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Implementing a pragmatic framework
for authentic patient-researcher
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Effectiveness Research

In response to the creation of the Patient-Centered Outcomes Research Institute in
2010, researchers have begun to incorporate patient and family stakeholders into the
research process as equal partners, bringing their unique perspectives and experiences
to the table. Nonetheless, there is a dearth of literature around how best to engage
patients and families and many barriers to doing so effectively. This paper outlines a
pragmatic framework of collaborative engagement and partnership between research
investigators and patient and family advisors from existing patient and family advisory
councils (PFACs) at an academic medical center. This framework includes the role for
each party throughout the clinical research process (launch, hypothesis, specific aims,
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The decision to include patients as active par-
ticipants in scientific research is a relatively
new concept. The role of patients in research
has traditionally been as study subjects, not
peer collaborators. This method fits with the
long-established paternalistic model of medi-
cine, but has not yielded the answers clinicians
and patients are looking for to make informed
decisions about providing and receiving
patient- and family-centered healthcare [1-3].
The Patient Protection and Affordable
Care Act of 2010 mandated the creation of
the Patient-Centered Outcomes Research
Institute (PCORI) in order to advance com-
parative effectiveness research (CER) tar-
geted to the needs of consumers and providers
of healthcare. Specifically, PCORI promotes
the assessment of prevention, diagnosis and
treatment options; improvement of health-
care systems; communication and dissemi-
nation of research; addressing of health dis-
parities and acceleration of patient-centered
outcomes research (PCOR) and method-

ological research [4]. The backing for this
new institute comes from the promise of fos-
tering research processes and outcomes that
are more relevant to the needs of patients, a
core concept of patient- and family-centered
care. To achieve these aims, PCORI supports
research that incorporates patient and clini-
cal stakeholders into the research process,
from beginning to end [1-2.4-5].

Including patients or family caregivers
as active stakeholders in research broadens
the scope of scientific inquiry by bringing
their unique experiences of care to the table.
Among many advantages, patient-centered
research enables the selection of appropriate
and efficient methods, interventions that are
tailored to patient needs and the spread of
knowledge using patient-friendly dissemina-
tion channels. The role of patients and their
caregivers in clinical research must shift
from an approach that utilizes them solely
as research objects to a process that engages
them as equal partners in research.
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There are a growing number of studies that include
various levels of patient or consumer involvement and
confirm the benefit of a broader patient role [6-10].
Models have been proposed that begin to outline
methods to engage numerous relevant stakeholders in
patient- and family-centered research [7-9.11-18]. These
frameworks describe guidelines for engaging research
stakeholders, including patients, clinicians, policymak-
ers, industry members and payers/purchasers. Many of
these models outline potential engagement of various
stakeholders, without outlining clear roles and best
practices for executing engagement at each stage [11-13].
While useful, these models recommend blanket meth-
ods for engaging all stakeholders and, in doing so, fail
to address the specific challenges of engaging patients.

The literature that focuses on patient engagement
lacks concrete and comprehensive guidance for engag-
ing patients as research partners [6]. Best practices of
participatory research emphasize the importance of
relationship building but offer little guidance beyond
how to establish this initial partnership (8.15]. Other lit-
erature focuses solely on including the patient perspec-
tive via patient-reported outcome measures collected in
surveys [16]. A systematic review of patient-engagement
studies found that the majority limited patient engage-
ment to focus groups, interviews or surveys, rather
than inclusion in the research team. This review of 142
studies concluded that engagement is feasible in most
settings but methods are needed to minimize tokenism
and address logistical challenges [6].

PCORI outlines a conceptual model of PCOR,
including a framework of foundational elements, sup-
porting PCOR principles and outcomes for successful
patient-centered research [14]. While the PCORI con-
ceptual model includes actions to be taken to move
from foundational elements to desired outcomes, these
actions remain on a high level. This and other patient-
engagement models do not elucidate how research-
ers who have never partnered with patients during
the research process can execute patient engagement
throughout the life of a study [12-14.17).

To facilitate successful authentic patient engagement,
research institutions must harness existing structures
that effectively engage patients and their families. Hos-
pitals around the country are embracing patient- and
family-centered care by creating and utilizing patient
and family advisory councils (PFACs) 19]. PFACs are
comprised of patients and family members that have
received or observed care at the hospital and are then
screened, interviewed, and oriented to their role as
patient and family advisors (called PFAs or advisors).
PFAs participate in operational decision-making as
members of hospital committees, are engaged in quality
improvement projects and are often involved in train-

ing staff on PFCC principles. More recently, PFAs have
begun being sought to be peers within research teams.

