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This article details participatory strategies in modestly funded, short-term
studies that shape larger clinical and translational research. Specifically, we
document engagement practices and strategies used in small-scale pilot studies
for which the funder required applicants have a community and stakeholder
engagement (CSE) plan. Drawing on the broadly-engaged team science
framework, we identify practices that facilitate engagement in these studies,
challenges, and potential strategies for addressing identified challenges.
Investigators can implement many of the identified practices and strategies,
whereas others require system-level changes by funders and/or research support

organizations.

At the project level, investigator practices that facilitate initial engagement
include secking alignment between stakeholder priorities and study goals and
using existing personal and professional networks. Sustained and valuable CSE
is enabled by drawing on relevant stakeholder expertise, clear PI
communication, and building collaborative teams. Challenges and potential
solutions include conducting effective team meetings, particularly with larger
groups, which could be optimized by building and sustaining authentic
stakeholder relationships prior to online interactions. Additionally, secking to
understand and be responsive to stakeholders’ perspectives on what makes
engagement meaningful — at the beginning and throughout the study — is
essential to build trust and facilitate productive and authentic engagement.

Funders and research support organizations play important roles in shaping a
research context conducive to authentic stakeholder participation. For example,
investigators experience challenges with engagement throughout a study
lifecycle, and research support organizations can provide accessible CSE
expertise. Establishing new stakeholder contacts is a barrier for many
investigators, and funders and research support organizations can address this
by training investigators, facilitating connections, and preparing stakeholders for
engagement. Insufficient CSE funding, limited stakeholder capacity, and

barriers to non-scientist engagement due to standard research practices present
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additional obstacles that require funders to promote the cultural change
required to foster engagement. These participatory strategies and
recommendations can facilitate the implementation of CSE into the full

translational process by beginning with preliminary studies.

Introduction

Translating health-related scientific discoveries into meaningful clinical and
public health impact is a slow and uncertain process, taking an average of 17
years (Morris et al., 2011) if it occurs at all. Engaging the stakeholders affected
by research results—including patients, caregivers, community members, and
clinicians—is a promising strategy to improve the relevance and impact of
clinical and translational research (CTR) (Selker & Wilkins, 2017) and to
support dissemination and implementation of results (Brett et al., 2014; The
Value of Engagement, 2023). This “broadly engaged team science” approach
(Selker & Wilkins, 2017) opens space for community members and other
stakeholders [hereafter ‘stakeholders’ (SHs)] to contribute insights from lived
experience, contextual knowledge, skills, and awareness of unmet needs that
can shape research questions, interventions, and the selection of study
outcomes that matter most to patients and communities (7he Value of
Engagement, 2023).

Much of what is known about the potential benefits, challenges, and
strategies for effective broadly engaged team science is based on well-
funded, longer-term research projects. For example, the Patient Centered
Outcomes Research Institute (PCORI), which requires participation of
community members and other stakeholders throughout projects
(Engagement Resources, 2021; Forsythe et al., 2016; Frank et al., 2020),
funds multi-year projects with a median award amount of ~$300,000 between
2012-2023 (Explore Our Portfolio, n.d.). Even pilot projects funded by
PCORI have lasted two to six years.

For longer-term projects funded by PCORI and others, existing literature
posits that engaging stakeholders enhances research design, study materials,
recruitment, research conduct, and results interpretation; improves research
quality and cultural relevance; and facilitates more meaningful dissemination
into communities (Brett et al., 2014; Brodt et al., 2015; Cukor et al., 2016;
Forsythe et al., 2016; Israel et al., 1998; Morgan et al., 2022; Pinsoneault et
al., 2019). In these larger studies, previously reported challenges to achieving
these benefits, and strategies to overcome them, relate to team building and
cohesion, limited time and resources, training and skill-building, and broader
cultural elements.

Yet, many larger health-related studies evolve from smaller proof-of-
concept or short-term pilot studies, and engaging stakeholders in these initial
studies can help shape the direction of subsequent larger studies and
maximize the potential benefits of engagement and the study. Building on
prior evidence from longer-term research, this article examines CSE in a
different context: early-stage, modestly funded pilot projects across the
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translational spectrum. By describing the strategies, experiences, and
perspectives of investigators and stakeholders involved in these initial projects,
we address the research question: What are effective practices and strategies
for engaging stakeholders and community members in early-stage,
modestly funded research that shapes larger studies? Results will inform
investigators, their affiliated organizations, and funders about strategies for
embedding meaningful stakeholder engagement from the start of
translational research.

