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ABSTRACT
Background: Supporting day-to-day self-care activities has emerged as a best practice
when caring for patients with chronic pain, yet providing this support may introduce
challenges for both patients and primary care physicians. It is essential to develop tools
that help patients identify the issues and outcomes that are most important to them and
to communicate this information to primary care physicians at the point of care.
Objective: We describe our process to engage patients, primary care physicians, and
other stakeholders in the context of a pilot randomized controlled trial of a patientcentered assessment process implemented in an everyday practice setting. We identify
lessons on how to engage stakeholders and improve patient-centered care for those with
chronic conditions within the primary care setting.
Methods: A qualitative analysis of project minutes, interviews, and focus groups was
conducted to evaluate stakeholder experiences. Stakeholders included patients, caregivers, clinicians, medical office support staff, health plan administrators, an information
technology consultant, and a patient advocate.
Results: Our stakeholders included many patients with no prior experience with
research. This approach enriched the applicability of feedback but necessitated extra
time for stakeholder training and meeting preparation. Types of stakeholders varied over
the course of the project, and more involvement of medical assistants and Information
Technology staff was required than originally anticipated.
Conclusion: Meaningful engagement of patient and physician stakeholders must be
solicited in a well-coordinated manner with broad health care system supports in place
to ensure full execution of patient-centered processes.

INTRODUCTION

The management of chronic health
conditions continues to dominate primary care concerns in the US. More than
50% of American adults have at least one
chronic condition, and 25% of adults have
two or more chronic health conditions.1
Chronic musculoskeletal pain has been
identified as a substantial public health
concern, with spinal disorders representing

the fourth-most-common primary diagnosis leading to office visits.2 Effective
chronic disease management necessitates
patients’ active day-to-day involvement
in their health.3 The increasing need for
health care systems to address chronic
conditions highlights the importance of
patients’ engagement with their primary
care physicians (PCPs).4 The need for such
engagement is most evident in chronic

pain management. Although supporting patients in their day-to-day self-care
practices has emerged as a best practice
for patients with nonmalignant chronic
pain,5,6 achieving an ideal level of support
can be fraught with challenges for both patients and PCPs. More research is needed
to identify procedures and practices that
more effectively empower patients and
clinicians as they work together to optimize patients’ self-care efforts. Patient and
clinician stakeholders must be involved in
research projects that address the provision
of chronic pain management in primary
care to develop an evidence base that is
practical and relevant to health care system end users.
Involvement of patient and clinician
stakeholders in research has increased in
recent years.7,8 However, most efforts have
placed little emphasis on the broader context of the health care setting, and experience and precedent are limited regarding
ways to engage frontline stakeholders in
comparative clinical effectiveness research.
We conducted preliminary research9,10
that generated qualitative data highlighting
complementary themes cited by patients
with chronic pain, their PCPs, and Health
Plan administrators. Although patients
frequently recognized that their PCPs had
limited tools with which to ameliorate
their pain, they emphasized the importance of “feeling listened to and supported”
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by their PCP in managing their condition.
PCPs acknowledged the emotional toll of
caring for patients with pain but remained
enthusiastic about their participation in
decisions affecting their care. Health Plan
administrators were most concerned about
identifying optimal care for patients with
complex needs. Collectively, this research
showed that neither patients nor their
PCPs were satisfied with their level of
care despite the resources invested. Their
concerns suggest the need for health care
structural supports to identify and to act
on patient-prioritized needs to improve
care experiences and outcomes.
In this article, we describe the process
we used to engage patients, PCPs, and
other stakeholders to implement a pilot
randomized controlled trial of a patientcentered assessment process for chronic
pain management in an everyday practice
setting. Results of the clinical trial will
be reported elsewhere. In this article, we
identify lessons learned from our experience in engaging patients and clinicians
and supporting stakeholders as partners in
research to improve patient-centered care
within the primary care setting.

care environment for patients with complex chronic pain conditions who have
been receiving long-term opioid therapy.
The adapted tool measured the outcomes
patients considered most important and
framed the issues using their own words.
The adapted tool and pilot trial results are
described in a separate manuscript. The
focus here is on the approach taken and
lessons learned in the stakeholder engagement process.