Engaging PFAs is advantageous because they effec-
tively communicate their perspectives and are oriented
to the hospital, trained to represent the broader expe-
rience of patients/caregivers similar to themselves,
and, if done correctly, represent a variety of patient
and family backgrounds and experiences. PFACs are
integrated into the structure of the organization and
have operational leadership who support them, includ-
ing providing access to institutional resources such
as confidentiality and protection of research subjects
training. Nass ef /. summarize barriers that frequently
prevent the engagement of patients as active partners,
including power imbalances between researchers and
patients/families, lack of organizational resources,
difficulty in recruiting relevant patients, self-selected
patients who are not representative of diverse patient
populations and a lack of patient familiarity with sci-
entific and medical terminology [18]. We believe that
PFA involvement in research directly addresses many
of these barriers, which typically preclude high levels
of patient engagement in research.

The purpose of this paper is to describe a frame-
work of collaborative engagement between investiga-
tors and PFAs and to identify determinants that enable
this research approach at academic medical centers
(AMC:s). This pragmatic framework outlines the steps
to partnering with an established PFAC throughout
the clinical research process; for this paper, it has
been specifically tailored to CER but is designed to
be adaptable to and has been implemented with other
approaches to clinical research. We describe opera-
tional roles and actions for the involved parties through
each of the main stages of a research study, providing
an illustrative example from our own work.

Our framework builds on the existing literature on
patient engagement by providing practical steps to
engage patients as equal members of the research team.
First, it focuses specifically on patient/caregiver stake-
holders and the unique guidelines needed to engage
these stakeholders. Second, our framework seeks to
translate broad theories and principles behind success-
ful patient engagement into practice by outlining steps
that guide researcher and patient actions through each
stage of research. This approach is built on the same
principles of trust, honesty, colearning, transparency,
reciprocal relationships, partnership and respect out-
lined by PCORI [14]. Our framework seeks to opera-
tionalize these attributes, providing concrete steps that
embody these PCOR principles. Finally, our novel
approach has applicability to the growing number of
institutions that have well-established PFAC programs,
making it an important addition to the literature.

298

J. Comp. Eff. Res. (2016) 5(3)

future science group



Implementing a pragmatic framework for authentic patient-researcher partnerships in clinical research Perspective

Pragmatic framework for authentic
patient-researcher partnerships in clinical
research

By clearly outlining the roles of a patient—researcher
partnerships, we are laying out a framework for this new
approach to research (see Table 1), which is designed to
be put into practice by AMCs with active PFACs. We
have outlined each stage of the research process and the
actions taken by researchers and PFAs, as well as the
facilitating PFAC leader (in Box 1), to ensure equal and
collaborative participation from both parties.

This framework is built on the Brigham and Wom-
en’s Hospital (BWH) Center for Patients and Families’
experience engaging PFAs in research. The outlined
processes have been implemented in multiple clinical
research studies, including those involving a wide range
of clinical fields (e.g., sleep apnea, care transitions, geri-
atric fall prevention) and in inpatient and outpatient
settings. This framework has supported patient/family
engagement in a wide range of study designs, such as
stepped-wedge and randomized control trials. BWH
studies designed to engage PFAs using this framework
have received funding from multiple organizations pro-
moting patient/family engagement in research, includ-
ing PCORI and the Agency for Healthcare Research
and Quality. This framework has been developed and
adjusted based on lessons learned from our experience
engaging advisors in research.

To help illustrate our framework, we will pro-
vide examples at each stage of implementation of a
PCORI-funded study, “Relative patient benefits of a
hospital Patient-Centered Medical Home collabora-
tion with an Accountable Care Organization (ACO)
to improve care transitions” (Easygrants ID 811;
called the ‘Care Transitions” study henceforth), led by
Dr J Schnipper. The Care Transitions study’s long-
term goal was to assess the benefits and harms of a
novel collaborative transitions intervention between
the Partners Healthcare Pioneer ACO and several of
its patient-centered medical homes. To do so, the main
aims of the study were to: develop, implement and
refine a multifaceted, multidisciplinary transitions
intervention; evaluate the effects of this intervention
on post-discharge adverse events, functional status,
patient satisfaction and emergency department and
hospital utilization within 30 days of discharge; and
understand the barriers to and facilitators of success-
ful implementation of this intervention across prac-
tices. Staff from the Center for Patients and Families
and an experienced PFA were engaged during the pro-
posal synthesis stage to develop a patient-engagement
plan. Additional PFAs were engaged from the launch
to the study’s current stage of results analysis as of
February 2016.