Known Challenges and Strategies of Implementing CSE in Longer-term
Research

Existing literature, focusing on longer-term studies, identifies four
categories of challenges to and facilitative strategies for implementing effective
engagement: i) team building and cohesion; ii) time and resources; iii)
training and skill-building; and iv) broader cultural elements.

First, team building and cohesion in the context of implementing CSE
bring challenges that begin with identifying the pertinent stakeholders and
achieving representativeness among stakeholders (Ashcroft et al., 2016; Boote
et al.,, 2011; Brett et al., 2014; Concannon et al., 2019; Cukor et al., 2016;
Forsythe et al., 2016). Additional challenges range from navigating conflict
(Ashcroft et al., 2016; Boote et al., 2011) and mistrust between investigators
and stakeholders (Forsythe et al., 2016; Israel et al., 1998) to setting clear
expectations as well as sustaining participation over time (Brett et al., 2014;
Concannon et al., 2019; Cukor et al., 2016; Forsythe et al., 2016).

Known strategies to build broadly engaged teams and increase cohesion
begin with thoughtfully identifying stakeholders early in study development
and demonstrating to them the value of engagement (Brodt et al., 2015;
Cukor et al., 2016; Forsythe et al., 2016; Israel et al., 1998; Pinsoneault
et al., 2019). As the research progresses, investigators can create a written
engagement plan (Concannon et al., 2019), clearly define stakeholder roles
and expectations (Brodt et al., 2015; Cukor et al., 2016; Forsythe et al., 2016),
co-create group norms and goals (Israel et al., 1998), conduct regular meetings
(Pinsoneault et al., 2019), adapt communications to meet stakeholder needs
(Forsythe et al., 2016), promote shared leadership (Forsythe et al., 2016; Israel
et al., 1998; Pinsoneault et al., 2019), and demonstrate an appreciation for
stakeholders’ input (Israel et al., 1998).

Second, implementing CSE may necessitate additional time, resources,
and complexity (Boote et al., 2011; Brett et al.,, 2014; Concannon et al.,
2019; Forsythe et al., 2016; Israel et al., 1998; LeClair et al., 2020; Nease
et al., 2018), including funding to support engagement and compensate
stakeholders for their time (Ashcroft et al., 2016; Brett et al, 2014;
Concannon et al., 2019; LeClair et al., 2020). Additional potential challenges
include short timelines for integrating stakeholder perspectives (Ashcroft et
al., 2016), such as for grant submissions (Cukor et al., 2016), and navigating
conflicts over how funds should be spent (Israel et al., 1998). In contrast,
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funding to support community activities and stakeholder remuneration is a
powerful strategy to successfully implement CSE (Boote et al., 2011; Forsythe
et al., 2016; Israel et al., 1998; Nease et al., 2018; Pinsoneault et al., 2019).

Third, investigators and stakeholders may lack relevant training, expertise,
and skills. Many investigators lack an understanding of or mentorship in CSE,
its best practices, and cultural sensitivity (Boote et al., 2011; Forsythe et al.,
2016; Israel et al., 1998; LeClair et al., 2020; Nease et al., 2018). Likewise,
stakeholders often lack training in research methods and a full understanding
of the specific research topic (Boote et al., 2011; Brett et al., 2014; Cukor et
al., 2016; Forsythe et al., 2016; Israel et al., 1998). Building investigator and
stakeholder capacity in these areas supports engagement (Boote et al., 2011;
Forsythe et al., 2016; Israel et al., 1998; Nease et al., 2018); it is important for
investigators to clearly communicate the research topic and scientific methods
to stakeholders (Boote et al., 2011).

