think support from health care professionals will surely give
parents more confidence to use pain treatment, and the key to
successful implementation of these strategies lies in a close
cooperation between parents and health care professionals. This
needs not only parents and caregivers to realize the importance of
babies’ pain management but also to make their endeavours
happen. Supporting hospitals to initiate these strategies will
definitely be a good way to help benefit more families.

This study evaluating the effectiveness of the BSweet2Babies
video when delivered at the level of the organization, on subsequent use of effective pain management during newborn screening has parent, health care professional and organizational leadership partnership at its core. This has potential to benefit
newborn infants and their parents.
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will facilitate discussion of treatment options in order that
families can make informed decisions about their infants’
pain care (Box 1).
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oncussion is a brain injury that affects hundreds of
thousands of Canadian children and youth annually,
along with their families. Visit rates for concussion
have quadrupled since 2003,1 with nearly 30 000 doctor visits
for pediatric concussion per year in Ontario alone.2 Concussion
can result in symptoms across four common domains: physical, cognitive, emotional and sleep. 3 These symptoms can
affect quality of life and result in short- and long-term functional deficits (e.g., in school, sports and social activities).4
A prospective, pan-Canadian study involving more than
3000 children and youth with acute concussion reported that
about one-third continued to experience persistent symptoms one month after the injury. 5 Despite strong evidence
showing the benefits of early exercise for physical and mental health in individuals with moderate-to-severe brain injuries and stroke, 6 traditional approaches to concussion management emphasize conservative cognitive and physical rest
until postconcussion symptoms have resolved,7 which may
hinder recovery.
The Pediatric Concussion Assessment of Rest and Exertion
(PedCARE) study (ClinicalTrials.gov NCT02893969) is an ongoing randomized controlled trial that examines whether early
reintroduction of noncontact and low-risk (e.g., limited
chance of sustaining a concussion) physical activity, such as
walking, light jogging or stationary cycling, beginning
72 hours postinjury, reduces postconcussion symptoms at
two weeks postinjury compared with the traditional “rest
until asymptomatic” protocol. 8 The PedCARE study aims to
provide health care professionals with evidence to guide the
ideal timing for reintroduction of physical activity postconcussion and, more importantly, help children and youth successfully return to the things they need, want and love to do.
Guided by the four core principles of quality engagement
reported by Abelson and colleagues9 (integrity of design and
process, influence and impact, participatory culture, and collaboration and common purpose), the PedCARE group has
attempted to engage patients and their families purposefully
and meaningfully at all stages of the project. The remainder
of this commentary presents a selection of PedCARE’s
patient-engagement activities and experiences.

KEY POINTS

•
•
•
•

Traditional recommendations for concussion management
emphasize cognitive and physical rest, which may
hinder recovery.
New approaches to postconcussion treatment must be
explored; the reintroduction of noncontact and low-risk
physical activity in the acute stages after injury may
be beneficial.
It is imperative to have the input of patients and families to
guide concussion research and related implementation for
improved clinical care.
The use of qualitative interviews with patients and
end-users to inform research study design, consultation
with existing and established patient-engagement
platforms, and question development for feedback from
research participants at the time of research data collection
have resulted in a more relevant clinical research study
(the Pediatric Concussion Assessment of Rest and Exertion
study) with outcomes that truly matter to children,
youth and their families.

In the summer and fall of 2015, proactive qualitative interviews (via telephone) were completed with 50 children and
youth, parents and caregivers, teachers and sport coaches across
three large Ontario cities (Ottawa, Toronto and Hamilton). These
one-on-one 60-minute interviews helped to inform key patientengagement priorities relevant to our planned research
(PedCARE): opinions and attitudes regarding the current standard of care (interest in activity over rest after concussion);
thoughts on our proposed study intervention (interest in early
reintroduction of physical activity); opinions regarding our
study design; and selection and identification of research outcome priorities from the patient and the family perspective.
Our research team consulted existing patient-engagement platforms to support the development of our data-collection processes
in advance of the research project. The Research Family Engagement Committee at the Holland Bloorview Kids Rehabilitation Hospital comprises family members of current and past clients.10 This
committee partners with researchers to plan, review and advise on
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research studies.10 The consultation resulted in multiple committee
members reviewing the content and wording of questions to be
used during the data-collection phase of our research study (e.g.,
how to word demographic questions and responses specific to
child and youth participants identifying sex and gender). This
feedback was invaluable and directly informed the data-collection
process used within the study. This collaboration also resulted in
identifying our PedCARE patient partner (commentary coauthor
K.L.), who will support the remaining stages of the project.
Another element of patient engagement within the PedCARE
study is the use of feedback questions for research participants.
In addition to collecting data to inform the study’s research
objectives, we ask all participants (and families) to provide their
perspectives on the following questions: What did you like about
the study? What were the challenges to completing the study?
When the study is completed, how do you think we should share
the results with others (kids, parents, health professionals, etc.)?
Would you be willing to be contacted to provide feedback on the
ways we plan to share the results of the study? Are you interested
in being part of the study advisory committee?
We received specific feedback pertaining to the elastic belt
that is used to hold the accelerometer used in our study. Based
on this feedback, we obtained different belt sizes to meet the
needs of participants. We received valuable suggestions for
recipients of eventual results (e.g., youth, schools, sports
teams, health professionals and hospitals), how best to share
results with others and advance the eventual health system
implementation and uptake (e.g., Facebook, email and inperson information sessions), and how to improve future
studies or related clinical protocols (e.g., shorter questionnaires and decrease the need for daily tasks and reporting).
This approach has also provided us with a roster of children,
youth and family members who are interested in contributing
to the project on our developing advisory committee.
A challenge experienced during our patient-engagement
experiences to date was the need for considerable time and
resources to conduct our qualitative interviews, analyze our data
on feedback questions for research participants, and coordinate
patient-engagement activities. The value of these approaches
was substantial; however, the need for ample time and resources
(people and financial) should be considered and accounted for
well in advance during the planning of future research studies
and patient-engagement initiatives.
Engaging patients in the project development and delivery
of PedCARE has provided essential and invaluable insight, and
has resulted in more relevant research. In addition to our published protocol,8 our research team looks forward to sharing
the results of this ongoing clinical trial more broadly (i.e., scientific publications, presentations and patient-facing resources),
once available, to affect patient care and outcomes directly. We
will continue to engage patients and families as our project
progresses from the data collection phase toward data analysis
and the dissemination of findings. PedCARE aims to create a
legacy for improved pediatric concussion care to best meet the
growing needs of children and families in Ontario and
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beyond — it is our strong belief that achieving this aim is possible only with the perspectives and meaningful partnership of
research participants and the children and families who will
benefit from this research the most.
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early 23 000 Canadians (about 3 million people worldwide) are currently living with kidney failure and receive
maintenance hemodialysis to sustain life.1 Patients with
kidney failure often require three- to four-hour hemodialysis treatments thrice weekly to clear toxins adequately from their blood
and to remove excess fluid. When fluid is removed from the body
during hemodialysis (about 1–3 L per session), systolic blood pressure often drops by 20–30 mm Hg.2 In a six-month period, about
75% of patients receiving hemodialysis will experience at least
one episode of intradialytic hypotension.3 These drops in blood
pressure are unpleasant for patients (they can lead to muscle
cramping, fatigue and nausea) and can cause ischemic injury to
the heart and brain.4–6 Small studies suggest temperature-reduced
dialysis lowers the risk of intradialytic hypotension by up to 70%
compared with standard-temperature dialysis (36.5°C).6 This may
reduce the risk of cardiovascular events and death.6–8
It is important to understand the effects of interventions that
have the potential to reduce the frequency of drops in blood pressure during hemodialysis, as these frequent hypotensive events
are associated with morbidity and mortality. 5 The needs of
patients also require attention, as it has been previously reported
that 80% of clinical hemodialysis research does not address the
top research priorities of patients.9 Patients receiving hemodialysis have expressed a strong desire to have healthier hearts, as
suggested by the following statement: “What are the best ways to
promote heart health, including the management of my blood
pressure?”10 To understand this better, we developed the Major
Outcomes with Personalized Dialysate Temperature (MyTEMP)
cluster randomized trial (ClinicalTrials.gov NCT02628366).
This pragmatic trial aims to determine whether patients
cared for in hemodialysis centres and randomly assigned to personalized reduced-temperature hemodialysis have better outcomes when compared with patients cared for in hemodialysis
centres using a standard dialysate temperature of 36.5°C (nonpersonalized). High-priority outcomes for patients, that could be
affected by the MyTEMP intervention, were chosen based on evidence. In the intervention arm, a nurse measures the patient’s
body temperature before the start of each hemodialysis session
and sets the dialysis temperature at 0.5°C to 0.9°C below the patient’s predialysis body temperature. The randomly assigned

KEY POINTS

•
•

•
•

A personalized lower dialysate temperature may reduce
patients’ symptoms related to dialysis and improve
cardiovascular outcomes.
The Major Outcomes with Personalized Dialysate Temperature
(MyTEMP) clinical trial aims to determine whether patients
cared for in hemodialysis centres and randomly assigned to
personalized reduced-temperature hemodialysis have better
outcomes than patients cared for in hemodialysis centres using
a standard dialysate temperature.
Discussions with a patient-caregiver partner, as well as insight
from the patient and family advisory councils, have led to
additional outcomes for analysis and the development of a
substudy that focuses on patient symptomology.
Given that most patients receiving hemodialysis have poor
quality of life and life expectancy, their time commitment to
patient partnership may be limited; it is important to consider
these challenges in scheduling meetings, and in orienting
patients who participate on the research team.