In order to provide the necessary infrastructure to
recruit PFAs whose medical problems and lived expe-
riences of care are congruent with the research being
conducted, the AMC’s research leadership must form
a partnership with existing PFACs and their PFAs. To
do so, researchers need to seek out the leader operation-
ally responsible for the PFACs; at BWH, this is the
executive director of the Center for Patients and Fami-
lies, whose operational role includes leading PFACs,
recruiting advisors and supporting their engagement in
hospital activities. A natural alliance can be established
between research and PFAC leadership to recruit and
train interested PFAs.

To begin this process, the principal investigator (PI)
summarizes the proposed research study to the PFAC
leader and describes ideal attributes of PFAs. The PFAs
can be advisors that work within a certain clinical field
that are brought in once the researcher has requested
them, or they can be a group that is already work-
ing with the researcher; regardless, PFAs will partici-
pate only as part of the research team and cannot be
research subjects once engaged in the study. The ideal
situation is to involve PFAs as early as possible in the
process, even before a proposal has been written and
submitted or the research question decided upon, but
advisors can still be matched later in the research pro-
cess if needed. The PFAC leader creates or uses a nar-
rative matrix of the PFA’s lived healthcare experiences.
This matrix is a detailed, qualitative database designed
to keep track of all interested PFAs and their stories,
thus facilitating the pairing of PFAs with relevant clini-
cal research projects. This matrix can also record logis-
tically helpful information such as past participation
in research studies and which advisors have received
annual Institutional Review Board trainings.

The PFAC leader acts as a neutral facilitator sup-
porting the implementation of the framework. The
facilitator role is especially important initially as the
researchers learn how to engage the PFAs in each phase
of the research study (see Box 1 for details about the
PFAC leader’s role throughout the study). The PFAC
leader coordinates the initial team meeting and ensures
appropriate accommodations are made to facilitate PFA
involvement, such as a frequency of and location for
meetings which can be sustained, flexibility to address
specific patient/family needs and methods of com-
munication which work for PFAs (which may not be
traditional researcher means of communication). The
PFAC leader helps researchers understand that involv-
ing PFAs successfully in research requires acknowledg-
ing and addressing their needs, including assessing
their level of experience with research, ensuring their
understanding at each stage and providing an adequate
stipend to support their involvement [10,20-21].
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Box 1. Patient and family advisory council leadership role in facilitating patient-researcher

partnerships.

Pragmatic Framework
Role in preparing for launch

Role in launch

engaged in this research

questions about PFA engagement

PFA: Patient and family advisor; PI: Principal investigator.

In the initial stages of this partnership and throughout the life cycle of the research study, the patient and
family advisory council leader plays an important role in facilitating and supporting the application of the

e Meet with Pl to determine scope and needs of research study

e |dentify PFAs with lived experiences that match area of research

e Determine PFA interest in participating in research study

e Ensure appropriate accommodations have been made to facilitate a partnership (meeting times,
communication methods, compensation for PFAs, among others)

e Coordinate and facilitate initial meeting between PFAs, Pl and other researchers

e Promote relationship-building between PFAs and researchers by leading conversations about why each is

e Support P, researchers and PFAs to develop plan for PFA involvement in the research study
e Ensure expectations for each role are clearly communicated and agreed upon
e Prepare researchers prior to meetings by providing tutorial examples, sharing lessons learned and answering

Facilitating role throughout (as co-investigator or consultant)
e As needed, attend all or periodic meetings to participate:
- Ask questions to promote sharing and clarification of information the PFAs may not know or understand
- Support researchers to check that PFAs understand their role and research content at each stage
¢ Check in regularly with PFAs and researchers individually to ensure:
- Researcher needs are being met by PFA engagement
- PFA feedback is being integrated in a meaningful way
e Support troubleshooting and identifying solutions to partnership challenges

Prior to the launch of the Care Transitions study,
the PFAC leader provided guidance to the PI regard-
ing practices that would best support PFA involve-
ment. This included recruiting an experienced advi-
sor to be engaged early on and working together to
provide input into the patient-engagement plan in
the grant proposal. The PFAC leader recommended
advisors be paid US$50/h and offered reimburse-
ment for expenses incurred to attend meetings. The
patient-engagement plan included monthly meetings
between the PI, research staff and PFAs as well as PFA
representation on the study Steering Committee. The
PFAC leader then led the recruitment of six advisors
based on relevant experiences of care as a patient or
caregiver (see Table 2 for PFA characteristics) and met
with the researcher prior to meeting as a group, in
order to brainstorm aims and expectations for each
stage of the study.

