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ABSTRACT

Objective: Poor adherence to antihypertensive medication occurs in 50%-80% of patients. An ongoing randomized controlled
trial (RCT) is evaluating a personalized mobile-health intervention in poorly adherent hypertensive persons with bipolar disorder.
To enhance efficacy, the ongoing trial elicited guidance from a Stakeholder Advisory Board (SAB) comprised of patients, family
members, clinicians, and health system administrators. Our goal is to describe the formation, role, decision-making process, and
key contributions of the SAB as a means of demonstrating meaningful community engagement in mental health research.
Methods: Using models and measures from the field of implementation science, eleven SAB members convened across three
meetings followed by quantitative surveys that assessed SAB member satisfaction and engagement during the meetings.
Results: Significant suggestions from the SAB included 1) expanding inclusion/exclusion criteria, and 2) operationalizing
remote implementation of the RCT. Primary study implementation challenges identified by the SAB were 1) participant difficulty
engaging in the mHealth intervention, and 2) identification of procedures for monitoring participant adherence to the RCT
protocol and contacting under-engaged participants. Quantitative surveys indicated that all SAB members believed that the
objectives of the meetings were clear, perceived that they were able to participate in the discussions, and that they were heard.
Conclusions: Increasing evidence demonstrates the feasibility of engaging with SABs in clinical research and that this process
improves intervention design, increases participant engagement, reduces mental health-related stigma, and produces more effective
implementation strategies. We encourage future investigators to use an implementation science framework in partnership with
SABs to refine their proposed interventions and improve clinical outcomes.
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1. INTRODUCTION

The benefits of involving stakeholders in SMI research are in-
creasingly being recognized. Stakeholders generally refer to
people with a variety of lived experience and personal interest
in a given patient population and is inclusive of patients, fam-
ily members, community members, health services providers,
and clinicians. Stakeholders provide unique insights and
valuable perspectives that can be utilized to support research
efforts. It is clear that involving stakeholders is important for
quality and impactful research,!'=3! however, there is limited
information on how to engage stakeholders (e.g., formation
of groups, roles, decision-making processes) or the specific
value that stakeholders bring to research projects. The cur-
rent study focuses on methods for effective engagement with
a Stakeholder Advisory Board (SAB) and key contributions
of stakeholders in research to improve community-engaged
SMI research.

Current best practices for optimal stakeholder engagement
are rooted in the foundational principles of respect, equity,
trust and empowerment.!*! Best practices to support stake-
holder engagement in research include: 1) research training
and education for patients and researchers, 2) clarification
of roles and expectations for research team and stakehold-
ers, 3) compensation for SAB participation, 4) evaluation
and reinforcement of engagement, 5) regular meetings with
open communication, and 6) involving stakeholders early in
the research process with regular acknowledgment of their
contributions.[*! Many studies include stakeholders in their
design!® !9 and some discuss stakeholder involvement with-
out explicit detail about how and when stakeholders were
engaged,!> 113 but few include instructions or best prac-
tices for how to work with stakeholders, manage their con-
tributions, or the shared decision-making process between
stakeholders and research teams.>3! There is a particular
gap in the SMI literature regarding how to approach and
implement stakeholder feedback across different stages of
clinical trials.

Despite many potential benefits, there are significant chal-
lenges with stakeholder engagement in research. Identifying
a representative sample and building trusting relationships is
time consuming for both researchers and stakeholders alike.
This justifies defining the purpose, roles and expectations of
stakeholders as early in the process of study design as possi-
ble. Additionally, limited communication between scientific
and clinical teams can place undue stress on stakeholders,?!
so regularly scheduled meetings can be essential. Integrating
input from stakeholders into an active study can also present
unique challenges, especially when requiring IRB approval
for any proposed changes, which can delay a study’s timeline.
Specific to SMI research, there is an overall lack of consis-
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tency in frameworks or model methodologies for engaging
with stakeholders, which makes results difficult to compare.
Even less is known about the challenges of stakeholder en-
gagement in studies addressing multi-morbidities, such as
the population of interest (i.e., people with bipolar disorder
type I or type II and hypertension) in our present randomized
controlled trial (RCT).

The present study is an ongoing RCT evaluating a personal-
ized, mobile health, patient-centered medication adherence
intervention in poorly adherent persons with bipolar disorder
(type I or IT) and hypertension. To ensure that the proposed
adherence intervention meets the needs of patients, clini-
cians, and clinical operational workflows, the ongoing trial
elicited iterative input from a SAB comprised of patients,
family members, clinical providers, and health system ad-
ministration representatives. The aim of this report is to
describe how stakeholders were involved in research project
planning and implementation with the goal of providing a set
of recommendations for other researchers that are specific
and practical. The present paper will serve as a guide for
engaging with stakeholders in community research projects
that are designed to improve patient outcomes.