treatment (personalized or standard temperature) is delivered
by dialysis nurses as it would in routine care. Eighty-four hemodialysis centres in Ontario, which currently care for about 7500 patients, are participating in the MyTEMP trial.
The trial met all Tri-Council Policy Statement (TCPS-2) criteria
to waive traditional patient-consent methods where patients
typically opt in to a trial. Problems did arise in this process, as
local ethic boards had various perspectives on the intervention’s
minimal risk (a TCPS-2 criterion for waived patient consent). This
was resolved through the presentation of results from pilot
studies and systematic reviews, and the argument that reduced
dialysate temperature may have occurred in usual care before
MyTEMP’s implementation. As a waiver for patient consent was
granted, MyTEMP was implemented by garnering approval from
a unit’s medical director to alter the dialysate temperature for all
patients; however, both patients and physicians reserve the right
to alter the dialysate temperature from this allocated protocol.
This method of altered patient consent was granted for all
MyTEMP participating sites through various research ethics
boards (both local and centralized) across the province.
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studies. Strategies include meeting dates that align with the
patient’s dialysis treatment schedule, and to involve several
patients to ensure at least one is available to meet on designated
meeting dates. In addition, our patient-caregiver partner serves
as a patient liaison, applying her skills as a facilitator and community coordinator. She orients patients to the project, prepares
them for meetings, and helps identify and resolve any barriers
patients may have participating in the research process.
The new evidence created with MyTEMP has the potential to
provide benefits to patient care, survival and well-being (if the
hypothesis holds true). It is also giving the renal community valuable experience in leading practices in patient partnership, to
best address the existing challenges to producing meaningful
research for physicians and patients.
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We developed and are continuing to conduct MyTEMP guided
by patient advice. During the initial study design period of
MyTEMP, we presented the trial concept (summary, design, outcomes and follow-up) to several renal patient and family advisory councils (PFACs) across Ontario for open discussion.
Through this open dialogue, we obtained input on the trial outcomes of interest and the acceptability of altered methods of
patient consent. All PFACs were supportive of the trial design and
provided suggestions for other outcomes related to the intervention (e.g., major falls and fractures). The suggestions made by the
PFACs were incorporated into the research study. The PFACs also
helped improve the readability of a study letter that is provided
to patients by each centre’s health care team to inform them
about MyTEMP, which includes details about how patients can
opt out of the trial intervention if they desire to do so. To date,
about 90% of patients have adhered to the randomly allocated
therapy. MyTEMP researchers have also routinely corresponded
with a caregiver partner associated with our research team.
Using insights from the caregiver partner’s experience, as well as
those early conversations with the PFACs, the MyTEMP team is
developing a patient-reported outcome substudy designed to
assess outcomes that are highly relevant to patients, and which
may be biologically affected by the dialysate temperature (e.g.,
time to recover from dialysis, pain and tiredness). Patient partners will help inform substudy data collection, the overall trial
data analysis, and the knowledge translation strategy to increase
the overall impact of MyTEMP.
Hemodialysis-related studies with patient engagement do
have unique challenges. Trials, such as MyTEMP, typically require
several years of development and follow-up. Patients receiving
hemodialysis have a poor prognosis. In some cases, a patient
engaged in the project may become too ill to participate or may
die. The study team has since developed strategies to address illness and death for patients who are routinely involved in research
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bout 1 million emergency department visits for heart
failure occur annually in North America.1 After initial
stabilization and symptom control, a decision must be
made to admit or discharge a patient. About two-thirds of
patients are admitted to hospital, typically for six to eight
days, even though some may be amenable to early discharge.2
Of the one-third of patients who are discharged home, many
are left to navigate their own follow-up care. Physicians who
care for patients with acute heart failure in the emergency
department often make decisions to admit or discharge using
clinical judgment alone, because they do not have tools to
help them to make evidence-based decisions. Often, physicians are concerned that patients will experience adverse
events and be unable to access timely care if they are discharged early. This means that stable patients who could
potentially be sent home safely remain in hospital. In some
cases, high-risk patients may be discharged too early and may
experience an adverse outcome, such as death.
We designed a study to assess whether a new approach to
decision-making for patients with heart failure in the emergency department setting could assist physicians to make better discharge decisions, and whether rapid follow-up care for
discharged patients could lead to better clinical outcomes.
Simultaneously, our study aimed to enhance access to rapid
care when patients are discharged home early. With an
improved evidence base, patients can engage in more
informed, shared decisions with their providers about how and
where they would like their care to occur.
The Comparison of Outcomes and Access to Care for Heart
Failure (COACH) trial is a stepped-wedge randomized trial
(ClinicalTrials.gov NCT02674438) comparing usual care to use
of a clinical algorithm to help physicians stratify patients as
high, intermediate or low risk before making a treatment and
discharge decision. In the intervention arm, patients are stratified using the Emergency Heart Failure Mortality Risk Grade
(EHMRG) score for their simultaneous risk of 7- and 30-day
mortality in the emergency department. 3,4 Early discharge
home or the standard care pathway of hospital admission are
recommended based on the EHMRG score. Patients who are

KEY POINTS

•
•

•

•

Patients with acute heart failure are commonly seen in the
emergency department, yet decisions about whether to admit
or discharge early are often not evidence-based, and navigation
of follow-up care can be difficult for patients.
In a multicentre randomized trial, we are investigating whether
decisions about early discharge can be guided effectively by
patient risk-stratification, and whether a rapid postdischarge
ambulatory care clinic for discharged patients can lead to
improved outcomes and quality of care.
We formed an advisory panel of patients with heart failure who
assisted in study design, chose a patient-centred outcome,
engaged in advising researchers during the trial and will have
the opportunity to participate in fora when results are
disseminated.
Challenges were encountered in identifying the forum most
conducive to meaningful dialogue for patient engagement and
in obtaining consent to patient involvement from institutional
review boards.

discharged early are eligible for follow-up in the Rapid Ambulatory Program for Investigation and Diagnosis of Heart Failure
(RAPID-HF) transitional care clinic.5 The RAPID-HF clinic provides systematized nurse-run and cardiologist-supervised care
for patients with heart failure, and facilitates any necessary
testing, medications and other therapeutic measures. We aim
to enrol 8000 patients in the trial.
In the intervention arm of the COACH trial, patients deemed
to be at low risk of adverse outcomes must agree to be discharged home early during the hospital stay or directly from
the emergency department. Patients and their families are central to such a decision. Therefore, our research team worked
with a patient advisory panel, which we assembled before the
trial began. We engaged patients at each step of the research
process to provide input and guidance and to assist in the
design of the trial. We used the Strategy for Patient-Oriented
Research (SPOR) Patient Engagement Framework (using the
guiding principles of inclusiveness, support, mutual respect and
co-building) in conjunction with the Knowledge Translation
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Program at St. Michael’s Hospital to engage patients. 6 We
sought patients from broad geographic and sociodemographic
backgrounds, including northern and southern Ontario, and
equivalent representation of women and men from different
walks of life, to form the patient advisory panel.
The panel reviewed and advised on the design of the
RAPID-HF clinic intervention. Since the clinic requires patients
to be active participants in their care — by being responsible
for attending clinic and diagnostic test visits provided in a
specialized care setting — we paid careful attention to
patients’ lived experiences of the emergency care they had
received. Patients offered their views about shared decisionmaking related to hospital admission and how they thought
the hand-off of care from the RAPID-HF clinic to their longterm provider of cardiac care should occur. Our patient advi-

sory panel chose “rate of emergency department visits” as a
patient-centred outcome, because frequent emergency visits
disrupt patients’ and families’ lives and affect quality of life.
While the trial is ongoing, we continue to engage our patient
advisory panel for educational opportunities via formal group
meetings conducted by OSSU (the Ontario SPOR SUPPORT
[Support for People and Patient-Oriented Research and Trials]
Unit) and via teleconference to update them on the trial’s
progress. The panel will have the opportunity to participate in
fora when results are disseminated.
Engaging patients in all stages of research can help optimize
research. Obtaining feedback from patients who actually
participated in the COACH trial may also be important.7,8 Thus,
we conducted focus-group discussions in parallel to our patient
advisory meetings to gain patients’ perspectives on the trial,
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reflecting on their direct experiences of being a participant in
the COACH trial and a recipient of care in the RAPID-HF clinic.
One of the patients said, “I hope that [the RAPID-HF clinic] does
get carried through to other hospitals — it’s really a wonderful
thing to have.”
At each stage of our trial, engagement with patients has
enriched our understanding of how patients view their health
care from the point of view of being a partner in care. However,
we encountered some challenges. Research ethics boards vary in
their knowledge of patient-oriented research. Some institutions
forbid patient engagement until research ethics approval has
been obtained, which eliminates the possibility that potential
patients can participate in trial design. Some patients expressed
a sense of being overwhelmed in the midst of a large group of
researchers, clinicians and administrators in joint meetings. We
found that smaller meetings, in which the number of patients
exceeded the number of research staff, were more conducive to
discussions. Despite the challenges, we were encouraged by one
of our patient advisory committee members, who said, “It took a
while for me to understand the exact purpose of the project and
what we wanted to accomplish. As time went on I became much
more comfortable as I began to understand the complexity of
what you were trying to do.”
Partnering with patients provided a new and important
dimension to our trial of implementation of a health services
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intervention. The patient-engagement framework employed in
the COACH trial could inform future similar studies to give
patients a greater voice in the design of implementation trials.
Furthermore, we hope our trial may give patients greater confidence that their shared decisions will be evidence-based, and
high-quality care can be accessed while improving the efficiency
of the care of patients with heart failure.
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ach year, millions of adults worldwide experience a hip
fracture with devastating consequences.1–3 Following hip
fracture, the 30-day mortality rate is 9.3% (95% confidence
interval [CI] 8.8%–9.9%) for men and 5.2% (95% CI 4.9%–5.4%) for
women.4 Those who survive to 30 days after the fracture are at
substantial risk of disability. Although preliminary data suggest
that early surgical treatment may improve outcomes, research
shows that most patients receiving standard care in Ontario will
wait about 38 hours for surgery.5 Two main factors that delay surgery are preoperative medical clearance and operating room
access. In a pilot trial (two centres in Hamilton, Ontario, and one
centre in Maharashtra, India), the Hip Fracture Accelerated Surgical Treatment and Care Track (HIP ATTACK) team established
that both factors were modifiable at study centres, allowing for
rapid access to surgical intervention within six hours of diagnosis.6
Our group designed HIP ATTACK, a multicentre (61 centres,
18 countries, 4 continents), international randomized controlled
trial (ClinicalTrials.gov NCT02027896), to assess the effect of
accelerated surgical care versus standard care on the risk of
90-day all-cause mortality and major perioperative complications
in adults with a hip fracture. The study involves 3000 participants
who receive either accelerated medical clearance and surgery, or
standard care. Those randomly assigned to accelerated care gain
medical clearance by a dedicated HIP ATTACK medical specialist,
and approval by a staff orthopedic surgeon and anesthesiologist.
Medically cleared patients are moved into the next orthopedic
elective operating room slot, gaining priority over scheduled elective cases. Included are consenting patients aged 45 years and
older with a hip fracture (from a low-energy mechanism) that
requires surgery. Patients are followed throughout their hospital
stay, and at 30 days, 90 days and 1 year after surgery.
The HIP ATTACK approach to patient engagement is guided by
the Canadian Institutes of Health Research Strategy for PatientOriented Research (SPOR) Patient Engagement Framework.7 Our
current group of 19 patient partners participated in the HIP
ATTACK trial (control or intervention arm) and were recommended by trial surgeons. These individuals were screened to
ensure they were free of cognitive deficits after surgery, and that