Launching the research study

During this initial phase of the research study, the newly
formed team must build a foundation for mutual under-
standing, collaborative communication and shared deci-
sion-making throughout the study. To broker this part-
nership, it is vital for the researchers, PFAC leader and
PFAs to clearly discuss the research process and to estab-

lish a common level of language and wording, in order for
the PFAs to understand more clearly and be comfortable
participating. From the beginning, researchers should
actively listen to and value the PFAs’ input in order to
facilitate the formation of this partnership. In the Care
Transitions study, one way researchers showed this was
by eliminating degrees from nametags and introductions,
thereby signaling that all contributions were equally valid.

In this stage, components of a grant application
are introduced and basic concepts and tenets of clini-
cal research including rigor, validity and reliability are
explored. A basic understanding of the scientific process
is necessary for PFAs to participate in research. Varying
degrees of knowledge and experience with research con-
cepts will require researchers to adopt a new role as teach-
ers to effectively convey these and other concepts, such as
power, bias and chance, many of which can be addressed
as the research progresses (see Supplementary Data for
an example of the tutorial process). The PFAC leader
should be available prior to the launch to discuss tutori-
als with researchers; the PFAC leader should also guide
the researchers to clarify concepts and provide further
examples during the meetings.

The PFAC leader can further facilitate initial con-
versations and trust building by asking questions that
an advisor might not know the answer to. In many
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Table 2. Patient/family advisor characteristics from Care

Transitions study.

Characteristics Patient/family advisors (n)
Role:

— Patient

— Family/caregiver

Sex:

— Female 4

- Male 2

Age (years):
—-40-50
-51-60
-61-70
-71-80
-81-90
Ethnicity:

— Hispanic

- WO = -

— Not Hispanic

Race:

— African—American/black 2
— Caucasian/white

- Other 0

Education:

o

— Less than high school diploma
— High school graduate

—Some college 1
— College graduate 2
— Higher degree 2

Patient and family advisors serving on the Care Transitions study (funded by the Patient-
Centered Outcomes Research Institute) represented broad experiences of healthcare and
patient and family advisory council (PFAC) membership. Because this study encompassed
inpatient and outpatient care as part of the Partners Accountable Care Organization,
advisors were recruited from PFACs at two hospitals and an outpatient clinic within this
Accountable Care Organization. Patient and family advisors had experience as part of:

— Brigham and Women's Hospital (BWH) emergency department PFAC;

— BWH Enterprise PFAC;

— BWH Shapiro cardiovascular/renal transplant PFAC;

— BWH South Huntington Medical Home PFAC;

— Massachusetts General Hospital (MGH; MA, USA) Ambulatory Practice of the Future Care
Alliance;

— MGH Cancer Center PFAC;

— MGH General Hospital PFAC.

cases, PFAs may not understand why researchers would
seek their opinion or what they can contribute with
their potentially limited knowledge of research. Dur-
ing the Care Transitions study, it helped PFAs to learn
what inspired the researchers to work in this field.
The PFAC leader can facilitate this by asking: Why
is the researcher conducting research about this topic
specifically? These conversations provide the motiva-
tional drive for all members to partner together, as the

researcher’s answer is often closely connected to the
realities of care that the PFAs may have experienced.
This led the Care Transitions team to start each meet-
ing by having one team member share their story
and role, so that both researchers and PFAs had the
opportunity to learn about one another.

Another important question the PFAC leader can
ask the PI is: once the study is over and the results are
disseminated, what happens when your peers read the
article? Answers which describe the process of peer
review and challenges to the conclusions of newly
published research are often met with surprise from
PFAs if they do not have a research background. As
lay people, PFAs may come into this process regard-
ing researchers as unquestionable experts; sharing this
vulnerability helps even out the power dynamic, cre-
ates an allegiance between PFA and researchers and
helps PFAs understand the importance of scientific
rigor. After this conversation, the advisors in the Care
Transitions study felt motivated to understand study
fundamentals, as they grasped the importance of help-
ing the PI create a rigorous study. Introducing the idea
of using valid and reliable tools to do so will help make
this more concrete for PFAs. To ensure understanding,
it is always essential to explain each concept, why it is
important to the research process and what it looks like
to have a rigorous, valid and reliable study in practice.

To facilitate PFA involvement in the development of
the research question for a CER study, the researcher
provides exemplars to illustrate this approach (which
can be adapted to other methodologies). PFAs should
understand that CER studies seek to compare different
treatments and their outcomes, with the goal of pro-
viding patients and clinicians with results that can help
guide treatment decisions [22]. In the Care Transitions
study, several examples were provided, such as a pros-
tate study evaluating difference in outcomes of prosta-
tectomy as compared with other options like watchful
waliting [23].