The research team used the Reach, Efficacy, Adoption, Im-
plementation, and Maintenance (RE-AIM) framework!!# 3]
to inform the engagement process with the SAB and imple-
ment their feedback. In the community-academic partnership
continuum,"'® this work falls between the consultative and
collaborative level of engagement with the SAB. This means
that SAB members were not only a tremendous source of
expertise but also viewed and treated as collaborators in a
jointly-executed venture with the research team.

2. METHODS

2.1 SAB recruitment

The RCT (individualized Texting for Adherence Building —
Cardiovascular; iTAB-CV) will recruit patients with a clin-
ical diagnosis of bipolar disorder type I or type II and hy-
pertension (HTN). HTN will be indicated by any of the
following: 1) a diagnosis of stage 1 or 2 HTN with a systolic
blood pressure > 130; 2) a diagnosis of HTN per patient
self-report > six months prior to enrollment; 3) prescription
of at least one regularly scheduled antihypertensive medica-
tion for > three months since diagnosis; and 4) self-reported
poor adherence to antihypertensive medication defined as
missing 20% or more of the antihypertensive medication
within either the past week or past month as identified by
the Tablets Routine Questionnaire (TRQ).['”! Recruitment
efforts will monitor trial enrollment to ensure participants are
representative of the demographics of the target population
in the trial’s geographical catchment area: 50% female, 47%
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Black/African American, 52% non-Hispanic White, and 1%
Hispanic or Latino.

Recruitment for the SAB targeted patients, patients’ family
members, clinical providers (e.g., psychiatrists), and health
system administrative staff members. The goal was to recruit
twelve SAB members: four patients with lived experience
of hypertension and bipolar disorder, two family members,
four clinical providers, and two health system administrative
staff members. Clinical providers and health system admin-
istrative staff members were recruited first. The research
team recruited clinical providers from within the Department
of Psychiatry at an academic medical center. The project
manager contacted clinical providers via phone and email to
ascertain their interest in enrolling. Three clinical providers
were contacted and enrolled. The research team identified
health system administrative staff members from the Depart-
ment of Psychiatry intake and administrative teams. The
project manager reached out to these staff members directly
to invite them to participate in the SAB. A total of three
administrative staff members were contacted and recruited.

Guided by the RE-AIM planning and evaluation frame-
work,!!4 131 the study team aimed to identify participants
who were representative of the patient population targeted
in the RCT. Patients with lived of bipolar disorder and HTN
experience were identified by the research team and clini-
cal providers. The project manager and a research assistant
(RA) reached out via phone and email to potential partic-
ipants. An RA also contacted potentially-eligible patient
participants from prior research studies who had agreed to
being contacted for future studies. A total of ten patients
were contacted, and three were enrolled. Of the seven con-
tacted patients who did not enroll as members of the SAB,
the majority failed to respond rather than directly declined
participation. Patients who were successfully contacted by
the research team were also asked if a family member might
be interested in participating in the SAB; however, this re-
cruitment strategy did not result in any successfully recruited
family members. Family members were also referred from
an ongoing study focused on caregivers of people with bipo-
lar disorder. The RA called the participants of that study to
assess their interest, then referred them to enroll in the SAB.
A total of three family members were contacted and enrolled
into the SAB.

2.2 Responsibility and expectations of the SAB

A primary role of the SAB is to assist with participant iden-
tification and recruitment for the RCT. Prior to participant
enrollment in the RCT, the SAB met three times for one-hour
Zoom meetings over the course of three months (January,
February, and March 2020). For the remainder of the five-
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year RCT study period, SAB members will be expected to
meet on an annual basis. The SAB members had no study-
specific responsibilities outside these planned SAB meetings.
However, some spontaneous conversations between the SAB
members and research team occurred outside of formal SAB
meetings, specifically for providing additional recommenda-
tions for participant recruitment avenues.

2.3 Structure of SAB meetings and communication

In line with best practices,!*! the SAB meetings were ap-
proached with intentionality. The research team prepared a
detailed agenda in advance of each meeting, and meeting
minutes were taken during the calls. Due to the ongoing
COVID-19 pandemic, SAB meetings occurred over Zoom
and were facilitated by the Co-PIs JL and MS. The benefit of
the virtual platform was that meetings could be recorded and
transcribed with IRB approval. In transcripts, SAB members
were de-identified and labeled consistently across the three
meetings (e.g., psychiatrist 1 was always labeled as “psychi-
atrist 1). For one SAB members who expressed concern
about the loss of confidentiality in a group Zoom format, the
RA met with that individual separately and used the same
meeting agenda to collect the SAB member’s feedback. Key
take-away points from each SAB meeting were summarized
in an electronic document, and all SAB recommendations
were considered by the research team.

2.4 SAB meeting evaluation

Web-based (Qualtrics) surveys were sent to SAB members
via email following each meeting to assess SAB member
satisfaction. Question development was informed by prin-
ciples of effective stakeholder engagement,’>* 13! including
respect, trust, and transparency. The survey was pragmatic
and included three items to avoid participant burden. Surveys
were analyzed using descriptive statistics.