KEY POINTS

•

•
•

•

The Hip Fracture Accelerated Surgical Treatment and Care Track
(HIP ATTACK) trial is a multicentre international trial, designed
to assess the impact of accelerated surgical care versus
standard care on the risk of 90-day all-cause mortality and major
perioperative complications in adults with a hip fracture.
Patient engagement in the study spans research governance,
strategy and methodology.
Fatigue management can be a challenge to patient engagement
among the hip fracture population; patient-engagement
activities are limited to half-day sessions, with additional time
built in for stretch and nutrition breaks to optimize the comfort
of patient partners.
Terms of involvement are expressed in a patient-engagement
committee charter to make role expectations and terms of
membership clear.

they were capable of travel to our trial methods centre for
patient-engagement activities. We also invite family and caregiver
involvement. Membership is revisited every six to eight months,
and new members are added as needed. Committee representation also includes hospital-site decision-makers and heath-policy
experts. Committee members self-select to participate in our
activities based on individual interest and availability.
Our patient-engagement techniques span research governance, strategy and methods; key examples include governance
auditing, Web-based knowledge dissemination and trialoutcome evaluation. Informed by the Canadian Policy Research
Network Health Care Accountability Papers,8 which stress social
accountability, we designed the role of a governance auditor to
enable patient representatives to co- and self-govern. During our
patient-engagement activity meetings, governance auditors
maintain an audit trail of strategy- and execution-related decisions in order to guide ongoing activities. Based on patient feedback, we now use prepopulated audit forms to allow for ease of
documentation. Two committee members volunteer as governance auditors at each meeting, to facilitate cross-validation of
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new patient partners have explicit understanding of committee
role expectations and terms of membership.
To summarize, the SPOR Patient Engagement Framework7
has been a helpful tool for informing our patient-engagement
strategy, and has yielded additional benefit in terms of informing
an upcoming qualitative substudy on patient experience of the
HIP ATTACK intervention. A recent survey of 38 investigators
across Canada identified common concerns about patient
involvement in research relating to lack of clarity about the
meaning and impact of patient engagement.10 In applying SPOR
principles, we have been able to be creative in terms of devising
authentic patient-engagement strategies that are both practical
and useful for advancing the HIP ATTACK research agenda.
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decisions made. Examples of decisions typically audited include
frequency and agenda for upcoming meetings, and ongoing priority setting for patient engagement.
With respect to Web-based knowledge dissemination, we prioritize experiential knowledge by capturing “word on the street” video
commentaries from our patient partners, for future incorporation
into end-of-grant knowledge dissemination. These brief (40 to 60 s)
commentaries target personal experience of the intervention. These
commentaries will be disseminated through Reducing Global Perioperative Risk, a multimedia knowledge-dissemination resource centre
developed in partnership with Elsevier. This resource centre is linked
to Elsevier’s global online readership, with clinician and public end
users in more than 150 countries, across 5 continents. In previous
work (based on an earlier prototype), interrupted time series analyses showed that inclusion of “word on the street” videos via social
media substantially increased global uptake of the resource centre,
including total users, user sessions and page views.9
We incorporate outcome evaluation into our patientengagement strategy by reviewing the primary (pertaining to
90-day all-cause mortality, and a composite of perioperative complications) and secondary outcome definitions (pertaining to other
complications, quality of life, health system use and cost) of the
HIP ATTACK trial with our patient partners. We use an interactive
audience-response system so patient partners can tell us, from
their perspective, which outcomes matter most. We periodically
collect this information with new patient partners to inform our
future media and communications strategy, once trial results
become available. To date, 16 patient partners have participated.
Although we originally intended that outcome evaluation would
solely inform our future media strategy, this activity yielded an
unanticipated benefit. Our patient representatives expressed that
in addition to trial outcomes, we should also collect qualitative
data pertaining to patient experience of the intervention. The decision was made to co-create a trial exit interview according to the
principles of Patients First: Action Plan for Health Care, the Ontario
Ministry of Health and Long-Term Care blueprint for health care
transformation (www.health.gov.on.ca/en/ms/ecfa/healthy_
change). Our patient-engagement committee held a full-day retreat
to generate exit interview questions that would solicit patient experiences according to Patients First principles. Committee members
voted on and reduced 32 initial interview questions to 12 for inclusion in the final exit interview schedule (three items per Patients
First principle), which will be used in an upcoming qualitative substudy of the experience of the HIP ATTACK intervention.
Anecdotal feedback from our patient partners indicates that
our patient-engagement strategies are both acceptable and
feasible. Despite our successes, a challenge to patient engagement among the hip fracture population has been fatigue
management. In the past, we conducted some of our patientengagement activities as full-day events, which proved to be
fatiguing. We now limit patient-engagement activities to half-day
sessions, and we build in additional time for stretch and nutrition
breaks to improve comfort. We also schedule additional time for
transition periods from one activity to the next. Finally, based on
feedback from our patient partners, we have detailed terms of
involvement in a patient-engagement committee charter so that
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Engaging older adults as partners
in transitional care research
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ystematic reviews have found that older adults with
multi morbidity (multiple chronic conditions) are at
increased risk for depression and poorer quality of life.1
Furthermore, the presence of multimorbidity results in substantial health care spending.2 Older adults with multimorbidity who
are transitioning home after a hospital admission are particularly
vulnerable to fragmented care, as they typically receive services
from numerous providers who lack a common system for
coordination and communication. There is limited evidence on
how best to provide well-coordinated transitional care to older
adults with multimorbidity and depressive symptoms.3–5
The Community Assets Supporting Transitions (CAST) study, a
pragmatic effectiveness-implementation randomized controlled
trial (ClinicalTrials.gov NCT03157999), is designed to test a support
program for older adults living with multimorbidity and depressive
symptoms who are being discharged from hospital to home. It
builds on pilot feasibility and effectiveness work,6 and aims to
improve care transitions in older adults with multimorbidity and
depressive symptoms through adapting and testing a six-month
support program. Estimated enrolment across study sites is
216 participants. The trial’s intervention is delivered by a registered nurse through home visits and phone calls tailored to individual patient needs. Core components include care coordination
and system navigation, medication review, assessment of needs
and risks, problem-solving therapy, and patient and caregiver education, in addition to usual care. Control participants receive usual
care. The study explores program effects on health outcomes and
costs for older adults and their caregivers; how the program is
adapted and implemented in three Ontario communities (Hamilton, Burlington and Sudbury); and what will be required to sustain
and scale up the program in other communities.
This integrated knowledge translation study, in which multiple stakeholders are involved in designing, implementing and
evaluating the intervention, is based on the Knowledge-to-Action
Framework.7 Our approach to patient engagement is aligned
with this framework, relying on meaningful engagement of key
stakeholders and valuing the integral role that patients play.
Patient and caregiver partners have been integrated throughout
the study’s governance structure and strategically engaged using
multiple mechanisms,8 including serving as co-investigators and
members of the local community advisory boards.

KEY POINTS

•

•
•

The Community Assets Supporting Transitions study, a
pragmatic effectiveness-implementation randomized
controlled trial, is designed to test a support program for older
adults living with multimorbidity and depressive symptoms
who are being discharged from hospital to home.
Incorporating the experiences and skills of patient and caregiver
partners in hospital-to-home transitional care research can
inform and enhance all stages of the research process and
enrich researchers’ understanding of the topic.
In working with patient partners with multimorbidity, and those
caring for them, researchers have needed to be mindful of the
potential burden of research-related requests, and have learned
the importance of maintaining contact during study quiet times.