METHODS
Overall Study Design

Participants

This study was sponsored by the PatientCentered Outcomes Research Institute.
Our study sought to have researchers
fully partner with relevant stakeholders,
including patients with complex chronic
pain and their PCPs and staff who support physician-patient relationships.
These included medical assistants (MAs),
nursing staff, administrators, and Information Technology (IT) personnel who
programmed features into the electronic
medical record (EMR).
The project had two goals: to examine
the effect of using a patient-centered instrument on the satisfaction of patients and
PCPs within the primary care encounter
and to examine whether use of this tool
and process affected longer-term painrelated outcomes. We viewed engagement
of patients, physicians, and supporting
stakeholders as essential to achieving these
goals. We adapted the Measure Yourself
Medical Outcome Profile (MYMOP2),11,12
a validated patient-generated assessment
instrument, for use within the primary
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Study Setting

Kaiser Permanente Northwest serves
about 540,000 members in northwest
Oregon and southwest Washington. Members’ demographic characteristics mirror
the surrounding population, which is 76%
Caucasian, 9% Latino, 7% Asian, and 6%
African American,13 and their health status
scores (on Short Form-36 Health Survey
subscales) are similar to US statistics.14 The
Kaiser Permanente Northwest integrated
care system includes complete EMRs for
each member. Kaiser Permanente Northwest has 18 primary care clinics and more
than 300 PCPs; this study was conducted
in two of these clinics.
We included patient stakeholders, caregivers, and a nationally recognized patient
advocate. We also included PCPs, MAs,
nurses, administrators from the clinic at
which the clinical trial was initiated, and
an IT representative. Our 6 patient stakeholders ranged from age 45 to 85 years,
were balanced by sex, and had complex
chronic pain. Patients were deemed to
have chronic complex pain where there
was EMR evidence of receipt of longterm (> 3 months) opioid medication
and an EMR diagnosis during the last
year of either a widespread pain condition
such as fibromyalgia or a comorbid mood
diagnosis in addition to a musculoskeletal
pain diagnosis. Those with a cancer-related
pain diagnosis were excluded.
Five of the patient stakeholders were
Caucasian, and one was African American.
We selected patient stakeholders who did
not have previous personal, advocacy, or
professional experience with clinical research. This allowed us to prioritize more
modal patient treatment experiences and
ascertain how successful such patients

could be while engaged in research. We
provided patient stakeholders with research training during the course of the
study, including information about the
study’s original design, measurement development, data interpretation, dissemination, and general research processes. Our
institutional review board classified patient
stakeholders as “research team members”
rather than “human subjects.” Further,
having a patient advocate on our research
team allowed us to consider care processes
across a broader set of health care settings
and patient experiences. Two people who
had spouses with chronic pain were involved in the study to provide a caregiver
perspective. Other stakeholders included
PCPs, clinic administrators, medical assistants, and nurses.

Approach and Analysis

Data collected during project meetings
with our clinician and patient stakeholders constituted an important source of
information. Research staff also conducted
individual interviews with four PCPs and
focus groups with three MAs, two patient
caregivers, and two behavioral health interviewers/interventionists from the research
team, respectively, using preprepared