3. RESULTS

Table 1 summarizes recruitment of SAB members, including
the number of individuals who were reached and enrolled
in the SAB. Recruitment efforts began three months prior to
the first SAB meeting, with six members attending the first
SAB meeting (two psychiatrists and three administrators).
Two additional SAB members were consented for the second
meeting (two patients), but one was unable to attend. Three
additional members were consented for the third meeting
(two family members and one patient). The first meeting
was conducted prior to finishing enrollment of the SAB, and
five additional SAB members were enrolled between the first
and third meeting. Due to scheduling challenges, not all
members could attend every SAB meeting.
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Figure 1 shows the timeline of SAB recruitment and number ings were conducted prior to the start of recruitment for the
of attendees in the meetings spanning a five-month timeline. RCT. The first participant in the RCT was enrolled three
All SAB members were recruited and the three SAB meet- months after the third SAB meeting.

Table 1. Stakeholder advisory board recruitment and meeting attendance

SAB Member Category Admin Clinicians Family Members  Patients Total
Recruitment
Reached 3 3 3 10 19
Enrolled 3 3 2 3 11
Other” 1 7 8
Meeting attendance
Meeting 1 3 3 0 0 6
Meeting 2 2 2 0 1 5
Meeting 3 2 2 1 1 6
Note. " Other indicates potential participant did not respond (n = 3), not interested (n = 2), unable to participate (n = 2), and not eligible (n = 1).
Table 2. Demographics and characteristics of iTAB-CV SAB members
N Hospital . Family Total SAB
SAB Role (Cl\:lzlgla; 3%) Administrator (Pl\?t;egt 27.3%) Member Participants
T (N =3, 27.3%) T (N=2,182%) (N=11)
Age (in years) Mean (SD) 50.0 (9.5) 49.0 (16.4) 51.5(19.1) 66.5 (20.5) 53.30 (14.7)
Gender % (N)
Male 18.2% (2) 0.0% (0) 0.0% (0) 0.0% (0) 18.2% (2)
Female 9.1% (1) 27.3% (3) 27.3% (3) 18.2% (2) 81.8% (9)
(E;;;a“on Completed (in years) Mean 2 1 5 15.7 (4.7) 153 (3.1) 12.0' 17.0 (4.4)
Race % (N)
White/Caucasian 18.2% (2) 18.2% (2) 9.1% (1) 9.1% (1) 54.6 % (6)
Black 0.0% (0) 9.1% (1) 18.2% (2) 9.1% (1) 36.4% (4)
Asian 9.1% (1) 0.0% (0) 0.0% (0) 0.0% (0) 9.1% (1)
Ethnicity % (N)
Non-Hispanic 27.3% (3) 27.3% (3) 27.3% (3) 18.2% (2) 100.0% (11)
Years of lived/ professional experience
W/ bipolar disorder Mean (SD) 12.0 (10.6) 10.0 (17.3) 8.3(2.1) 16.0 (5.7) 11.2 (9.7)
Years of lived/ professional experience 153 (8.1) 33(58) 57(06) 65 (7.8) 78(71)

w/ hypertension Mean (SD)

Note. SD = standard deviation; " Only one family member provided their years of education

1st SAB meeting
6 Members Enrolled
6 attendees

IRB approval &
Ist participant
enrolled

3rd SAB meeting
11 Members Enrolled

Recruitment of SAB starts 6 attendees

November December January February March June

2nd SAB meeting
8 members Enrolled
5 attendees

Make-up meeting for 1 SAB
member who was
unavailable

Consented 1st SAB member

Figure 1. Stakeholder advisory board recruitment timeline and attendance
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Meeting 1: Recruitment

Provided project overview and background
Discussed experiences using technology to support health behaviors

Solicited feedback about proposed recruitment strategy (facilitators and anticipated barriers)

Meeting 2: Engagement

Refined recruitment strategy (feedback on flyer, recruitment avenues and point persons)
blood pressure training video)
(reliable cell service, telehealth accessibility)

Solicited feedback about intervention design and impl n (1-minute at-h
=

oo retention chall

Meeting 3: Retention

Developed individualized retention plans for under-engaged participants to increase study retention

Recommended adding more SAB members for additional study sites

Planned Meetings: Implementation

Annual meetings for ongoing input and feedback on study recruitment and engagement/retention challenges

Planning for future implementation of iTAB in non-research settings

Figure 2. Summarizes the topics and take-aways from the three SAB meetings

Table 2 shows the demographic characteristics of the SAB.
Eleven SAB members were successfully recruited, and com-
prised of 81.8% female, 100% non-Hispanic, 36.4% Black,
54.6% White, and 9.1% Asian. Across all member types, the
SAB members had, on average, 11.2 years of professional or
lived experience with bipolar disorder (BD), and 7.8 years of
professional or lived experience with HTN.