The patient-engagement approach in this study was guided
by the Canadian Institutes of Health Research Patient Engagement Framework,8 strategically engaging patients and caregivers
to ensure research alignment with patients’ values and priorities;
reflect their experiences with the health system; situate the intervention within local resources and address gaps; and identify
patient- and caregiver-relevant health and system experience
outcomes. Older adults and caregivers have been recruited from
all study sites, with the assistance of local stakeholders, as
patient and caregiver partners. Patient and caregiver partners
have informed adaptations to the study intervention, identified
patient- and caregiver-relevant outcome and experience measures, informed recruitment and consent processes, and contributed to the study’s knowledge translation plan and products
(e.g., presentations, videos and journal manuscript).
Patient and caregiver partners have also helped researchers
and trainees to better understand issues that older adults face
with transitional care. Patient and caregiver partners have
expressed value in the opportunity to “share experiences in a
meaningful way to help others” and have expressed the importance of “knowing that someone is addressing these problems”
(i.e., managing multimorbidity and gaps in communication and
service coordination).
An important contribution of the CAST study is the engagement of vulnerable older adults as patient and caregiver partners,
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communication to keep the study “fresh” in their minds, including the value of sharing updates about challenges, as it is sometimes hard to get back up to speed about the study when there
have been substantial delays. Ensuring ongoing, mutual understanding is key to effective collaborations.
A formal evaluation of the implementation and impact of the
study’s patient-engagement strategy is in its early stages; however, the value of partnering with patients and caregivers in
research has been seen in terms of strengthening study
approaches and positive impacts on researchers. The CAST study
engages in a variety of activities to understand diverse patient
and caregiver partner perspectives. Patient and caregiver partners have expressed feeling that their contributions are heard and
valued by the research team. As our patient-partner coauthor
stated, “We’re all [as older adults] running into similar situations
but may differ based on particular health situations ... that’s the
beauty of the research ... bringing those perspectives together.”

References
1.
2.
3.

4.

5.

6.

7.
8.

9.

Marengoni A, Angleman S, Melis R, et al. Aging with multimorbidity: a systematic review of the literature. Ageing Res Rev 2011;10:430-9.
Sambamoorthi U, Tan X, Deb A. Multiple chronic conditions and healthcare
costs among adults. Expert Rev Pharmacoecon Outcomes Res 2015;15:823-32.
Bryant-Lukosius D, Carter N, Reid K, et al. The clinical effectiveness and costeffectiveness of clinical nurse specialist-led hospital to home transitional care:
a systematic review. J Eval Clin Pract 2015;21:763-81.
Rennke S, Nguyen OK, Shoeb MH, et al. Hospital-initiated transitional care
interventions as a patient safety strategy: a systematic review. Ann Intern Med
2013;158:433-40.
Kansagara D, Chiovaro JC, Kagen D, et al. Transitions of care from hospital to
home: an overview of systematic reviews and recommendations for improving
transitional care in the veterans health administration. VA Evidence-based Synthesis Program (ESP) reports. Washington (DC): Department of Veterans
Affairs; 2015.
Markle-Reid M, McAiney C, Forbes D, et al. An interprofessional nurse-led mental health promotion intervention for older home care clients with depressive
symptoms. BMC Geriatr 2014;14:62.
Graham ID, Logan J, Harrison MB, et al. Lost in knowledge translation: Time for
a map? J Contin Educ Health Prof 2006;26:13-24.
Strategy for Patient Oriented Research — Patient Engagement Framework.
Ottawa: Canadian Institute of Health Research; (modified 2014 July 2). Available: www.cihr-irsc.gc.ca/e/48413.html#a7 (accessed 2018 Jan. 5).
Naylor MD, Hirschman KB, O’Connor M, et al. Engaging older adults in their
transitional care: What more needs to be done? J Comp Eff Res 2013;2:457-68.

Acknowledgements: The authors thank the Community Assets Supporting Transitions research team members, specifically Dr. Maureen
Markle-Reid (co–principal investigator), Ruta Valaitis and Jenny Ploeg,
the Aging, Community and Health Research Unit research administrator, Laurie Kennedy, and coordinators Agata Drozd and Tracey
Chambers. The authors also sincerely thank the research team patient
partners (Gail Heald-Taylor, Larry Ogden and Pat Reid) and the local
Community Advisory Board members (patient and public partners, and
health and social service providers) for their ongoing support for the
study and valuable contributions to research design and implementation. The authors continue to grow in their understanding of how to
meaningfully partner with patients and iteratively refine their strategies
with constructive input from their patient and public partners.
Correspondence to: Rebecca Ganann, ganann@mcmaster.ca

CMAJ | VOLUME 190 | SUPPLEMENT 1

180396-com.indd 41

COMMENTARY

an understudied subgroup in the patient-engagement literature.9
Patients’ complex, and sometimes fragile, health status can
make engagement challenging, as can the demands placed on
their caregivers. We have gained many valuable insights regarding the engagement of older adult patients and their caregivers
as research partners. One patient partner expressed, “when
starting to partner, it is important to clarify roles; that the
[patient] is a partner in the research team, which is different than
if patients or caregivers have been research participants in the
past.” Several partners have identified the importance of
researchers investing time to understand their stories, ensure
clarity of purpose and expectations (i.e., what is being asked of
partners), and ensure partners do not feel rushed or inhibited in
any way. Having an identified contact within the team and building personal connections have also been important.
Patient partners who are members of the research team have
identified the benefit of having researchers help them to understand how their role and experiences can inform the research. In
working with patient partners with multimorbidity, or with those
who are caring for them, researchers have needed to be mindful
of the potential burden of research-related requests. At the same
time, it is important not to make assumptions about what contributions patient and caregiver partners can make. Thus, it is
important to communicate regularly with patient and caregiver
partners and tailor their engagement based on their individual
needs and preferences. For example, determining preferences
for communication approaches (in person v. telephone meetings, email v. postal mail) and being flexible to accommodate
changes in health status or caregiving demands is important.
This pragmatic trial, coordinated from and supported by the
Aging, Community and Health Research Unit, is currently being
implemented in three study communities. Time delays associated with slower-than-anticipated recruitment and delayed ethics approval have challenged us. Strong early engagement and
enthusiasm were achieved with our patient and caregiver partners; however, delays have created challenges in maintaining
engagement during study “quiet” times. Patient and caregiver
partners have provided valuable feedback about continuity of
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o help health providers identify and close the gaps between
ideal evidence-based practices and the care routinely
received by patients, health systems often use audit and
feedback, which involves reporting to health providers on their performance to highlight where improvement efforts may be needed.1
Little is known about how best to involve patients in the development of such initiatives. We undertook a project at Health Quality
Ontario (HQO) with the aim to ensure that audit and feedback initiatives were aligned with patient priorities. We learned that engaging patients can redirect research activities and reveal opportunities to take a new approach to the entire research question.
Health Quality Ontario is the province of Ontario’s advisor on
health care quality, with a mandate to monitor and report on
health-system performance. It launched an audit and feedback
initiative for primary care in 2015 with a focus on data pertaining
to diabetes, cancer screening and health service use. A partnership was established between implementation scientists and
HQO to test ways to maximize the impact of these initiatives.2 A
key step was to reconsider which quality indicators to include in
the audit and feedback initiative and to choose priority measures
from the 291 quality indicators included in HQO’s Primary Care
Performance Measurement Framework.3 To meet our project
aims of collating patient perspectives to inform the selection of
included quality indicators, our multidisciplinary team, including
a patient partner (A.M.), planned for several “patient panels” of
6–10 patients each to discuss and prioritize indicators. Since the
audit and feedback from HQO relies on administrative databases
to measure performance at the level of the physician, we steered
the panel discussions toward quality indicators that could be
measured using administration data to ensure the selected indicators would be measurable and directly actionable by HQO.
Our panels were recruited through patient and family advisory
committees and partner organizations. Interested individuals were
surveyed as to their age, sex, household income and visible minority status, to ensure demographic diversity across the panels. We
arranged three panels in southern Ontario and two in northern
Ontario; four panel discussions were conducted in English and one
in French. Before their participation in the panels, patients received
a video (www.youtube.com/watch?v=fehuZdufItE), a panel member fact sheet and a sample of the audit and feedback reports distributed by HQO.4 They were asked to review quality indicators and
rate them for importance, using a Likert scale of 1–9. With the help

KEY POINTS

•
•
•
•

Little is known about how best to involve patients in the
development of audit and feedback initiatives that are used to
improve health care quality.
We recruited panels of patients to help us rank quality
indicators that could be selected for use in primary care to
ensure that audit and feedback initiatives are aligned with
patient priorities, but the exercise did not go as planned.
We learned that it may be best to engage patients earlier in the
process of the research to inform planning of proposals; to clarify
desired roles of participants, advisors and partners; and to ensure
that recruited patients’ abilities fit the tasks demanded of them.
If patient engagement does not proceed as planned, it can
signal opportunities to take a new approach to the entire
research question and study design.