Finally, broader cultural contexts can support or impede CSE
implementation. Challenges can include cultural and social dynamics of the
community (Boote et al., 2011; Israel et al., 1998), power imbalances between
investigators and stakeholders (Brett et al., 2014), and misalignment between
CSE and traditional academic promotion criteria that do not account for
the time involved in CSE implementation and rewards independent research
(Israel et al., 1998; Nease et al., 2018). Contexts supportive of implementing
CSE include local expertise in engagement methods, existing connections
between investigators and stakeholders, and a research culture that supports
engagement (Nease et al.,, 2018). Standard research practices supportive of
CSE, or lack thereof, can affect its success, e.g., availability of an “IRB
protocol that could be used for community partnerships” and standard
dissemination processes that include community partners (Nease et al., 2018).

Tufts CTSI Pilot Studies Program and Participatory Requirement

Given the posited benefits of engagement to research quality and relevance
among longer-term studies, Tufts Clinical and Translational Science Institute
(CTSI) leveraged its role as a funder and research support organization to
catalyze engagement early in research conceptualization, i.e., proof-of-concept
studies or preliminary data collection to support funding a larger follow-on
study. Tufts CTSI believed engagement at those early stages was important
to define the direction of larger subsequent studies by aligning with the needs
and priorities of stakeholders to increase studies’ relevance and potential
impact.

In contrast to larger, longer-term studies, since 2009 Tufts CTSI has
funded early-stage, modestly funded pilot projects, each with funds ranging
from $30,000 to $60,000 for a one-year duration. The goal of the Pilot
Studies Program was to provide seed funding for proof-of-concept studies or
initial assessment of innovative ideas across the translational spectrum, from
early testing for safety to studies with patients and public health initiatives.
Concurrently, Tufts CTSI’s Community and Stakeholder Engagement
Program developed frameworks, guidelines and approaches to support
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community engaged research and broadly engaged team science (Concannon,
2015; Concannon et al., 2012; Concannon, Fuster, et al., 2014; Concannon,
Guise, et al., 2014; Hacker et al.,, 2012; Rubin et al., 2014; Rushforth &
Selker, 2022; Selker & Wilkins, 2017).

Recognizing the synergies of these two initiatives, Tufts CTSI established a
requirement that its funded pilot studies include engagement of community
members and other stakeholders. To assist investigators in meeting this
requirement, the hub provided written guidance and consultations about
implementing broadly engaged team science. Importantly, this framework
recognizes that engagement cannot be formulated as a singular approach
for every research project. Instead, a fit-for-purpose approach is essential to
incorporate a variety of stakeholders in different roles as appropriate for the
translational stage of the research (Rushforth & Selker, 2022). The program
expected awardees to engage stakeholders effectively in their research,
including evolving engagement strategies in response to stakeholder feedback
and emerging needs.

This article describes the experiences with and strategies for implementing
participatory research among Tufts CTSI Pilot Studies Program awardees.
To our knowledge, this article is the first to report insights from both
investigators and stakeholders about engagement in initial, modestly funded
health-related projects across the translational spectrum that are designed to
inform follow-on research or practice.

Methods

Overview

An evaluation team independent of the Pilot Studies Program led a mixed
methods study about the new CSE requirement, with the dual goal of
informing program improvements and contributing to existing literature.
The study elicited perspectives and experiences across three annual Pilot
Studies cohorts (2019-2021). The current report focuses on strategies and
recommendations of awarded teams (Principal Investigators (PIs) and
Stakeholders (SHs)) regarding implementing CSE during the award period.
The evaluation study was reviewed and approved by the Tufts Health
Sciences Institutional Review Board.

Participants and Recruitment

Study participant recruitment occurred when the funding period for each
pilot project ended. A Tufts CTSI evaluator invited each PI to participate in
an interview about their experience implementing CSE. PIs were also asked
to identify one SH who was involved in project activities to be invited for an
interview. Both PIs and SHs received an initial email invitation, followed by
two reminder emails, a phone call, and a final reminder email, as needed. For
PIs, evaluators also contacted their administrative assistants.
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Eleven pilot awardee teams received extensions of up to one year to
complete their projects, due to the COVID-19 pandemic (63%) or other
unforeseeable delays sometimes in combination with COVID-19 delays
(36%). In these cases, recruitment was delayed until the end of the extension
period to retain consistency in conducting interviews at the end of each
project’s funding period. Recruitment occurred from August 2020 to August
2022.