3.1 Contributions of the SAB, including identification
of study implementation barriers and strategies for
overcoming these challenges

3.1.1 Trial design
Input from the SAB prompted the research team to recon-
sider the study inclusion/exclusion criteria, which originally
required a confirmed BD diagnosis two years prior to en-
rolling in the study. This was viewed by the SAB as being
overly exclusionary and not only posed a major obstacle to
recruitment but also potentially left out an important under-
represented in research population of individuals who may
have been unaware and untreated for BD. The SAB’s input
was instrumental in re-negotiating the inclusion criteria so
that a structured interview could be used to determine eligi-
bility for enrollment for any diagnosis of BD (unprohibited
by the length of time of diagnosis).

3.1.2 Participant recruitment

SAB members provided input for how to disseminate recruit-
ment materials for a fully-remote study. COVID-19 was
a primary motivating factor for pursuing a virtual format
for assessment and health visits. Fortunately, the iTAB-CV
adherence intervention was already operationalized as a fully-
remote technology. One advantage of gaining approval from
the IRB and the National Heart Lung and Blood Institute for
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the delivery of remote study assessments was that it enabled
a wider recruitment pool, from a regional to a national level.
However, conducting the study fully remotely introduced
new challenges. For example, one of the SAB members
pointed out that, traditionally, physical flyers would be dis-
played in the vicinity of a study or in waiting rooms, and
people walking past would pull a tab and call the study co-
ordinator if they were interested in participating. In the era
of telehealth, however, recruitment is more complex and
requires a coordinated online effort. The SAB provided
invaluable feedback on improving the virtual flyer, which
could then be disseminated more widely. The research team
solicited feedback from the SAB about the appearance of the
study flyer, and the SAB’s key input was to make the flyer
more infographic and to include instructions about remote
participation. To implement this feedback, the research team
included more graphics on the flyer and incorporated a QR
code which directed participants to a landing website for the
research study. In addition to providing input on the design of
the study flyer, the SAB also recommended that the research
team engage with social workers and behavioral health work-
ers to assist with identification of potentially-eligible study
participants and recruitment.

SAB members were also willing to contribute to participant
recruitment outside the SAB meetings. Following the third
SAB meeting, a RA sent an IRB-approved email and flyer
to clinical providers in the SAB requesting assistance in
recruitment efforts for the RCT. Three health system staff
members agreed to add a question regarding HTN to their
patient intake form to assist in identifying potentially-eligible
participants for the RCT. The health system administrative
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staff members also gave the study RA confidential access
to their Psychiatry Intake REDCap data for 2020 and 2021;
access to this data allowed the RA to identify patients with
HTN and a diagnosis of BD who had agreed to be contacted
for research studies. Only contact information was shared;
other personal health information was protected to preserve
confidentiality. One administrative staff member agreed to
print the study flyer to post it in their department and send
to other administrators who they knew at main and off-site
medical offices. The RA also attended the administrator’s
intake team meeting to present the study to intake staff for
them to pass on or advertise to potentially eligible patients.

One administrative staff member assisted in connecting study
staff with a Community Based Research Network (CBRN)
spanning several sites in the Cleveland area. The RA subse-
quently attended a meeting of the CBRN to present details
of the study to clinicians and administrators and ask for their
support in advertising to, and referring, potentially eligible
and interested participants. The RA followed up with the
CBRN coordinator and other members to announce the offi-
cial beginning of recruitment for the study and again request
their assistance with recruitment efforts. The CBRN coordi-
nator agreed to circulate the flyer and include the study on
their website.

3.1.3 Participant retention

The SAB also discussed the best practices for following
up with under-engaged participants during different phases
of the intervention. The research team hypothesized that
conducting a fully remote study might potentially diminish
personal connections that are typically established between
study participants and the study staff, which, in turn, could
potentially reduce participant engagement in a study. The
SAB provided recommendations about the frequency and
method of following up with participants who are under-
engaged in the study in order to maximize participant re-
tention. The SAB also suggested individualized engage-
ment strategies for retaining participants in the study, where
research associates and the mobile interventionists would
follow-up with under-responsive participants directly and
through tangential systems of support (e.g., social workers,
family members, and providers). The consensus from the
SAB was that providers should ask patients directly about
their preferred modalities of engagement (e.g., phone-call,
text, or email). SAB members proposed following up after
8 hours and then again after 5 days of no contact. They
also suggested reaching out to family members and friends
of participants who have been under-responsive to provide
community support for individuals to remain in the research
study. The SAB also suggested that the research team con-
tinue to recruit more individuals with lived experiences to
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serve on the SAB, as these individuals may have advice on
long-term study retention.

3.1.4 Patient accessibility of technology

The SAB played an integral role in helping the research team
identify potential barriers to patient participation in the study,
including engaging with the intervention iITAB-CV) and
completing the study visit assessments (baseline visit and
study visits at 3, 4, 5, 6, 9, and 12 months). One patient-level
factor that may limit study participation is patient access to
consistent and reliable cellular service. One of the SAB mem-
bers estimated that a quarter of patients would experience
issues accessing and being able to use the technology asso-
ciated with the intervention. Another SAB member noted
that most patients have smartphones but estimated that not
all of them are proficient in using them. The SAB suggested
that participants work closely with the study staff to become
proficient in using their smartphones during the intervention.