of a patient partner, we reworded and grouped indicators to simplify this task. For instance, “% with new congestive heart failure
who have a left ventricular function test” and “% with coronary
artery disease who received the following tests within the last
12 months: HbA1C or fasting blood sugar, lipid profile, blood pressure measurement, obesity screening” and other similar indicators
were consolidated to “The percentage of patients with a heart condition who received the appropriate tests.”
Each panel discussion lasted three to four hours, during
which a facilitator helped clarify the indicators and guided discussion to inform a reranking. Panellists were asked to reflect on
their own experiences, but also to recognize quality indicators
needed to represent best practices for the population. Research
team members took notes. If directed questions arose that
required clinical information (e.g., How likely is a poor outcome if
a certain action is not taken?), the clinician scientist lead (N.M.I.)
provided evidence in a neutral manner to aid discussions. To
capture suggestions not measurable using administrative databases (e.g., patient-centredness and access), the team used a
“parking lot,” an idea generated by the patient partner. The facilitator, assisted by the patient partner, helped patients explore
the parking lot ideas at the end of each panel discussion.
Panellists recognized the importance of measuring indicators.
They did not, however, believe the quality indicators they were
asked to rank were the best indicators to be the focus for
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have been beneficial. We devised our approach based on a desire to
inform a specific initiative — the audit and feedback that HQO sends
to family physicians. This intervention involves numerous constraints
that predictably affected the discussion in challenging ways. There
are many systematic approaches to involving patients in setting priorities in health care, including the James Lind Alliance approach,5
citizens’ councils and more.6,7 We chose to follow a more streamlined
process, but we might have chosen a different approach — or even a
different question — if more patients had been engaged at the time
of writing the proposal. More research is needed to inform best practices to enable patient priorities to drive the selection of indicators in
audit and feedback in different contexts.
We were able to engage patients in a process that will help
inform the selection of quality indicators for primary care, but not as
we anticipated. Yet patient input into this process will ultimately
ensure that primary care providers focus their quality-improvement
efforts in ways that are aligned with patient priorities.
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improvement. For many, it came as a surprise that technical quality
of care (i.e., indicators that would fall in the Institute of Medicine’s
effectiveness domain) was not reliably delivered. Panellists valued
communication skills over the task-oriented items that were readily
measurable, and the limitations in measurement capacity for communication indicators were a source of frustration.
Our initial goal was to provide HQO with a patient-informed
ranking of specific quality indicators for their audit and feedback,
but this was not achieved. Our best efforts at providing multimedia background information was insufficient for panellists to
understand the relevance of clinical and evidence-based medicine principles. By the end of the second panel discussion, these
difficulties became obvious and we altered our approach. Rather
than trying to achieve a numerically ordered ranking of indicators, the facilitator focused on the criteria panellists used when
reflecting on the relative importance of indicators. In addition to
a focus on patient-centredness and access, panellists emphasized that quality indicators should be weighted more favourably
if they address preventive services and actions that might be
cost-effective in the long run, and if they address management of
common conditions in which severe outcomes may occur if management is substandard or where outcomes may be inequitable
among population groups. Thus, quickly adapting the research
process gave us the chance to capture unexpected and valuable
insights on criteria for prioritization, which HQO can use in
selecting future measures for their audit and feedback. Other
inputs for the design of HQO’s initiative will include interviews
with physician recipients and evidence from the literature.
On reflection, the panel discussions made clear that panellists
had difficulty in moving beyond their own experience to think in
terms of population health and systems, which raised questions
regarding the fit between the patients involved and our initial project
goals. A clear role description at the outset, including required abilities and background, may have helped us to engage a different set of
patients as advisors. Additionally, a more intensive approach to
onboarding patients, to ensure they could fill the desired role, may
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any Canadian patients face barriers to medication
access that negatively affect their health.1 Medications
are still excluded from the publicly funded health care
system in Canada, despite multiple government and independent recommendations, as well as international standards. 2
Clear demonstrations that publicly funding medications will save
billions of dollars have not led to policy change.3 We designed
the CLEAN Meds (Carefully Selected and Easily Accessible at No
Charge Medications) study to help bridge an evidence–policy gap
around medication access by measuring the effects of providing
people with free and convenient access to medications, while
incorporating community members as partners. The research
team engaged with those who are directly or indirectly affected
by barriers to medication access to generate findings that are
pertinent to the concerns of patients and to increase the likelihood that the research would help inform public policy.4–6
Co-designed by a community guidance panel, the CLEAN Meds
study (ClinicalTrials.gov NCT02744963) is an open (not blinded),
parallel two-arm, superiority, individually randomized controlled
trial conducted in three primary care sites in Ontario, Canada.7
Adult patients (≥ 18 yr) who reported nonadherence to medications because of cost were eligible to participate in the study. Participants were randomly assigned to two groups: one to receive
free and convenient access to a carefully selected list of essential
medications (n = 395) and the second to receive the usual means
of medication access (n = 391). Care for patients in both groups
was otherwise unchanged. The primary outcome of this trial was
adherence to appropriately prescribed medications.7
The research team aimed to engage community members as
partners and to involve them in many aspects of the study to
make this research patient-oriented. We used a variety of techniques for finding people who were interested in co-designing
this study and would reflect the diversity of the population
affected by poor access to medications. The most successful
approach was to canvass the neighbourhoods surrounding
St. Michael’s Hospital in downtown Toronto (one of the proposed
study sites). Members of the research team and several medical
students wore T-shirts reading “Free medicines?” and distributed
a postcard inviting community members to join the community
guidance panel. We also contacted potential members through
existing community groups and through random digit dialing.4

Members of the research team canvas downtown Toronto for community
guidance panel members.

KEY POINTS

•
•
•

In an effort to bridge the policy gap around medication access,
we engaged patient partners in the design of a randomized
controlled trial, the CLEAN Meds (Carefully Selected and Easily
Accessible at No Charge Medications) study.
A community guidance panel co-designed the trial and helped
ensure the research was patient-oriented.
Follow-up with the community guidance panel on actions taken
based on the panel’s input keeps the research team
accountable and demonstrates the value of the decisions made
by the panel.

Through these methods, we established a community guidance panel of 12 members that meets face-to-face every one to
two months. At the outset, key decision-makers, such as the
assistant deputy minister and executive officer of the Ontario
Public Drug Programs, were invited to these meetings to discuss
how research can inform public policy with the community guidance panel. The panel members co-designed many aspects of
the study, including designing the intervention and selecting the
trial outcomes; some other design decisions were made by the
research team and reviewed by the panel.
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able and demonstrates the value of the decisions made by the
panel. We now make certain study decisions during the meeting.
Before ending the discussion of an agenda item, we go around
the table to ensure that everyone has an opportunity to express a
view and come to a final decision on the topic.
Direct benefits to the community guidance panel members
included compensation for their time attending meetings, reimbursement for travel and other expenses, teaching about
research methods (as requested by members of the community
guidance panel) and a sense of ownership over the project. We
invited researchers to discuss aspects of the research process,
such as the rationale for random allocation of participants. Some
community guidance panel members participated in capacitybuilding events hosted by OSSU (the Ontario SPOR [Strategy for
Patient-Oriented Research] SUPPORT [Support for People and
Patient-Oriented Research and Trials] Unit).
We hope that the work of the panel will help increase the likelihood that the findings from the trial will inform public policy
changes, which could in turn benefit panel members and the
Canadian population at large.

References
1.

2.
3.
4.
5.

6.

7.

8.

Prescription drug access and affordability an issue for nearly a quarter of all
Canadian households. Vancouver: Angus Reid Institute; 2015 July 15. Available: http://angusreid.org/wp-content/uploads/2015/07/2015.07.09-Pharma.pdf
(accessed 2018 Oct. 3).
Morgan SG, Daw JR. Canadian pharmacare: looking back, looking forward.
Healthc Policy 2012;8:14-23.
Federal cost of a national pharmacare program. Ottawa: Office of the Parliamentary Budget Officer; 2017 Sept. 28.
Domecq JP, Prutsky G, Elraiyah T, et al. Patient engagement in research: a systematic review. BMC Health Serv Res 2014;14:89.
Manafo E, Petermann L, Mason-Lai P, et al. Patient engagement in Canada: a
scoping review of the ‘how’ and ‘what’ of patient engagement in health research.
Health Res Policy Syst 2018;16:5.
Oxman AD, Lewin S, Lavis JN, et al. SUPPORT Tools for evidence-informed
health Policymaking (STP) 15: engaging the public in evidence-informed policymaking. Health Res Policy Syst 2009;7(Suppl 1):S15.
Persaud N, Lee T, Ahmad H, et al. Protocol for a randomised controlled trial
evaluating the effects of providing essential medicines at no charge: the Carefully seLected and Easily Accessible at No Charge Medicines (CLEAN Meds)
trial. BMJ Open 2017;7:e015686.
Abelson J, Li K, Wilson G, et al. Supporting quality public and patient
engagement in health system organizations: development and usability
testing of the Public and Patient Engagement Evaluation Tool. Health Expect
2016;19:817-27.

Affiliations: Department of Family and Community Medicine (Persaud), University of
Toronto; St. Michael’s Hospital (Persaud); Centre for Urban Health Solutions (Persaud,
Davidson, Charter), Keenan Research Centre,
Toronto, Ont.
Contributors: Nav Persaud drafted the manuscript. All of the authors contributed to the
conception of the work, revised the content
and gave approval of the version to be published. All of the authors are accountable for
all aspects and integrity of the work.

CMAJ | VOLUME 190 | SUPPLEMENT 1

180415-com.indd 45

COMMENTARY

Important decisions were made during meetings through
open discussion among members of the research team and
panel members. For example, the protocol for the pharmacist
contacting participants after dispensing medications through the
mail was discussed in detail with the panel; a decision was made
that the pharmacist should call participants one week after dispensing medications. The panel established a process for determining which participants would be eligible for a home visit from
the pharmacist. The panel also decided on several trial outcomes. In addition to outcomes directly related to medications,
the panel decided to include an outcome related to whether participants were better able to make ends meet (since providing
free medications could make it easier for people to manage
financially without changing medication use).
We involved panel members in crucial aspects of the study
conduct, including the data-collection plan, for which they
helped to design scripts for contacting participants and suggested what time of day may be convenient for participants to
complete the survey over the telephone. They also participated
in selection committees when candidates were interviewed as
we hired new research staff members.
The community guidance panel co-designed the knowledge
translation plan that includes traditional outlets, such as journal
publications and conference presentations, and also innovative
plans such as a documentary film exploring the experiences of
trial participants. Patient engagement will continue with further
knowledge translation planning and execution, and patients will
be involved in designing future studies.
We used the Public and Patient Engagement Evaluation Tool to
assess the process of engaging people through our panel.8 Panel
members and members of the research team completed surveys
after six months, and we collectively discussed the findings. We
also regularly invited feedback from members of the panel.
We adjusted several aspects of the engagement process,
including the method of compensation. We stopped providing
the type of food that is often offered at meetings in hospitals and
instead provided healthy food. The most important lesson
learned from earlier experience was the need to report back to
the panel on the follow-up work the research team did based on
the panel’s input at the previous meeting. We added this to the
agenda of every meeting, as it keeps the research team account-
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ntario has invested heavily in health-enabling communitybased resources such as self-management, falls prevention and caregiver support programs.1–4 Many are critically
underused,5 especially by those with the greatest needs,6 because of
barriers relating to literacy, language, transportation, income and
other social factors. In addition, linguistic concordance between
patient and provider is beneficial,7 yet many French-speaking Ontarians cannot find such resources in their language. In 2014, funded by
a grant from the Canadian Institutes of Health Research Strategy for
Patient-Oriented Research (SPOR), we undertook an initiative to
improve equitable access to health-enabling community resources
in the Champlain Local Health Integration Network (LHIN).
We established a regional partnership that included 15 individuals
whose jobs or lives could be affected by, or could help influence, the
work we were doing to help guide the initiative. The partnership comprised decision-makers, health care providers, various service providers and individuals with lived experience (e.g., an older female caregiver, a young man belonging to an ethnic minority group, and a
woman with a history of mental illness and substance abuse). Informed
by evidence, the partnership decided to implement patient navigation
services in primary care practices to support patients in overcoming
barriers to access and use community resources they needed.
We began testing this navigation model in 2016. The same year,
OSSU (the Ontario SPOR SUPPORT [Support for People and PatientOriented Research and Trials] Unit) funded a randomized controlled
trial (RCT) of the intervention in the Champlain and North East
LHINs, prioritizing equitable access to language-concordant services. We added two francophone patient partners (individuals with
lived experience) to ensure inclusion of that population’s perspective in the trial, and created a similar partnership in the North East
LHIN to inform the program implementation in that region.
We applied specific strategies to promote the active contribution
of all partnership members, especially the patient partners.8 For
example, we supported one patient partner (K.J.) to attend a masterclass on patient-oriented research, which she reported strengthened
her understanding of her role within the partnership.9 Partnership
members with lived experience attended provincial planning meetings and various scientific conferences, where the project was presented to gain a broader sense of the study’s potential implications.
The Champlain partnership met every four to six months, with
consultations with various members taking place between these