Stakeholder Engagement
(International Association for Public
Participation’s IAP2 criteria)1
• Inform: Provide feedback to help
people understand what is happening.
• Consult: Ask for targeted feedback
about things that are working well,
desired changes, and alternative
approaches.
• Involve: Work directly with the
stakeholder(s) to understand and
consider their concerns and ideas
throughout the process.
• Collaborate: Partner closely with
stakeholder(s) to make project
decisions and identify alternatives
and solutions.
1. IAP2. The IAP2 public participation spectrum
[Internet]. Louisville, CO: International Association
for Public Participation; 2000 [cited 2016 Feb 22].
Available from: http://c.ymcdn.com/sites/www.iap2.
org/resource/resmgr/Foundations_Course/IAP2_P2_
Spectrum.pdf?hhSearchTerms=%22public+and+parti
cipation+and+spectrum%22.
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interview guides. With the exception of the
patient caregivers, all those participating in
interviews and focus groups participated in
the pilot trial. The interview guides were
tailored to particular subjects and focused
on issues surrounding the implementation
of the tool; perceived barriers and benefits;
possible modifications in the tool; or procedures that would have enhanced its uptake, usability, and impact. Comprehensive
minutes of all meetings, interviews, and
focus groups provided the material for
subsequent theme analyses.
The International Association for Public
Participation (IAP2) spectrum approach
for public participation15 provided the organizing framework with which to identify
levels of engagement of constituent stakeholder groups (see Sidebar: Stakeholder
Engagement [International Association
for Public Participation’s IAP2 criteria]15).
Widely used throughout the health care
system, the IAP2 approach was familiar
to many of our stakeholders.
To avoid premature imposition of a
prescribed conceptual framework for stakeholder engagement, four members of the
research team conducted preliminary reviews
of all meeting, interview, and focus group
data. Each member independently summarized emergent themes from the data and
identified patterns. Team members discussed
these findings and agreed-on key themes and
patterns through an iterative process.16,17
The conceptual framework of Oliver and
colleagues,18 which consists of three related
dimensions (involvement drivers, processes,
and impact), provided a model that could be
used to describe stakeholder engagement in
clinical research and to organize themes and
patterns within the data.

RESULTS
Framework for Stakeholder Involvement

Figure 1 presents the framework for
stakeholder involvement. The process of
engaging patients with chronic complex
pain ensured our study design, intervention, data collection, data analyses, and results dissemination were relevant, sensitive,
and of major importance to patients. A
national-level patient advocate for chronic
pain care offered a patient’s perspective and
invaluable insight on the generalizability
of our process and findings beyond our
own health care system. Patient caregivers
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Figure 1. Framework for stakeholder involvement

offered complementary perspectives. Clinical stakeholders included PCPs (the primary point of contact for patients and their
treatment), MAs, and nurses. Clinic managers provided valuable direct evidence
on clinical workflow. At the health care
system level, operational leaders identified
the original need for this intervention and
informed key decisions about the adoption
of practice improvements. Finally, our IT
representative created ways to embed processes into the EMR to efficiently integrate
patient information from the study into
the clinical workflow.
Patient stakeholders received support,
tailored material, and $25 gift cards as
compensation to attend each meeting.
Several research staff met with these patients during separate bimonthly meetings.
The research team observed, and patients

reported, that they felt most comfortable
when involved in smaller meetings held
at their primary care clinic. The in-person
meetings allowed us to use a variety of
visual aids to discuss essential study elements and processes, which ensured
equitable access to study information.
These participants received important
foundational training in study design,
institutional review board processes, and
funder expectations and relevant information about chronic pain treatment to
prepare them as partners in the process.
Although a subset of patient stakeholders
also joined the larger research meetings
at multiple junctures, this smaller group
allowed time for co-learning; researchers
provided information about the study,
original design, and general research processes, and patient stakeholders provided
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investigators gained an understanding of
patients’ experiences with chronic pain
and the things the patients most needed
from the health care delivery system.
Investigators also gained an appreciation
for the challenges clinicians face when
changing the ways in which they provide
care. Overall, the reciprocal transfer of
knowledge, skills, capacity, and power
were evident to study stakeholders.

Stakeholder Interactions
During the Course of Study

Figure 2. Stakeholder interactions during the course of the study. A complex web of interactions was
observed. The large lines highlight feedback of most consequence in affecting other interactions.
IT = information technology; MA = medical assistant; PCP = primary care physician; RCT = randomized controlled trials.

information about their lived experience.
Patient stakeholders offered each other informal support as they shared experiences,
and this support helped to create the trust
and confidence necessary to challenge traditional care processes.
From a practical standpoint, clinical
stakeholders had to be engaged during
their busy workdays. Several members of
the research team joined morning department meetings and team huddles, but
many PCPs and their support staff missed
meetings because of their busy clinical
schedules. Research team members’ brief
communications at each interaction emphasized the shared goal of reducing clinician burden and better serving patients by
enhancing patient-centered assessments at
the point of care.
An IT consultant from the Health Plan
advised the research team on ways to most
effectively embed the instrument into the
EMR. Because the revised instrument as
deployed in the clinical trial was somewhat
unconventional (eg, including open-text
fields), the IT partner’s role was especially
valuable. The research team worked with
the IT consultant to frame the rationale for
the tool’s clinical use, identify an efficient
way to attach the instrument to the clinical
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encounter within the EMR, and guide the
execution process within the Health Plan’s
IT department.