To facilitate a fully-remote research study, SAB members
suggested that the research team provide study participants
with an instructional video with information about BD, a
demonstration of how to engage with the texting messaging
intervention (iTAB-CV), instructions about how to conduct
at-home blood pressure monitoring, and instructions on how
to use videoconferencing to participate in the study visits.
The research team responded to the SAB’s recommendation
by sharing with them a one-minute training video about self-
administration of at-home blood pressure (BP) readings. The
SAB approved the video and indicated that it was clear and
helpful. Patients enrolled in the study would also receive
further information about how to engage with the texting
system from the mobile interventionist in a personalized ses-
sion and follow up calls as needed. Figure 3 summarized the
impacts of the SAB on trial design, participant recruitment,
and retention for the RCT.

For participants who do not have access to computers or
Zoom accounts, the SAB suggested that the study team set
up telepsych rooms for clinicians and participants to access
during the study visits. In response to the SAB’s recommen-
dation, the research team reserved two tele-psych rooms for
providers to use with participants in the study. Ongoing study
efforts include reserving in-person rooms at satellite study
locations. The research team additionally adopted in-person
interview sessions for participants with limited technologi-
cal access and/or preference for completing study visits in
person. The study team also modified the ways in which par-
ticipants could report their blood pressure levels including
real-time on Zoom, real-time via phone call, or sending a
picture of the home blood-pressure monitor screen. These
modifications were driven by the goal of minimizing barriers
to participant engagement.
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SAB Impact on Trial Implementation

Expanded inclusion criteria
Revised eligibility eriteria to include any
previous diagnosis of Bipolar Disorder,
regardless of when the diagnosiswas given

Remote Facilitation

Blood Pressure assessment
Facilitated telehealth delivery
Reserved in-person backup rooms
Adding more SAB members
Improve representativeness of the study sites
Facilitate recruitment of research participants

Participant Engagement

participants to increase retention

Figure 3. Impact of the stakeholder advisory board

3.2 SAB member satisfaction

Satisfaction surveys were disseminated following each of the
three SAB meetings. Responses to the surveys are displayed
in Table 3. SAB members were provided with the link at the
end of the meeting and were sent reminders to complete the
surveys the following day. Ten total responses were recorded,;
three from the first meeting, three from the second meeting,
and four from the third meeting. Based on the timestamps
of collected survey data, SAB members either responded to
the surveys immediately following the meetings or not at all.
Across meetings, surveys indicated that all SAB members
strongly agreed or agreed that the objectives of the meetings
were clear (60% strongly agree), that they were able to partic-
ipate in the discussions (90% strongly agree), and that they
were heard (90% strongly agree).

Table 3. Stakeholder advisory board survey responses

SAB Satisfaction Survey Response (N = 10)

The agenda/objectives for the meeting were clear.

Strongly agree 60% (6)

Agree 40% (4)

I had the opportunity to participate in the discussion and share my perspective.
Strongly agree 90% (9)

Agree 10% (1)

| felt heard.

Strongly agree 90% (9)

Agree 10% (1)

4. DISCUSSION

The purpose of the ongoing trial’s SAB is to reach, recruit,
and retain a representative sample of hypertensive persons
with BD. The questions posed during SAB meetings focused
on the RE-AIM dimension of reach, defined as the absolute
number, proportion, and representativeness of individuals
who are willing to participate in a given intervention. Input
from key stakeholders (i.e., patients, patient family members,
providers, and health administrative staff) informed the plan-
ning and implementation of study procedures to promote the
reach of the intervention in an equitable fashion. Significant
suggestions from the SAB included expansion of participant
inclusion/exclusion criteria and helping the research team
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Provided 1-minute video tutorial for at-home

Adopted an individualized approach for How
and When to followup with under-engaged

All Virtual Recruitment
Recommended infographic virtual flyer
Encouraged utilization of collaborative care model (e.g. social workers and behavioral
health workers) to aid recruitment and engagement
Diversified recruitment avenues (departmental email listservs, patient and family support
groups, community mental health clinics, primary care practitioners, research studies,
etc.)
Added a question about clients” experience with their phones in order to anticipate
potential problems

Anticipated Challenges
Decreased study engagement due to virtual patient/provider relationship
Esti d ¥ participants with unreliable cell service

Anticipated RA burden for individualized follow-up plans

operationalize a fully remote/virtual research study. The
SAB significantly contributed to identifying strategies for
participant recruitment and retention, as well as consider-
ation of patient-level barriers to study participation (e.g.,
access to technology such as videoconferencing and uninter-
rupted access to cellular service with text messaging abili-
ties). Throughout our initial SAB meetings, SAB members
felt that the objectives of the meetings were clear, they were
able to participate in the discussions, and they were heard.
Our study indicates the feasibility of engaging SABs in clin-
ical research, which improved our intervention design and
may lead to improved participant engagement.