KEY POINTS

•
•
•
•

Individuals with lived experienced were engaged in a partnership with
other stakeholders throughout the research cycle of an innovation to
improve access to health-enabling community resources.
We applied specific strategies to promote the active contribution
of individuals with lived experience, and these members have
influenced decisions regarding the study design,
implementation and evaluation.
The open and respectful dialogue that took place across all
members allowed for a much richer conversation and betterinformed decisions.
We believe that, as a result of the partnership, the navigation
model developed is much more likely to be responsive to patient
needs and acceptable to care providers, and has greater
potential for scalability by decision-makers.

meetings to inform their content. We ensured that members of
each group attended the meetings. We tried to schedule these at
convenient locations (e.g., wheelchair accessible) and times for
patient partners, provided food and beverages, offered taxi chits
for transportation, and arrived early to help orient them. They
acknowledged these accommodations.
We ensured the session’s objectives and activities that would take
place were clear. We actively facilitated the engagement of all members to mitigate perceived power differentials, and used a deliberative process for decision-making, discussing ideas until consensus
was reached. In some instances, two meetings were required to
reach consensus, usually because additional information was
required to make the decision. During small-group discussions,
tables had a mixture of members from the various groups to ensure
the sharing of ideas. To reinforce the value of the guidance we
received, we began each meeting by reviewing the decisions and recommendations from the previous meeting and reporting on the
actions taken. Members implicitly adopted values that enabled equitable collaboration, showing great openness to hear all voices and
valuing everyone’s perspectives. One patient partner (K.J.) noted
that participating individuals with lived experience were treated like
full members of the team and were able to bring a different level of
understanding to the project because of their experience, identifying
areas the team might not otherwise have considered.
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This project reinforced for us the value of working in a collaborative partnership that includes individuals with lived experience.
The open and respectful dialogue that took place across all members allowed for a much richer conversation and better-informed
decisions. We believe that, as a result of the partnership, the navigation model developed is much more likely to be responsive to
patient needs, acceptable to care providers and has greater potential for scalability by decision-makers.
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The patient partners provided crucial guidance across the feasibility research cycle and the RCT development. For example, when
designing the navigation model, they guided the navigator role and
scope of responsibilities, and advocated for specific personal attributes, such as the importance of communication in eliciting the priorities of patients, because this would promote the likelihood that
patients would be fully engaged in their self-care. When the partnership reached an impasse on whether to define the primary study
outcome — accessing the resource — as having used the service or
whether having an upcoming appointment or being on a waiting list
was acceptable, it was a patient partner who provided the input that
allowed the group to reach consensus. They edited the study documentation intended for patients, and reviewed the referral and consent forms, survey questionnaires and promotional material for literacy level, appropriateness of the language for sensitive issues,
clarity and comprehensiveness. They contributed to the result interpretation, shedding light on potential reasons for emerging findings
that suggest that the likelihood of achieving access is influenced by
the patient’s profile and need being addressed.
We believe that the face-to-face partnership meetings involving all
groups of stakeholders led to better-informed decisions than consultations with each group separately, because each member’s contribution was informed by the views expressed by others. We found that
an element of disagreement expressed frankly and respectfully is
useful. For example, the partnership had an ardent discussion about
the definition of the control arm. The arm was to be usual care (i.e.,
no active intervention from the study). However, the patient partners
and some care providers expressed concern that patients directed to
the study might not receive the guidance for accessing the needed
service the provider might otherwise have given their patients under
usual care. This would be especially worrisome for patients with a
more acute need, such as those requiring mental health services.
During the discussions, primary care providers shed light on what
would likely take place during their encounters when such a referral
is made. Researchers explained the importance of minimizing the
level of active intervention. The consensus, satisfactory to all, was to
direct these patients to “Ontario 211,” a provincial navigation service
that provides information about available resources and which
authorities hope will become part of providers’ usual care.
As with any collaboration, all recommendations would not be
implemented. For instance, one individual with lived experience
argued that the navigator’s sociomedical and cultural profile
should be concordant with that of the patients they serve. Indeed,
peer support is more beneficial to patients than support from individuals without similar experience, particularly for mental health
and addiction services.10 However, our navigation model is meant
to be open to a broad patient population, and considering all
options, everyone agreed that this would not be feasible.
We have retained lessons from the feasibility study that we rectified in the RCT. Specifically, we had not explicitly established
roles, time commitment or compensation for patient partners at
the outset. This emerged tacitly over time. We did not have a clear
idea of the first two and did not have the funds for the latter. We did
not actively discuss values and principles that the partnership
would uphold to support equitable contribution by all. Fortunately,
collegial collaboration emerged naturally.
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alf a million patients with neck injury are transported to
Ontario emergency departments each year for investigation for serious bone or spinal-cord damage, yet less than
1% have a fracture or ligament instability; even fewer patients
(0.5%) have a spinal-cord injury or nerve damage.1 Paramedics
transport all patients with neck trauma by ambulance using a backboard, collar and head immobilizer. Patients with neck trauma can
stay immobilized for hours until an emergency-department bed is
made available or until radiography is completed, despite a low risk
of serious injury. Prolonged immobilization causes patients discomfort and pain, contributes to overcrowding in the emergency
department and prevents paramedics from being available for new
emergencies, which is costly. We aimed to improve the care and
comfort of patients with neck injury, and to facilitate more judicious use of scarce health care resources by developing a decision
rule to help emergency personnel assess which patients can safely
have neck immobilizers removed. We involved patients and paramedic partners in the study’s development.
The Canadian C-Spine Rule was developed for use in alert and
stable trauma patients; it uses elements of patient characteristics,
mechanism of injury and physical examination.1–3 The rule helps
emergency physicians and triage nurses safely and selectively
remove immobilization, without radiography and missed injury. We
recently taught Ottawa paramedics to use the Canadian C-Spine Rule
in the field.4 They evaluated 4034 eligible patients, transported 60%
without any immobilization, and fully immobilized all those with a
later-confirmed injury to the cervical spine. We are currently evaluating paramedics’ use of the rule in 7200 injured patients from 12 communities across Ontario using a pragmatic stepped-wedge cluster
randomized trial (ClinicalTrials.gov NCT02786966). This design provides all participating communities with the opportunity to implement the study intervention over time. We are also prospectively
validating the “adult” Canadian C-Spine Rule in a new pediatric
population aged 8 to 15 years; if this proves successful, use of the
Canadian C-Spine Rule could extend to paramedics across Canada.
Before embarking on the study, we interviewed a convenience
sample of 12 patients who presented to the emergency department with spinal immobilization to gather information about
patients’ experience. We engaged a patient partner (coauthor
E.H.), who had previously experienced being transported by

KEY POINTS

•
•
•
•

Patient identification and engagement in emergency-medicine
research can be challenging owing to the unpredictable and
brief relationship between patient and care provider.
Successful incorporation of patient-relevant outcomes can
substantially increase the relevance of research results for
emergency-medicine patients.
A collaborative relationship with paramedics is essential to the
success of prehospital emergency-medicine research.
The field of emergency medicine could benefit from the creation
of a national patient council to facilitate the identification and
engagement of patients in research.

ambulance with spinal immobilization. The patient partner’s contribution to this project was critical. A radical change in direction
resulted from her proposal that the primary outcome of the study
be changed from purely an element of safety and reliability of paramedic use of the Canadian C-Spine Rule to the patient-centred primary objectives of measuring patients’ pain and discomfort. The
focus of previous prehospital studies involving the Canadian C-Spine
Rule had always been to confirm the safety of the decision rule and
its ability to identify all substantial cervical-spine injuries. Our
patient partner also provided a critical review of grant-application
documents, helped draft its lay summary, and advised on strategies
to approach government agencies.
The change in focus from a safety-related to a patient-comfort
outcome helped us to satisfy requirements of the funding agency
for this project and helped with assuring the ethics review board
of the impact of this project on patient care. We ultimately
included additional patient-relevant outcomes such as the total
time spent in the emergency department before discharge or
admission to hospital, radiation exposure from resulting diagnostic imaging of the spine, and potential for skin-pressure injuries resulting from prolonged immobilization.
Prehospital studies have substantial operational and implementation challenges that could not be navigated without the help
of paramedic partners. Challenges include practical considerations
such as training, interaction with unions, and working with different electronic data-collection interfaces. We have long involved

All editorial matter in CMAJ represents the opinions of the authors and not necessarily those of the Canadian Medical Association or its subsidiaries.