Comments Regarding the Framework

Stakeholder involvement affected the
entire research process and resulted in
substantial changes in the MYMOPbased primary assessment tool, including
simplification of response categories for
some questions and use of tailored, graduated levels to express a patient’s chosen
goal. Stakeholder feedback also allowed
the research team to build a feasible
infrastructure to integrate the necessary
intervention components into the clinical
workflow and EMR. Working with stakeholder partners necessitated considerable
time and flexibility. Despite these challenges, this approach resulted in a better
study design, a more meaningful tool, and
novel avenues for dissemination of study
findings. Similarly, patient stakeholders
reported a sense of ownership, achievement, and confidence as they advocated
for their needs. PCPs and staff gained
experience with and appreciation for
the practical challenges of implementing
practice improvement interventions in
a scientific manner. Finally, the research

Figure 2 provides a temporal illustration of the level at which we engaged each
of our stakeholder groups across time and
the ways in which feedback influenced
future interactions. Frequent interaction
across many of the groups was the norm,
and the figure highlights the interactions
most consequential to the evolving approach and research product. Level of
involvement reflects the International Association for Public Participation’s IAP2
criteria15 as summarized in the Sidebar:
Stakeholder Engagement (International
Association for Public Participation’s
IAP2 criteria).15
During prestudy planning, collaboration with Health Plan administrative
leaders and our PCP partners was vital.
The concerns expressed by regional leaders about gaps in the care of patients
with complex chronic pain provided
project direction, and their permission
was needed to initiate the study (leaders needed to prioritize the efforts of the
frontline clinical staff). Leaders’ concerns,
PCP partners’ clinical experiences and
suggestions for feasible study approaches,
and patient reports of their needs set the
stage for the project.
Once the study was underway, group
members interacted more often at patient stakeholder meetings and formed
relationships that stimulated rich discussions about patient care and experiences
with past and current physicians. The
patient stakeholder group influenced the
study design by offering feedback on the
main outcome instrument, from wording
changes to recharacterization of response
categories from a Likert scale format to
a goal attainment scaling approach.19
The research team notified PCP partners
and clinical support staff of substantive
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changes in approach so they were aware
of modifications. This is an example of
how unanticipated stakeholder-driven
processes changed the nature of the interactions and study communications
during subsequent study phases.
The project’s randomized controlled pilot phase necessitated more involvement
of clinical support staff, including MAs,
nurses, and clinic managers, to reflect on
their respective roles in managing clinical workflow in the primary care setting.
The IT consultant role was larger than
initially anticipated because it involved
building of the EMR-based structures.
The terminology and frames of reference
were different for clinical research and
IT; consequently, time was devoted to
develop a common understanding about
specific needs and viable pathways.