Despite the advantages of having a SAB, several important
challenges should be considered, including privacy and confi-
dentiality concerns, technological challenges, and scheduling
difficulties. For example, one of the family members invited
to join the SAB was concerned about the loss of privacy and
confidentiality. The research team thus offered to meet with
this individual separately to ask questions that were being
asked of the broader SAB group, but in a setting that would
be more private and comfortable. The individual agreed and
a separate interview was conducted in addition to the three
primary SAB meetings. Accommodations like this must be
considered in advance of engaging in community-driven re-
search. Another challenge arose when a prospective SAB
member experienced difficulty accessing the eConsent form
and completing the consent process. The individual was sent
the eConsent link on 2 occasions; both were received but
neither could be opened on the participant’s end, thus the
participant was not enrolled. Additional technical support
and problem solving is needed to equitably sustain the par-
ticipation of stakeholders from the community. Scheduling
was a third challenge, and research teams should anticipate
difficulty in identifying meeting times in which all SAB
members can attend. The first SAB meeting was scheduled
prior to completing recruitment of the entire SAB, and the
following meetings were planned to occur at one- and two-
month intervals after the first meeting. There may have been
increased consensus on feedback or more insights to offer the
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study team had there been the same SAB members present
across the three meetings. Furthermore, while introductions
of new members were made, in the service of not repeating
the same information, there was not as much background
material about the study presented in meetings two and three.
Thus, the newer members might have felt less informed and
engaged. We recommend that future studies attempt to finish
recruiting their SAB members prior the first meeting and then
consult the SAB on the meeting schedule to determine if, per-
haps, more frequent meetings would be helpful. A drawback
of finishing SAB recruitment before scheduling is poten-
tially delaying the start of the study as well as diminished
enthusiasm from SAB members who agreed to participate
first. Because it may be unrealistic to finish recruitment of
all SAB members prior to the first meeting, we recommend
alternative solutions such as having mini-meetings between
the primary SAB meetings to help bring newly-recruited
members up to speed prior to the larger meetings.

4.1 Lessons learned
Findings from this study support the existing literature on
best practices of stakeholder engagement in clinical re-

search.!') For example, early and continual involvement of
the SAB was particularly useful. At the first meeting, it was
essential to provide all SAB members with a brief overview
of the RCT and discuss the life cycle of the clinical trial.
This made it possible for stakeholders to identify potential
challenges early on for the research team to address. Hosting
more frequent meetings prior to the start of the RCT was
also helpful for the research team to build a stronger rela-
tionship with the SAB, with open and honest communication
to foster meaningful collaboration going forward. In these
early meetings, it was essential that the research team posed
questions to the SAB that were actionable (e.g., asking the
SAB for feedback on recruitment materials and recruitment
pathways). SAB feedback could then immediately be incor-
porated to adapt the intervention and its implementation. We
recommend sharing meeting agendas in advance with the
SAB in order to clarify the meeting objectives. Finally, a fun-
damental feature of community-based participatory research
is to report back to stakeholders on how their feedback is
utilized and demonstrate any products or changes that result
from their feedback.!""!

Table 4. Best practices of stakeholder engagement in clinical research for severe mental illness

Best Practices of SAB Engagement in Clinical Research

Early and Continual Communication

More frequent meetings at the beginning builds stronger, more collaborative relationships

Make accommodations when needed (e.g., scheduling)
Clear Description of Study Design and Timeline

Ensures all stakeholders have equal understanding of the topic in order to freely contribute ideas
Makes it possible for stakeholders to identify challenges early on

Clarify SAB Role and Expectations

Cultivates mutual respect and understanding between SAB and research team

Actionable Requests During Meetings

Feedback can then be immediately incorporated into the intervention and/or its implementation

Share Meeting Objectives

Keeps SAB meetings focused and improves meeting evaluations

Enables SAB members to prepare in advance
Report Back

Shows the SAB that their input is valued, making it more likely they will continue contributing

4.2 Impact of COVID-19

Recruitment of SAB members was impacted by the ongoing
pandemic, COVID-19. As patients were not attending in-
person clinical visits, they were unlikely to see posted flyers.
As such, most recruitment occurred virtually via phone calls,
which made it more difficult to recruit family members and
patients. Engagement with the SAB was entirely virtual as
well, through Zoom. This made meetings easier to attend for
some SAB members, who could join right after work and not
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have any commute or transportation concerns. Completion of
the satisfaction surveys after meetings may have been lower
than compared to in-person collection.

The ongoing COVID-19 pandemic impacted relatively few
but significant features of the study. Fortunately, since the
SAB was always intended to meet virtually, this aspect of
the study remained unaffected by the pandemic. One pri-
mary change was adjusting elements of the study design from
in-person to virtual, specifically for blood pressure measure-
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ment and research telehealth visits. Secondly, the research
team communicated almost entirely via remote methods,
which is progressively improving over time but still cum-
bersome. The most significant consequence is that people
who are vulnerable to COVID-19 (i.e., those with serious
mental illness, and racial groups such as African-Americans
who are more likely to have HTN) are less likely to seek any
healthcare, including involvement in research studies.