S48

180352-com.indd 48

CMAJ | VOLUME 190 | SUPPLEMENT 1

© 2018 Joule Inc. or its licensors

2018-10-25 11:28 PM

the lack of preexisting relationships or ongoing follow-up care, the
diverse nature of the patient population and of their medical conditions, and the urgency of emergency interventions.8 We recently took
part in a similar consensus exercise with the Canadian Association of
Emergency Physicians (CAEP), using a mixed-method design. Among
many other recommendations, CAEP identified the need to “create a
national patient council as a partnership between a diverse group of
patients and [emergency medicine] researchers.”9
Recruiting patients for participation in prehospital emergencymedicine research is challenging, but patients’ and paramedics’ contributions are essential to the identification of outcomes that matter to
patients, as well as to successful study implementation and scalability.
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paramedic partners in all aspects of prehospital studies and find
paramedic engagement to be as important as patient engagement.
The ongoing engagement of coauthor Brent McLeod (advanced
care paramedic and chair of the study paramedic committee) and
his colleagues has also been essential for patient recruitment. Successful interventions from studies in which paramedics have been
involved and engaged are often readily adopted and maintained by
paramedic colleagues following the completion of a study.
Engaging patients was challenging in our study. Following initial
activity associated with the grant application and implementationplanning processes for the project, it became difficult to maintain
patient engagement during the ensuing year-long patientrecruitment period. Our patient partner participated in early steering committee meetings. However, the nature of our collaborative
efforts with ICES is such that we must wait for their data sources to
be updated later this year before we can analyze our main results.
We anticipate re-engaging with our patient partner at the time of
result interpretation, research manuscript preparation and knowledge translation. In addition, although large networks are now
reimbursing and expecting engaged patients to attend scientific
meetings, it remains very challenging at the institutional level to
compensate patients for their day-to-day participation in research
activities without complicated contracts or policies, or an appropriate expense category.
While developing our patient-engagement strategy for this project, we reviewed the guiding principles of the Strategy for PatientOriented Research Patient Engagement Framework,5 and those published by INVOLVE6 and the Patient-Centered Outcomes Research
Institute.7 Upon reviewing this work, it became apparent to us that
the proposed strategies for patient identification and recruitment
posed real challenges in emergency-medicine research. These were
later exemplified in a publication from the 2016 Academic Emergency Medicine Consensus Conference on shared decision-making.
The challenges include the unexpected nature of emergency visits,
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mergency departments are a major point of access to
timely care for Canadians, and yet little is known on the
outcome of the care provided. Patients’ perspectives on
the outcomes of their care could provide an untapped source of
information for improvement. Past attempts at questionnaires for
patients seen in the emergency department have focused on the
experience or satisfaction with the process of receiving care and
have had limited impact on quality improvement.1,2 Since the ultimate purpose of medical care is to improve health outcomes,
many questionnaires have been developed for a range of conditions to gather this information reliably from patients’ perspectives; these questionnaires are called patient-reported outcome
measures (PROMs). No such tool exists to gather the perspectives
of patients seen in the emergency department on outcomes after
they go home. An example of the change in scope can be seen in
the difference between asking patients, days after their care,
“How are your symptoms now?” (outcome) instead of “Did you
receive medication for your pain during your time in the emergency department?” (experience). In emergency department care,
there is evidence that unmet patient needs is a problem on its
own, which increases repeat visits.3,4 Measuring such outcomes
could inform care improvement at the clinician and system level.
We designed a study to develop and validate a PROM to measure
outcomes of importance to patients seen in the emergency
department in the days after they are discharged home.
We characterized outcomes of importance to patients after
emergency department care through a qualitative study in which
we conducted in-depth interviews with patients 2 to 10 days following their care in the emergency department. Interviews with
patients in this time frame after their care allowed us to characterize four core outcome concepts to measure with our PROM.
These were symptom relief, understanding of their health concern, reassurance and having a plan.5 Based on this foundational
work, we went through a comprehensive development and validation process, which resulted in the Patient-Reported Outcome
Measure for Emergency Department Care (PROM-ED) questionnaire (Appendix 1, available at www.cmaj.ca/lookup/suppl/
doi:10.1503/cmaj.180353/-/DC1).

KEY POINTS

•
•
•
•

We developed and validated the Patient-Reported Outcome
Measure for Emergency Department Care (PROM-ED), the first
PROM for use with a general patient population following
discharge home after emergency department care.
Patient partners were involved throughout the study to help
guide the development of the questionnaire.
We differentiated the perspectives of patient partners from
those of study participants, who were of primary interest.
Partnering with patients in research requires substantial time
and resources, and involves major challenges with regard to
institutional registration, research ethics board credentialling
and authorship guidelines.

We started with a formal review of existing questionnaires for
patients seen in the emergency department. Most of such questionnaires were patient-reported experience measures (PREMs),
and we found no adequate fit for the concepts identified. Based
on relevant questions identified, we built a group of questions
for each outcome concept, supplemented by other questions
based on the qualitative interviews. Questions were then tested
with a group of eight patients days after their emergency department care. They were asked to think out loud as they answered
the questions one-on-one with a trained research assistant, a
process called cognitive testing. Based on these interviews
(which were recorded, transcribed and analyzed), we removed or
changed questions to improve accuracy and comprehension. A
refined version of the questionnaire was then tested with
444 participants who had recently received emergency department care. We conducted statistical analyses for field and validity testing to identify questions that may not add pertinent information. The results of these analyses were then presented to a
group of 21 experts (including five patients), who made final
decisions on the questions to be included in PROM-ED. The final
questionnaire includes 21 questions covering four outcome
domains (www.prom-ed.org). The perspective of the patient
partners was critical in each phase of development.
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The purpose of a PROM is to elicit the perspectives of patients
and translate them as faithfully as possible into a reliable measurement questionnaire. Three patient partners at different
times acted as brokers between the perspectives of the research
team and the patient participants. Early on, the principal investigator (S.V.) fortuitously met with coauthor A.M., who had been
involved in creating recommendations for patient partners, and
they began a collaboration on the design and involvement of
other patient partners in developing the methodology for PROMED. A patient partner (A.C.F.) was approached by a research
assistant because she was involved with the volunteers’ association of a partner hospital; another patient partner (C.H.) was
recruited because she had prior experience working with coauthor D.B. on the development of other outcome instruments in
rheumatology.6 Two other patients (B.C. and N.E.) also collaborated with the research team for shorter periods.
In the study design, we differentiated between patient partners, who were members or advisors to the research team, and
patient participants, who were conceptualized as the focus of
the study (Appendix 1). Patient partners were recruited organically, whereas we made purposeful efforts to recruit a diversity of
participants through the use of a sampling matrix (identifying
sex, age, reason for seeking care, income and ethnicity) for the
qualitative study and cognitive testing, in addition to using a
national survey panel for the field and validity testing.
The role of the patient partners was particularly affected by
two features of developing a PROM for emergency department

care. First, there was an early recognition that the perspectives
of patient partners could not be a substitute for those of the
patient participants, who were intended to be much more
diverse and elicited through rigorous methodology. The patient
partners (A.M., A.C.F. and C.H.) were experienced and insightful,
having worked on guidelines for recruitment and roles of patient
partners. This contribution proved very important as initial
concerns gave way to the realization that insightful patient
partners could maintain a perspective broader than their
own and make the research team more empathetic to the
perspectives of patients broadly.
A second feature became apparent as the study unfolded.
Most of the investigators became emergency department
patients at some point during the project. One had a broken
wrist, one suffered a bad sore throat and was concerned about
mumps, and another accompanied a close relation to the emergency department for assessment. All now had momentary experiences as patients seen in the emergency department. Instead of
taking away from the unique role of patient partners, these circumstances added to the validity of their voices, reminding us of
our own lived expertise as emergency department patients. This
allowed us to supplement the meaning of the conceptual framework and questions with our own experiences.
Over the course of the project, we sought to meet each
other’s evolving expectations. It proved difficult, given the relatively small budget of the PROM-ED project, to set up systems for
onboarding, orientation and support of patients as partners. We
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managed challenges on a case-by-case basis as the project
unfolded, and at times we fell short of our intent in providing
constant communication and opportunities for contribution to
patient partners and all investigators. During periods of data
analysis, there were sometimes longer periods without news
updates, which made it difficult for patient partners to feel
engaged. As a remedy, our part-time research assistant set up
monthly news updates.
During our study, we faced logistical hurdles at the institution and ethics levels to the involvement of patient partners.
Access to the data is an issue. Funding agencies have recently
welcomed the addition of patients as partners. However, our
research ethics board did not have a tailored process for training or credentialling patient researchers. This means patient
partners must make a large commitment if they are to have any
access to primary data. For example, we used the primary data
from the qualitative study to create some of the questions.
Some of this information had to be restricted from the patient
partners, who were not registered with the institution and did
not have adequate ethics training. Much work has been done to
facilitate patient involvement, but institutional registration and
specially tailored ethics training are still lacking.7 This is even
more of an issue as attempts are made to improve the diversity
of backgrounds of patient partners.
Publications are the usual way to acknowledge people’s contribution to new knowledge. However, patient partners’ contributions to a research project often fall short of a strict interpretation of the authorship guidelines outlined by the International
Committee of Medical Journal Editors.8–10 This is due to patient
partners’ volunteer position, lack of access to funding and
sometimes inability to sustain years of engagement. More
emphasis on recognizing lived-experience contribution in
authorship guidelines would address this issue.
More information on this project is available at
www.ossu.ca/IMPACTAwards.
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Today, the idea of patient partners as part of a research
team undertaking the development of a patient-reported outcome measure would appear uncontroversial and that, in itself,
is great progress. Based on the involvement of a great number
of patients, the PROM-ED questionnaire can now be used to
capture the perspective of patients routinely on the result of
their care, focusing the work of clinicians on improving outcomes for patients.
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ver the past seven years, the Strategy for PatientOriented Research (SPOR) has been a catalyst of major
developments in patient-oriented research practices in
Canada. The Canadian Institutes of Health Research (CIHR)
created SPOR to provide the evidence needed to inform the development of health policies and improve the health care system. As
1 of 11 units supporting SPOR activity across the provinces and
territories, OSSU (Ontario SPOR SUPPORT [Support for People and
Patient-Oriented Research and Trials] Unit) provides researchers
with the tools to facilitate the conduct of patient-oriented research.
In 2014, OSSU put out a call for funding of translational research projects that aimed to improve patient-health outcomes. The OSSU
research projects have sought to conduct innovative, measurable,
patient-oriented, appropriate, collaborative and transformative
research in Ontario; they are known as “IMPACT” demonstration
projects. Each IMPACT project had to address a research question
aligned with the Ontario Ministry of Health and Long-Term Care
priorities as outlined in Patients First: Action Plan for Health Care.1
With 17 funded projects in various stages of implementation, we
now reflect on the projects’ strengths, successes and, importantly,
opportunities for improvement.
In the series of commentaries presented in this supplement,
recipients of the IMPACT awards reflect on experiences and
lessons learned in undertaking patient-oriented research. Paramount is their experience in engaging and involving patients
in development of research questions, study design, formulation of interventions, conduct of research and dissemination
of results. The OSSU community also acquired an appreciation
of the power of innovative study design in patient-oriented
research. The IMPACT projects show how novel methods rooted
in familiar principles can provide answers to important questions in an efficient and effective way. The emergence of
stepped-wedge and cluster crossover designs have the potential to substantially minimize the cost of conducting trials, and
greatly enhance the translation and uptake of findings through
ensuring their relevance to patients, health care providers and
policy-makers.2,3 Pragmatic patient-oriented trials prioritize
outcomes important to patients, not just those important to
providers and the health system. Furthermore, many IMPACT
awardees refer to community-based participatory research