It is also critical that PFAs understand how the fram-
ing of the research question can affect knowledge gained
from the study. Discussions could include concepts like
absolute versus relative benefit. Giving the example of
oncology treatment that prolongs survival by 2 weeks
without taking quality of life into account will help
PFAs understand this difference. Understanding this
concept will support PFAs to express what knowledge
would be worth gaining based on their clinical expe-
rience. Having this conversation allows researchers to
learn what PFAs want to know and gives PFAs mean-
ingful input into the direction the study will take, while
underscoring the importance of their feedback.

While the steps described in this section ideally
occur simultaneously with the launch of the research

302 J. Comp. Eff. Res. (2016) 5(3)

fsg

future science group



Implementing a pragmatic framework for authentic patient-researcher partnerships in clinical research Perspective

study and prior to the synthesis of the study’s research
question, relationship brokering and research tutorials
are essential first steps to PFA engagement regardless of
when PFAs join the research team.

Hypothesis

After the PFAs have been oriented to general research
concepts, it is the researcher’s undertaking to teach
the PFAs about the specific area of interest. Together,
the team determines the most appropriate and use-
ful research question to be studied and hypothesis to
be tested. The question must resonate as a significant
area of study for both the researchers and the PFAs,
and represent the interests of the patient population.
To do so, the researchers must get the PFAs’ input on
questions that will direct the focus and mechanics of
the study. The team works together to ensure that the
research question yields the most beneficial answer for
the constituency the PFAs represent and the primary
outcomes will address realistic situations.

While we believe engaging advisors during the
design of the research question is one of the most
significant and novel ways the patient/caregiver
voice can be included in research, we also recognize
that this can present logistical challenges, as grant
request for applications may require specific crite-
ria or researchers may anticipate their next project.
With the support of the PFAC leader, researchers can
actively manage this tension by explicitly explaining
to PFAs which components are negotiable and which
are predetermined. Researchers should make an effort
to remain open to and seck input on fundamental
aspects of the study, as PFAs often offer insights that
are not anticipated or expected.

The PFAC leader and original advisor initially
provided input on topic solicitation and hypothesis
framing during the Care Transitions proposal writing
stage. They gave feedback on the importance of this
topic and whether the proposed research question was
important to the relevant patient population. Once the
proposal was accepted and the other PFAs recruited,
the hypothesis was revisited, explained and placed in
context of the existing work on care transitions.

Specific aims

After the research question is agreed upon, the
researcher should fine tune the hypothesis based on a
literature review. It is important for the researcher to
determine what information is already available and
where the study should aim to add to the field. It is also
the researcher’s responsibility to collect PFA perspec-
tives on specific aims which will elicit the information
they are interested in. As such, the researcher ensures
that the study is focused on both the interests of the

affected patients and that the right aims are outlined
to test the hypothesis.

For the Care Transitions study, this stage took the
form of sharing existing discharge practices within the
Partners ACO so that PFAs could understand the base-
line practice and outcomes; this helped PFAs under-
stand why the general aims had been chosen by the
researchers. Though the general aims of the study were
predetermined, they remained broad at the outset so
advisor input focused on narrowing their scope by revis-
ing specific aims to include those that were specifically
meaningful in the lives of patients. For example, the
aims of reducing clinically meaningful measures such
as post-discharge adverse events and rehospitalization
rates were supplemented with the aims of improving
the ability of the patient to return to work, if applicable,
and decreasing the extent to which patients reported
feeling like a burden to family and other caregivers.

Methods/measures

During this stage, the study methods and outcome
measures are explored together by the researchers and
PFAs. Researchers should begin by teaching PFAs about
additional research concepts, which will prepare the
PFAs to discuss patient-facing interventions and data
collection methods, such as surveys and interviews.
The key is for PFAs to be inspired by how challenging
it can be to produce high-quality research and to have
a central role in molding the way researchers interact
with patients when implementing study methods.

The researcher begins by teaching the PFAs about
chance, bias and confounding (see Supplementary Data
for a tutorial example), the major threats to the internal
validity of a study. It is important for PFAs to under-
stand that researchers must be aware of and address
each of these factors when planning a study’s meth-
ods and measures. Defining each concept, giving
concrete examples of how each occur in research and
describing how to lessen the impact of each of these
factors during the study design and analysis ensures
that the PFAs grasp these concepts. Explaining these
concepts in plain language builds a common under-
standing between PFAs and researchers. In the Care
Transitions study, some PFAs felt they did not need
to know this information in order to fulfill their role;
however, the PFAC leader felt that a full understand-
ing would ensure PFA confidence in their grasp of the
study, allow them to provide informed input regarding
the analysis plan and prepare them for the results and
interpretations stages.