Data collection

Two semi-structured interview guides, one for PIs and one for SHs,
were developed to elicit information about implementing CSE. Both guides
addressed a range of topics, including facilitating strategies and challenges;
recommendations to investigators, research support organizations, and
funders for enhancing CSE implementation; and perceived meaningfulness of
CSE. Additionally, the PI guide focused on how stakeholders were involved
(in planned and unplanned ways), and the SH guide explored
recommendations for how other stakeholders can make participation
meaningful.

Each interview was conducted by an evaluation team member who had
previous training in qualitative methods. To optimize data quality, evaluators
participated in study-specific mock interviews before conducting interviews
and in team reflection sessions during the data collection period. All
interviews were conducted via videoconference and, with participant
permission, recorded and transcribed for accurate analysis. PI interviews
averaged approximately 26.7 minutes (based on 13 recorded interviews; one
interview was documented through notes rather than recording, and
interview length is unknown), and SH interviews averaged approximately
26.2 minutes. Interviewees did not receive compensation or other incentive
to participate.

Data analysis

The evaluation team utilized an inductive process to analyze interview
data. Two analysts independently coded an initial batch of transcripts and
developed independent draft codebooks, met to compare their coding, and
developed a working codebook with codes and definitions (Lofland &
Lofland, 2009). Throughout the coding process, analysts independently
coded interviews, meeting regularly to reconcile their coding and revise the
codebook as needed. As new codes were added and existing codes were
modified, previously coded interviews were reviewed to ensure coding
matched the most recent codebook.

Next, the team conducted thematic content analysis by exploring
connections between codes and using memos to elucidate emerging themes
(Green & Thorogood, 2009). Particular attention was paid to the most
frequently used codes. The team then organized coded segments by theme
and compared themes across PI and SH groups to identify commonalities and
differences. The team organized results into methodological domains relevant

Journal of Participatory Research Methods



Implementation Strategies for Strengthening Community and Stakeholder Engagement in Clinical and Translational Pilot S...

Table 1. Pilot Project Stakeholder Categories Defined by Analysts

Category Definition Examples
External SHs played a role in the study Clinicians who facilitate the ability of the study team to recruit by providing
tothe but were not involved in connections, space, or information to potential participants but who are not
study conducting study activities. involved in conducting the informed consent process;
team Representatives of key SH groups who provide feedback on materials or
approaches but do not make decisions about whether or how that feedback is
used
Study SHs’ input (i.e., study data) was Focus group participants whose input shapes the next phase of the study
participant used to shape or contribute to
other parts of the study in
some way.
Part of the SHs were involved in SHs contributing to developing the theoretical approach, decision-making
study conducting study activities as about study plans, conducting the informed consent process, collecting and
team other study members do. analyzing data, and/or moving the research to the next phase of development

to participatory research practice, including: facilitating strategies; barriers;
and recommendations to funders, research support organizations, and other
investigators.

To describe how CSE was implemented across pilot projects, three
categories of SHs were defined: those external to the study team, those who
were study participants, and those who were study team members (Table 1).
This categorization was intended to elucidate the types of engagement only.
The analysis assumed all categories were of equal value and approached data
from PIs and SHs across all categories in the same manner.

Results

Opverall, engagement in short-term, initial pilot projects was feasible and
operationalized as a set of interconnected practices and strategies. Across a
range of project types, project teams enacted engagement, including studies
at both early and later translational stages. The findings highlight that
engagement is shaped not only by investigator and stakeholder practices, but
also by the cultural and infrastructural conditions that support them.

Participant Characteristics

A total of 19 PIs and SHs participated in interviews about engagement
practices and strategies across 14 pilot projects (Table 2). Fourteen out of 24
PIs (58%) participated, and 12 of those spoke to their levels of experience.
Most were experienced investigators, but more than half reported no or little
previous experience with implementing CSE. Five SHs from five distinct
projects participated in an interview.

Project Stakeholders and Translational Stages

The 14 projects engaged SHs with a range of backgrounds and roles, and
represented research across the translational spectrum (Table 3). By the end
of each project’s one-year funding period, most (n=12, 86%) had achieved
participation of stakeholders in some capacity, and PIs for the two remaining
projects (14%) planned to do so.