KEY POINTS

•
•
•

The IMPACT (innovative, measurable, patient-oriented,
appropriate, collaborative and transformative) research
projects have provided valuable lessons as investigators seek to
develop and expand patient-oriented research in Canada.
The projects have fostered disruptive and innovative study
designs and highlighted the importance of multistakeholder
collaboration.
Recipients of the IMPACT awards are calling for improvement of
resources available to facilitate patient engagement, including
training and guidance in partnering with vulnerable or
marginalized populations.

principles, as well as to the familiar “nothing about me without
me” statement. Of the studies partnering with Indigenous communities, the First Nations principles of ownership, control,
access and possession of data and information (“OCAP”)4 were
implemented, respected and upheld. Rooted in these values,
research teams were equipped to conduct innovative pragmatic trials and comparative effectiveness research in areas of
priority in partnership with patients.
Another dominant feature demonstrated across IMPACT projects is the importance of collaboration and “team science.”
Although awarded projects focused on a variety of populations,
the common thread was the unmistakable value added by collaborating with patients, health care providers, decision-makers,
community members and other key stakeholders. Recipients of
the IMPACT awards reported that the outcomes of their research
were positively influenced with the inclusion of patient voices.
Some studies report the inclusion of patient partners as coinvestigators operating as an equal voice around the table. This
exemplifies active and meaningful engagement as we strive for
equity across the research process and across stakeholders. 5
Mechanisms of engagement ranged from patient-led advisory
boards, to committees, to community guidance panels, to focus
groups. Some IMPACT projects organized collaborative conferences and workshops with the goal of encouraging discussion
among key stakeholders and co-developing patient-engagement
practices in their particular field.
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The IMPACT projects demonstrate the intuitive: patients are
valuable partners and contribute meaningfully in many ways.
Across all projects, patient or community partners were engaged
in multiple phases of research from conception through to dissemination of findings. To successfully achieve this engagement, several teams included a designated research position — patientengagement facilitator — to support the engagement of patient
partners, ease communication between stakeholders, and inform
conversations about policy change. Importantly, facilitators also
provide the opportunity to help other researchers with patientinvolvement activities and serve as an excellent local resource.
With successes come opportunities for improvement. Recipients of the IMPACT awards are calling for additional resources to
meet their needs and set the stage for growth. Pointing researchers to resources, tool kits and examples of best practices is critical,
as most are relatively new to the concept and potential value of
patient engagement. An example of guidance to equip teams with
the tools necessary to conduct meaningful patient engagement is
the resource guide created by McMaster University.6 This guide
summarizes the wide range of evidence relevant to research teams
interested in learning more about patient-engagement practice.
Training for patient partners and researchers to learn together
and from each other also remains an ongoing effort. The Masterclass on the Use and Conduct of Patient-Oriented Research7 is an
example of training that embeds the spirit of collaboration and
co-learning between stakeholder groups into a foundational curriculum. As we strive for a level of engagement that realizes codesign, co-building and co-leadership, easy access to additional
training, expertise and tools at a local level is necessary.
Additionally, ensuring that a range of perspectives is captured
among stakeholders has been flagged as an area of difficulty
requiring guidance. This is particularly true in research engaging
vulnerable and underserviced communities. Whereas many teams
were able to nurture strong ties with community groups, others
found that guidance for supporting patient partners from a range
of backgrounds and experiences is currently lacking. To bridge
these gaps, some OSSU-supported centres have established ties

More information on this project is available at
www.ossu.ca/IMPACTAwards.
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with pre-existing hospital patient and family advisory programs
(PFAPs). The wealth of knowledge and experience across various
health conditions, genders, ages and socioeconomic positions
within the PFAP has been important in understanding the barriers
to engagement.
The reflections of IMPACT awardees in this supplement have
shown the value of patient-oriented research in Ontario. We fully
expect each of the projects to have a meaningful impact on the
health system and health outcomes owing to the inherent collaborative nature and patient-centredness of the projects. Still,
there is much to learn from the experiences of the IMPACT
awardees. The Canadian Institutes of Health Research’s SPOR
and its SUPPORT units, including OSSU, are designed to provide
the infrastructure, expertise and support necessary to ensure
growth from these experiences. Looking ahead, we expect further innovation and collaboration across the spectrum of
patient-oriented research, with the ultimate goal of improving
our health system and the health of our population.
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RESOURCES

ADDITIONAL RESOURCES
Canadian Institutes of Health Research

•
•

Introduction to patient engagement in SPOR: www.cihr-irsc.gc.ca/e/45851.html
CIHR Patient Engagement Framework: www.cihr-irsc.gc.ca/e/48413.html

Patients Canada
• Tools for partnering with patients in research: www.patientscanada.ca/index.cfm?pagepath=Make_an_Impact/Strategy_for_
Patient_Oriented_Research/Tools_for_Patient_Partnership_in_Research&id=76578
Centre of Excellence on Partnership with Patients and the Public
• Patient and Public Engagement Evaluation Toolkit: https://ceppp.ca/en/our-projects/patient-and-public-engagement-evaluationtoolkit
Patient-Centered Outcomes Research Institute
• Engagement Rubric for Applicants: www.pcori.org/sites/default/files/Engagement-Rubric.pdf
INVOLVE

•
•

Briefing notes for researchers: www.invo.org.uk/resource-centre/resource-for-researchers
Guidance on coproducing a research project: www.invo.org.uk/posttypepublication/guidance-on-co-producing-a-research-project

Youth engagement in the YouthCan IMPACT trial

•
•
•
•

YouthCan IMPACT study protocol: https://bmjopen.bmj.com/content/7/2/e014080
YouthCan IMPACT website: www.youthcanimpact.com
Implementation of a youth–adult partnership model in youth mental health systems research: challenges and successes.
Health Expect 2017: www.onlinelibrary.wiley.com/doi/full/10.1111/hex.12554
Engaging youth in research planning, design and execution: practical recommendations for researchers. Health Expect 2018:
https://onlinelibrary.wiley.com/doi/full/10.1111/hex.12795

Beyond the patient: lessons from community engagement in a rural First Nation

•
•
•

The Aboriginal Children’s Health and Well-being Measure: www.ACHWM.ca
National Centre for Truth and Reconciliation: www.nctr.ca
Jordan’s Principle: www.fncaringsociety.com/jordans-principle

Engaging parents to research childhood interventions aimed at preventing common health problems
• TARGet Kids! (The Applied Research Group for Kids): www.targetkids.ca
Patient engagement in research related to accelerated surgical care and treatment for hip fracture

•
•
•
•

HIP ATTACK trial. Patient engagement demonstration video: www.youtube.com/watch?v=sXH75n0Dy3o
Impact of hip fractures. HIP ATTACK public awareness video: www.youtube.com/embed/KhyClFijs58
Reducing Global Perioperative Risk Resource Centre: http://perioperative-risk.amjmed.com
Patients First: Action Plan for Health Care: www.health.gov.on.ca/en/ms/ecfa/healthy_change

Engaging older adults as partners in transitional care research

•
•
•
•

The Aging, Community and Health Research Unit: https://achru.mcmaster.ca
CAST study: https://achru.mcmaster.ca/research-studies/community-assets-supporting-transitions-cast-pragmatic-effectivenessimplementation
CAST study infographic: https://achru.mcmaster.ca/sites/achru.mcmaster.ca/files/documents/CAST%20Hamilton%20
Community%20Forum%20Infographic%20%2528FINAL%2529%20%281%29.pdf
Select patient partner profiles: https://achru.mcmaster.ca/about-achru/patient-and-caregiver-research-partners

Note: CAST = Community Assets Supporting Transitions, CIHR = Canadian Institutes of Health Research, HIP ATTACK = Hip Fracture Accelerated Surgical Treatment and
Care Track, SPOR = Strategy for Patient-Oriented Research.
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