4.3 Best practices for engaging SABs

Our recommendations for meaningful engagement with
SABs are comparable to the NIH guidelines around stake-
holder engagement, as well as leading implementation Sci-
ence guidelines.** 20211 Our recommendations for best prac-
tices for future research are summarized in Table 4. The
Inverse Care Law and Inverse Equity Hypothesis put forth

by Cookson et al. (2021) posits that individuals with the
greatest need of clinical intervention are generally the least
likely to receive it; engagement with a SAB is one strategy of
addressing care gaps, including representativeness of patient
groups in clinical research.

FUNDING

This publication was supported by the National Heart, Lung,
and Blood Institute of the National Institutes of Health under
Award Number RO1HL149409.

CONFLICTS OF INTEREST DISCLOSURE

The content is solely the responsibility of the authors and
does not necessarily represent the official views of the Na-
tional Institutes of Health.

REFERENCES

[1] Barger S, Sullivan SD, Bell-Brown A, et al. Effective stakeholder
engagement: design and implementation of a clinical trial (SWOG
S1415CD) to improve cancer care. BMC Med Res Methodol. 2019;
19(1): 119. PMid:31185918. https://doi.org/10.1186/s128
74-019-0764-2

[2] Goodman MS, Sanders Thompson VL. The science of stakeholder
engagement in research: classification, implementation, and eval-
uation. Transl Behav Med. 2017; 7(3): 486-91. PMid:28397159.
https://doi.org/10.1007/s13142-017-0495-2

[3] Hamilton AB, Brunner J, Cain C, et al. Engaging multilevel stakehold-
ers in an implementation trial of evidence-based quality improvement
in VA women’s health primary care. Transl Behav Med. 2017; 7(3):
478-85. PMid:28585163. https://doi.org/10.1007/s13142-0
17-0501-5

[4] Harrison JD, Auerbach AD, Anderson W, et al. Patient stakeholder
engagement in research: A narrative review to describe foundational
principles and best practice activities. Health Expect. 2019; 22(3):
307-16. PMid:30761699. https://doi.org/10.1111/hex.1287
3

[5] Walker ER, Zahn R, Druss BG. Applying a Model of Stakeholder
Engagement to a Pragmatic Trial for People With Mental Dis-
orders. Psychiatr Serv. 2018; 69(11): 1127-30. PMid:30089446.
https://doi.org/10.1176/appi.ps.201800057

[6] Abrams R, Park S, Wong G, et al. Lost in reviews: Looking for the in-
volvement of stakeholders, patients, public and other non-researcher
contributors in realist reviews. Res Synth Methods. 2021; 12(2): 239-
47. PMid:32985074. https://doi.org/10.1002/jrsm. 1459

[7] Bateman LB, Schoenberger YM, Hansen B, et al. Confronting
COVID-19 in under-resourced, African American neighborhoods:
a qualitative study examining community member and stakehold-
ers’ perceptions. Ethn Health. 2021; 26(1): 49-67. PMid:33472411.
https://doi.org/10.1080/13557858.2021.1873250

[8] Faija CL, Gellatly J, Barkham M, et al. Enhancing the Behaviour
Change Wheel with synthesis, stakeholder involvement and decision-
making: a case example using the *Enhancing the Quality of Psy-
chological Interventions Delivered by Telephone’ (EQUITy) re-

Published by Sciedu Press

search programme. Implement Sci. 2021; 16(1): 53. PMid:33990207.

https://doi.org/10.1186/s13012-021-01122-2
[9] Hornbuckle LM, Rauer A. Engaging a Community Advisory Board
to Inform an Exercise Intervention in Older African-American Cou-
ples. J Prim Prev. 2020; 41(3): 261-78. PMid:32410065. https:
//doi.org/10.1007/s10935-020-00589-x
Kogan JN, Schuster J, Nikolajski C, et al. Challenges encountered
in the conduct of Optimal Health: A patient-centered compara-
tive effectiveness study of interventions for adults with serious
mental illness. Clin Trials. 2017; 14(1): 5-16. PMid:27681658.
https://doi.org/10.1177/1740774516670895
Connors E, Selove R, Canedo J, et al. Improving Community Advi-
sory Board Engagement in Precision Medicine Research to Reduce
Health Disparities. J Health Dispar Res Pract. 2019; 12(6): 80-94.
Deverka PA, Lavallee DC, Desai PJ, et al. Stakeholder participa-
tion in comparative effectiveness research: defining a framework
for effective engagement. J Comp Eff Res. 2012; 1(2): 181-94.
PMid:22707880. https://doi.org/10.2217/cer.12.7
Petkovic J, Riddle A, Akl EA, et al. Protocol for the development of
guidance for stakeholder engagement in health and healthcare guide-
line development and implementation. Systematic Reviews. 2020;
9(1): 1-11. PMid:32007104. https://doi.org/10.1186/s136
43-020-1272-5
Gaglio B, Shoup JA, Glasgow RE. The RE-AIM framework: a sys-
tematic review of use over time. Am J Public Health. 2013; 103(6):
¢38-46. PMid:23597377. https://doi.org/10.2105/AJPH. 201
3.301299
Glasgow RE, Vogt TM, Boles SM. Evaluating the public health
impact of health promotion interventions: the RE-AIM frame-
work. American Journal of Public Health. 1999; 89(9): 1322-7.
PMid:10474547. https://doi.org/10.2105/AJPH.89.9.1322
Minkler M, Salvatore A, Chang C. Participatory approaches for study
design and analysis in dissemination and implementation research.
Dissemination and Implementation Research in Health: Translating
Science to Practice. 2012; 192: 212. https://doi.org/10.1093/
acprof :0s0/9780199751877.003.0010
Adams J, Scott J. Predicting medication adherence in severe men-
tal disorders. Acta Psychiatrica Scandinavica. 2000; 101(2): 119-24.