Journal of Participatory Research Methods



Implementation Strategies for Strengthening Community and Stakeholder Engagement in Clinical and Translational Pilot S...

Table 2. Participant Characteristics

Participant Characteristics N

%

Principal Investigators (N=12%)

Research experience

More than 10 years

58%

6-10vyears 4

33%

Upto 2 years 1

8%

Prior Experience Conducting Research with Stakeholders

A great deal/some 4

33%

A little/none

67%

Community members and other stakeholders (N=5)

Affiliation
Community organization representative 3 60%
Community organization staff participating for personal reason 1 20%
Individual (clinician scientist) 1 20%

*2 Principal Investigators did not respond about their background.

Engaged SHs were patients, patient groups, clinicians (e.g., neurologists,

ophthalmologists, occupational therapists), organizational representatives,
and community members. Based on our definitions, SHs were included most
commonly in roles external to the study team, followed by including them
as study team members and then as study participants. This pattern held
for projects for which CSE implementation was complete at the time of the
interview and those for which CSE was planned during post-funding work
on the project.

At the time of the interview, SHs had been involved in various phases of
the pilot study, including planning (64%), study conduct (50%), recruitment
(50%), interpretation or dissemination of results (29%), and efforts to achieve
future funding (14%).

CSE appeared to vary by translational phase (Figure 1). The two projects
for which PIs had yet to engage stakeholders at the time of the interview
were among the nine representing earlier stages of translation (T1-T1.5), in
which stakeholder participation in conducting research can be perceived as
more difficult.
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Table 3. Characteristics of Pilot Projects Included in Study (N=14)

All projects Project with interviewed stakeholder
Characteristic N-14 | N=5 %

Type of Stakeholder Involvement, Completed** and Planned***

External to research team

Completed 8 57% 4 80%

Planned 7 50% 3 60%
Member of research team

Completed 6 43% 1 20%

Planned 4 29% 0 0

Research participant
Completed 2 14% 1 20%
Planned 1 7% 1 20%

Aspects of Pilot Project with Stakeholders Involved?

Planning 9 64% 5 100%
Intervention/Data Collection 7 50% 2 40%
Recruitment 7 50% 4 80%

Results/Dissemination

Completed 4 29% 1 20%

Planned 11 79% 5 100%
Subsequent funding application 2 14% 0 0

Adjudicated translational phase (T-phase)

T5 3 21% 0 0
T.5/T1 2 14% 0 0
T1 4 29% 1 20%
T2/T3 1 7% 1 20%
T3 3 21% 2 40%
T3/T4 1 7% 1 20%

* Percentages do not sum to 100 because stakeholders may participate in multiple aspects of research.

**Completed: stakeholder involved before the interview.

*** Planned: stakeholder not yet involved or not yet completed involvement

2 T.5: bridging pre-clinical concepts and prototypes to initial human studies; T1:from laboratory and pre-clinical findings to human studies; T2: from human
studies to clinical research: T3: from initial, controlled clinical research into clinical practice; T4: from health care delivery into community and policy impact

(What Is Translational Science?, n.d.).
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100%
100%

M External to research team -
80% completed
External to research team -
60% planned

B Member of research team -
44%44%44% comp leted

40%
40% 33% Member of research team -
planned
20% 20%20% M Research participant -
11%11% completed
. 0% Research participant - planned
0%

Earlier translational stages (T1—  Later translational stages (T2-T4)
T1.5) (n=5)
(n=9)

60%

Figure 1. Type of Stakeholder Involvement Across Translational Stages

These earlier translational stages focus on early research development and
feasibility, and CSE that occurred was concentrated primarily in idea
generation, study design, and study conduct. In these projects, clinicians
and other SHs were most often engaged as members of the research team,
contributing to protocol development and early-stage refinement. On the
other hand, pilot projects at later translational stages (T2-T4), which
emphasize testing, implementation, and dissemination, more often engaged
SHs external to the research team, such as organizational representatives and
community partners, in recruitment and anticipated dissemination activities.

As many projects were not yet fully completed by the time of the interview,
eleven PIs (79%) indicated plans to further engage stakeholders to help
interpret or disseminate study results, even though funding had ended.
Looking to future research studies, all PIs intended to involve stakeholders in
their future work, especially to ensure research would be useful to patients
and the broader community and to support recruitment and interpretation
of results.