DISCUSSION

We learned a number of lessons in the
conduct of this study. First, focusing on
a tool to ease and to bolster PCP and
patient interactions necessitated broad
infrastructure and staffing support during primary care clinic visits. As such,
we could not rely solely on PCPs or
patients to drive the process. PCPs are
under intense pressure to address many
competing demands, and it is difficult to
capture their time and attention to ensure
they understand the expected process at
the point of care. IT support was crucial
to devise a way to embed the assessment
summary within the EMR. Such tools
are increasingly embedded in EMRs to
guide the flow of clinical work. Because
of their roles as extenders for PCPs, MAs
were also essential study stakeholders.
Early in the study, we failed to appreciate
the importance of MAs in facilitating the
clinical workflow process for PCPs, and
we should have enlisted their involvement
sooner. Patients often look to MAs as the
cornerstone of their medical care team,
and they often have telephone contact
with them between in-person encounters;
this relationship has become more important because fewer nurses are included
on today’s primary care teams. Ensuring
that MAs were familiar with the content
and rationale for the study-designed tool
and encouraging them to provide consistent patient-related messaging may have
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increased the study’s interaction quality.
However, it may be challenging to build
in a systematic role for MAs to deliver
and/or to reinforce this type of process
because of their practice restrictions and
role variations across primary care clinics.
Potential obstacles include MAs’ limited
medical training, union regulations regarding scope and timing of work, and
the fact that they are employed by a different entity than the PCPs in this health
care system. Finally, high turnover among
key clinical and operational leaders led
to less centralized high-level support for
the ongoing project. Because leadership
tends to change often, embedded clinical
trials and patient-centered work should
be designed to plan for the ongoing need
to refresh relationships with operational
leadership and actively maintain their
support. Collectively, these experiences
suggest that although patient stakeholder
input is essential, patients’ recommendations can be enacted only if clinical and
health care system factors can accommodate their demands.
We also learned that including many
types of stakeholders and modes of identifying and recruiting patient-, caregiver-,
and clinician-stakeholders presented both
benefits and liabilities. The inclusion of a
variety of patients and clinical stakeholders on the research team improved the
entire team’s awareness of stakeholdervalued issues. We chose patients with no
prior research experience so we could get
a truly patient-centric view of the process.
Although this approach enriched the applicability of feedback, it necessitated
more time spent in stakeholder training and meeting preparation. Although
community-based participatory research
often empowers stakeholders with decision-making authority at all points in the
process, this approach is unlikely to be
practical or effective in medical settings.
Finally, before beginning the study,
all of our stakeholders identified a more
systematic process to manage complex
chronic pain conditions as a priority. As a
result, this study’s focus was truly patientand stakeholder-centered. Developing
this process, however, was complicated
from the vantage point of all stakeholders,
and it was difficult to comprehensively
address all concerns in the context of a

relatively small pilot study. Furthermore,
growing organizational concerns surrounding opioid prescribing were being
addressed while this study was in progress,
so many simultaneous efforts were being
implemented within the health care system. This phenomenon further complicated the research team’s efforts to secure
resources and ensure study activities could
be clearly demarcated by affected clinical
staff from these broader initiatives.
Although plentiful literature on community-based participatory research exists, scant literature guides or describes the
process of engaging patient stakeholders
as partners in biomedical comparative
effectiveness research. Forsythe and colleagues20 surveyed principal investigators
of the 50 initial pilot projects funded by
the Patient-Centered Outcomes Research
Institute, of which this study was a part,
describing aggregate data for the types of
stakeholders engaged and their levels of
engagement. Forsythe and colleagues21
likewise surveyed primary care clinicians and patients to garner information
about attitudes toward participation as
stakeholders in comparative effectiveness research, a majority of whom indicated interest in engagement as research
partners. Other efforts include studies
describing patient engagement in cholesterol screening for adolescents22 and in
cardiovascular disease clinical comparative effectiveness research.23 Our current
report adds to this literature by describing our learnings in engaging clinical
and patient stakeholders to inform pain
management in the primary care setting.

CONCLUSION

Engaging patients, clinicians, and other
stakeholders as partners in comparative
clinical effectiveness research may enhance
the relevance of such studies, but unique
challenges exist. Although researchers
can meaningfully engage patients and
other stakeholders, we contend that
these processes must be coordinated with
broader health care system supports if full
implementation of the suggested patientcentered care initiatives is to occur. This
study illustrates how patient-centered
outcomes research might best maximize
the benefits of stakeholder engagement
and the potential effects of such input on
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clinical research. It is critical that we continue to improve our understanding and
application of stakeholder engagement
to develop, to fund, and to implement a
research agenda that can maximally influence the care we deliver to patients with
chronic health conditions. v
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Reassurance
The deepest level of reassurance is reached when a patient is told that,
whatever he may have to go through, in this illness, he will be able to bear it,
“with my help.” That is a great deal, but that is the medical contract.
— Neil Kessel, 1925-2003, British psychiatrist
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