17

(10]

(11]

[12]

[13]

[14]

[15]

[16]

(17]


https://doi.org/10.1186/s12874-019-0764-2
https://doi.org/10.1186/s12874-019-0764-2
https://doi.org/10.1007/s13142-017-0495-z
https://doi.org/10.1007/s13142-017-0501-5
https://doi.org/10.1007/s13142-017-0501-5
https://doi.org/10.1111/hex.12873
https://doi.org/10.1111/hex.12873
https://doi.org/10.1176/appi.ps.201800057
https://doi.org/10.1002/jrsm.1459
https://doi.org/10.1080/13557858.2021.1873250
https://doi.org/10.1186/s13012-021-01122-2
https://doi.org/10.1007/s10935-020-00589-x
https://doi.org/10.1007/s10935-020-00589-x
https://doi.org/10.1177/1740774516670895
https://doi.org/10.2217/cer.12.7
https://doi.org/10.1186/s13643-020-1272-5
https://doi.org/10.1186/s13643-020-1272-5
https://doi.org/10.2105/AJPH.2013.301299
https://doi.org/10.2105/AJPH.2013.301299
https://doi.org/10.2105/AJPH.89.9.1322
https://doi.org/10.1093/acprof:oso/9780199751877.003.0010
https://doi.org/10.1093/acprof:oso/9780199751877.003.0010

http://ijh.sciedupress.com International Journal of Healthcare 2022, Vol. 8, No. 2

PMid:10706011. https://doi.org/10.1034/j.1600-0447.20 [20] Concannon TW, Fuster M, Saunders T, et al. A systematic review

00.90061.x of stakeholder engagement in comparative effectiveness and patient-

[18] Esmail L, Moore E, Rein A. Evaluating patient and stakeholder centered outcomes research. Journal of General Internal Medicine.
engagement in research: moving from theory to practice. Jour- 2014; 29(12): 1692-701. PMid:24893581. https://doi.org/10
nal of Comparative Effectiveness Research. 2015; 4(2): 133-45. .1007/511606-014-2878-x

PMid:25825842. https://doi.org/10.2217/cer.14.79
[19] McDavitt B, Bogart LM, Mutchler MG, et al. Peer Reviewed: Dis- [21] Concannon TW, Meissner P, Grunbaum JA, et al. A new taxon-

semination as Dialogue: Building Trust and Sharing Research Find- omy for stakeholder engagement in patient-centered outcomes re-
ings Through Community Engagement. Preventing Chronic Disease. search. Journal of General Internal Medicine. 2012; 27(8): 985-
2016; 13. PMid:26986541. https://doi.org/10.5888/pcd13. 91. PMid:22528615. https://doi.org/10.1007/s11606-012
150473 -2037-1

18 ISSN 2377-7338 E-ISSN 2377-7346


https://doi.org/10.1034/j.1600-0447.2000.90061.x
https://doi.org/10.1034/j.1600-0447.2000.90061.x
https://doi.org/10.2217/cer.14.79
https://doi.org/10.5888/pcd13.150473
https://doi.org/10.5888/pcd13.150473
https://doi.org/10.1007/s11606-014-2878-x
https://doi.org/10.1007/s11606-014-2878-x
https://doi.org/10.1007/s11606-012-2037-1
https://doi.org/10.1007/s11606-012-2037-1

	Introduction
	Methods
	SAB recruitment
	Responsibility and expectations of the SAB
	Structure of SAB meetings and communication
	SAB meeting evaluation

	Results
	Contributions of the SAB, including identification of study implementation barriers and strategies for overcoming these challenges
	Trial design
	Participant recruitment
	Participant retention
	Patient accessibility of technology

	SAB member satisfaction

	Discussion
	Lessons learned
	Impact of COVID-19
	Best practices for engaging SABs