When the PFAs are comfortable with these concepts,
researchers and PFAs collaborate to determine methods
and measures that will produce a high quality study and
accommodate patient needs. Researchers lead this pro-
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cess, proposing methods and measures and are responsi-
ble for making sure each PFA understands and is able to
contribute their perspective as to how these choices will
impact patients. This process should include the design
or refinement of the study intervention itself. Even a
predetermined clinical protocol can have room for the
PFA perspective; for example, the PFA might weigh in
on how communication with the patient is approached.
In other cases, the PFA can play an active role in the
development and refinement of the intervention itself,
providing feedback on the needs of the patient popula-
tion and pilot testing versions throughout the process.
PFAs should also be given the chance to pilot patient-
facing data collection instruments for ease of use, clar-
ity in instructions and language and applicability to the
patient population. Together, the researchers and PFAs
refine the study intervention, methods and measures to
allow for the best possible interactions with patients,
while maintaining the integrity of the study.

Advisors played an important role in refining the
Care Transitions intervention, participating in decision-
making, document and tool tailoring and training of
research staff executing study enrollment. PFAs gave
input on specific components of the interventions,
such as “Who would you want to be told to call with
questions/concerns after discharge and what is the
best way to present this information in the discharge
summary?’ They were provided with all patient-facing
documents and asked to review and provide feedback
on clarity and presentation. PFAs also refined tools cre-
ated for clinicians involved in the intervention, such as
a Discharge Advocate Checklist, which was designed
to remind clinicians to complete and document
important tasks at discharge. PFAs supported research
implementation, as well. The Research Assistant who
enrolled patients in the study performed a mock intake
interview with a PFA in front of the group; the PFAs
then discussed and provided feedback to the Research
Assistant on patient-friendly language and behaviors.

PFA input also proved to be essential to the Care
Transitions” data collection methods. PFAs played an
active role in refining the proposed survey content and
administration process. Advisors pilot tested the ques-
tions and ensured that they were clear and direct, pro-
viding feedback that led to meaningful edits. PFAs felt
that it was important to assess which piece of the inter-
vention patients liked most, rather than solely assessing
the most effective component, as proposed by research-
ers. They believed this measure would reveal interven-
tion components that patients found most valuable,
least intrusive, and easiest to adhere to, among other
possibilities. This new perspective led the team to add
a focus group with intervention patients as a qualita-
tive measure to assess which intervention component

patients liked most. The focus group with six randomly
selected patients who participated in the intervention
was led by a PFA and the PFAC leader, with a qualita-
tive researcher listening in and study staff transcribing
the dialogue for further qualitative analysis.

Results

To ensure PFAs continue to provide feedback and are
prepared to understand the results of the study, regu-
lar meetings should be planned throughout the imple-
mentation period of the study. These meetings allow
researchers to continue to solicit the patient/family per-
spective on barriers that may arise during implementa-
tion and support continuing education for the advisors.
Researchers can facilitate PFA engagement and under-
standing by creating tables and graphs with mock results
or current data and have PFAs practice reading and
summarizing data from these tables. It is also impor-
tant to explain the meaning of each component of these
tables and concepts that arise in interpreting them, such
as n collected, Cls, adjusted analysis, p-values, correla-
tion and causation. These meetings also serve to keep
advisors updated on progress, allowing them to build
realistic expectations for the study results.

The Care Transitions study is currently in this stage
of the study, as enrollment has finished and results
are being analyzed. Meetings during the intervention
period covered enrollment progress, troubleshooting
of intervention challenges and monitoring input from
patient participants. Selected patient subjects were
interviewed by the team as a means to gather qualita-
tive data and feedback on the intervention; concerns or
issues that surfaced in these interviews were addressed
by researchers and PFAs together. PFAs also practiced
reading preliminary results and discussing their inter-
pretations in preparation for the final stages of the study.

Once the data have been collected and analyzed, the
research team prepares tables and graphs of the find-
ings. The researchers present the data to PFAs in an
organized way and explain the meaning of each result
in order to support the PFAs” understanding. To do
so, link values shown in the tables and graphs back to
the concepts PFAs were taught during the methods
and measures phase. The PFAs now seek to apply the
hard data to the research framework they have learned
throughout this process, considering whether the
findings answer the research question.

Interpretations/recommendations

After the findings have been organized, the research
team interprets the results for applicability and gener-
alizability, determining recommendations for clinical
practice or further research. The researchers explain
their interpretations to the PFAs, describing factors that
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threaten the study’s external validity and explaining
the applicability and generalizability to various popula-
tions or contexts. Together, researchers and PFAs should
discuss limitations and opportunities for future research.

The PFAs’ understanding of this is important, as
it will help them to translate the conclusions and rec-
ommendations into lay terms to allow for the broader
dissemination of the study findings, especially to the
populations of patients affected by the results. The
researchers and PFAs work together to create a narra-
tive that the PFAs can use to explain the study design,
methods and results in an accessible way.

While the Care Transitions study has not yet reached
this phase, the patient-engagement plan outlines a pro-
cess for translating results into a rigorous and accessi-
ble message for dissemination. Researchers will present
the results and their scientific interpretations and give
PFAs a chance to provide input. The team will discuss
whether the conclusions of the study make sense or
are as expected. The PFAs will provide input on how
to best explain the results to other patients and the
public so that they resonate and are comprehensible.
Together, the PFAs and researchers will decide how to
convey the study’s conclusions for both scientific and
popular audiences.

Dissemination

Once the results have been interpreted, the researchers
and PFAs work together to create a dissemination plan
that includes professional and lay publication. Research-
ers will present their plan for writing manuscripts for
peer-reviewed journals and presenting with PFAs at
professional conferences. In addition to the usual scien-
tific dissemination channels, our framework provides a
unique avenue for the results to be disseminated among
lay people. PFAs will recommend media outlets that
are accessible to those outside the research community,
such as targeted popular media, news outlets, state and
national stakeholder associations and patient affinity
organizations. In these publications, study findings will
be shared in a narrative form, using language determined
by the PFAs and researchers. As results are disseminated,
researchers and PFAs should include and give credit to
the others’ contributions. Through these complemen-
tary dissemination methods, the study conclusions will
reach scientists, researchers, medical professionals and a
targeted portion of the general population who may be
most interested in or affected by the results.

While final decisions cannot be made until this phase
of the study, conversations about dissemination can begin
earlier in the research process. This ensures that research-
ers have considered how they will present methods or
results and that advisors have actively thought about the
best means to communicate results to the public prior

to the end of the study. The Care Transitions study has
begun preparing for this stage by discussing potential
avenues for dissemination and what information the
team hopes to convey in scientific and lay publications.

Discussion

As detailed earlier, this framework is forged from our
experiences engaging PFAs in research through the
BWH Center for Patients and Families. This model
of engagement has been implemented successfully in a
variety of settings, study designs and clinical special-
ties. In its ideal form, PFA involvement begins prior to
the study launch, as described by our framework, but
PFAs have also been meaningfully integrated later in
the process. At present, the BWH studies using this
framework are still in progress. The Care Transitions
study is furthest along and in the results analysis phase;
as such, formal evaluation to measure the impact of
PFA engagement in the research process has not been
conducted, which we acknowledge as a limitation to
our framework. Nonetheless, we are encouraged by the
framework’s success in practice and continued requests
by PIs for PFA involvement in their projects.

Furthermore, others have proposed evaluative cri-
teria to determine the success of stakeholder engage-
ment in the absence of quantitative analyses. The
PCORI conceptual model of PCOR outlines a culture
of patient-centeredness and meaningful and effective
partnerships between team members as the near-term
outcomes of successful stakeholder engagement [14].
Lavallee ez al. identified respect, trust, legitimacy, fair-
ness, competence and accountability as measures for
optimal stakeholder engagement [24]. In our experi-
ence, these factors are critical in determining the
success or failure of PFA engagement in research. To
assess whether our framework has been successful by
these measures, we have collected qualitative feed-
back from PFAs and researchers that illustrates their
perspectives on the culture and values fostered by this
process. For example, in the Care Transitions study,
advisors reported positively on key measures of part-
nership between them and the researchers: they felt the
expectations outlined were met, communication was
respectful and open, their input was valued through-
out the study and changes were made based on their
feedback. Similarly, researcher feedback also reflected
a positive experience. They felt PFAs contributed
meaningful insights that resulted in positive changes
to every stage of the study, were actively engaged and
were important members of the research team.

We also recognize the favorable circumstances at
Brigham and Women’s Hospital, which allowed us to
build a robust PFAC program with a diverse and talented
group of PFAs, thus facilitating this type of engagement.
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BWH’s institutional prioritization of patient- and family-
centered care and our location in Massachusetts, which
is currently the only state that legislates a requirement for
hospitals to create PFACs, encouraged the early adoption
and growth of this feature. While Massachusetts does
not mandate PFAC involvement in research, the law has
promoted the growth of PFACs into robust and active
participants in hospital activities, which reinforces PFAC
ability to engage in activities like research. Furthermore,
due to the visibility and success of the BWH PFAC pro-
gram, researchers have sought out the involvement of
PFAC members, contributing to our ability to integrate
PFAs successfully into research projects.

Nonetheless, because PFACs have become increas-
ingly widespread at AMCs, we see wide applicability
of our framework. Legislation requiring PFACs is not
a requisite to their growth, as evidenced by the more
than 2000 hospitals that have launched PFACs since
1990. As PFACs become well established at hospitals
around the country, they increasingly participate in
research [25.26]. With the creation of PCORI, incentives
to create and use PFACs to engage PFAs and patient
and families in research have increased; our framework
supports institutions to do so in a comprehensive and
successful way. We also see opportunities for further
study of our framework, including a formal analysis of
its impact on the research process.

Conclusion

With passage of the Affordable Care Act, there has been
a significant increase in institutional and financial sup-
port for patient/family engagement in research. We have
outlined a pragmatic framework to enable successful and
impactful collaboration between patients and research-
ers. As the patient/family perspective is given equal foot-
ing to other stakeholder perspectives and their lived expe-
rience is incorporated throughout the research process,
research outcomes will better meet the needs of relevant
patient populations and increase patient-centered prac-
tices in research and care delivery. Going forward, we
see additional opportunities to expand current health-
care institutional and research engagement of patients
and families as well as the need for further studies on the
efficacy of engaging them in different ways.

Future perspective

Despite the significant growth in the number of PFACs
and their meaningful involvement in healthcare orga-
nizations around the country over the last 10 years,
PFA engagement in research remains limited [2.25-26].
As PFAC programs continue to grow and mature,
this improved infrastructure will support increased
PFA involvement in research. PCORI’s leadership in
funding and promoting patient-centered research will

continue to encourage CER and other patient-centered
outcomes research that includes patient and family
stakeholders as part of the research team. PCORI’s
recent development of various networks to support
sharing of research methodology, data and lessons
learned, such as the National Patient-Centered Clini-
cal Research Network and the Evidence to Action
Networks, and their dissemination of results from
early PCORI-funded studies will further increase the
efficacy and profile of this approach[2728]. Concrete
steps for engagement, as outlined in our pragmatic
framework, will provide researchers with a blueprint
to effectively engage patients and families in research.
Consequently, we hope the next 10 years will see a
shift toward patient- and family-centered CER, which,
through the exploration of research questions directly
relevant to patient and family lived experience, will
lead to findings with the potential to directly impact
care in novel and dramatic ways. The dissemination
of these results in accessible consumer-oriented media
will empower patients and families to educate them-
selves and engage in their care to a new extent. The
goal and challenge will be to translate this research
and its results into the delivery of patient- and family-
centered care on a systemic level. It will be the respon-
sibility of healthcare leaders to push for the integration
of new standards and practices into care while keeping
patient and family values and needs at its center.
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Executive summary

e While there is growing recognition that patient/family engagement in research is critical to producing results
which best meet clinical needs, there is limited literature on how to do so effectively.

e There are numerous barriers to engaging patients/families effectively in research.

* We propose a framework to engage patient and family advisors (PFAs) from established patient and
family advisory councils (PFACs) in research, an approach that addresses many of these barriers.

Pragmatic framework for authentic patient-researcher partnerships in clinical research

e Researchers work with PFAC operational leadership to identify PFAs that are a good fit for research study.

e The PFAC leader facilitates initial logistics and development of partnership between researchers and PFAs.

Launching the research study

* Researchers and PFAs set standards for communication and understanding.

e Researchers introduce general research concepts to PFAs to prepare them to understand the research process.

Hypothesis

e Researchers ensure PFAs have a broad understanding of research topic.

e Researchers and PFAs work together to develop research question that meets needs of patient constituency.

Specific aims

e Researchers and PFAs refine hypothesis to target aims that add to existing research and meet patient needs.

Methods/measures

e PFAs continue to learn about research concepts that ensure meaningful outcomes.

e Researchers and PFAs determine and refine methods/measures that accommodate patients and ensure valid
results.

Results

* Regular meetings throughout the implementation period keep PFAs engaged in the study and informed of
evolving results.

e Researchers organize and present results to PFAs, helping PFAs to apply previously learned concepts to
understand the meaning and validity of the results.

Interpretations/recommendations

e Researchers explain generalizability and applicability of results.

e Researchers and PFAs develop scientific recommendations and translate these into narratives for lay people.

Dissemination

e Findings are shared via traditional research means and in relevant lay media identified by PFAs in narrative
form.

Discussion

e This framework is built on our experience engaging Brigham and Women'’s Hospital PFACs in research but has
broad applicability to other academic medical centers with PFACs.

e Limitations include a lack of formal analysis of the impact of the framework and favorable circumstances that
led to its development and implementation.

Conclusion

e This framework provides a pragmatic outline to incorporate PFAs into research as equal partners.

e Further research is needed to examine the efficacy of various strategies for engagement.
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