Facilitating Strategies, Barriers, and Corresponding Recommendations

Facilitating strategies

Respondents identified three main facilitating strategies for successful CSE
implementation (Table 4). First, initial CSE was catalyzed by drawing on
existing networks and seeking stakeholders with a connection to the study
topic. PIs employed diverse strategies to garner interest among potential
stakeholders, including utilizing investigators’ personal and professional
networks, establishing organizations or patient groups, and using flyers and
formal phone scripts (7 PIs). As a PI said, “if we were starting from scratch
or if I had to do this solo, that would’ve been a lot harder” (PI 6).
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Additionally, stakeholders had greater buy-in or commitment when they
participated in research that aligned with the mission of their organizations,
their personal aspirations, or their professional goals (3 PIs, all SHs). For
example, a SH in an advocacy role noted the value of being familiar with the
research. “I need to be able to back up what I'm saying in some way...and I
need to be able to push people in the right direction” (SH B). Alignment with
the mission of a stakeholder’s organization paved the way for straightforward
administrative processes, access to organizational resources, and the ability to
involve co-workers in the research.

Second, sustained and valuable CSE was supported by building a
collaborative team, ensuring clear PI communication, and drawing on
relevant stakeholder expertise (4 PIs, all SHs). Proactive efforts to “break
down silos” (PI 13) inhibiting stakeholder involvement in academic/medical
spaces supported collaboration (2 PIs). Effective communication by PIs,
encompassing both verbal exchanges and written materials (e.g., meeting
agendas and minutes), facilitated the preparation and active engagement
of stakeholders (3 SHs). SHs highlighted the value of structured
communication, including materials provided ahead of the meetings that
were “well broken down” (SH C) and easy to reference, as well as clear
guidance that “lay[s] out what needs to be done” (SH D). One SH
underscored the importance of clear communication, attributing the lack
thereof to a diminished capacity to engage effectively in the study.
Additionally, leveraging stakeholders’ expertise and knowledge pertinent to
the study, particularly in areas such as study recruitment, fostered sustained
and impactful CSE (3 PIs, 3 SHs).

Third, accessing CSE expertise and resources while conducting the study
provided scaffolding for success (8 PIs). Sources of this expertise included
Tufts CTSI staff and resources posted on the Tufts CTSI website (6 PIs)
as well as guidance from study team members with CSE experience, such as
informing decisions about remuneration for stakeholders (2 PIs).

Barriers and recommendations to strengthen CSE

Four barriers limited feasible and meaningful engagement, and respondents
recommended four approaches to strengthen and expand CSE (Table S).
These recommendations offer solutions to the barriers experienced while
implementing CSE and a vision for developing a research infrastructure that
better supports participatory research.

The first barrier revolved around conducting effective team meetings,
often because implementing CSE necessitates larger groups (4 PIs, 3 SHs;
Table 6). Coordinating schedules and finding mutual availability among
investigators and stakeholders within a team was more complex with larger
groups. Virtual meetings were necessary to help with scheduling challenges
but had important limitations for creating comfortable and safe spaces to
build and maintain rapport among team members and to support sustained
attention.
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Table 4. Illustrative Quotations: CSE Facilitating Strategies (12 PIs, all SHs)

Facilitating Strategies, sub-theme(s), and illustrative quotation(s)

Strategy 1: Initial engagement was catalyzed by drawing on existing networks and seeking alignment between a stakeholder’s
priorities and the research (8 Pls, all SHs).

Existing networks were a valuable resource to identify and gain a commitment from stakeholders (7 Pls).

“I leaned heavily on my professional connections. So they were all individuals | knew well and have worked with for years in
various capacities.” (Pl 14)

Aninvestigator attended an organization’s patient engagement events to learn more about the condition and interact with
patients outside of Tufts. (Pl 11)*

Stakeholder engagement was supported when there was a clear connection between the research and stakeholders’ organizational or personal
priorities (3 Pls, all SHs).

“I think starting with kind of mid-level organizations...who may have...their own motivations for working with you, so that you're
not just asking a favor. ...what you're offering is something that they see as beneficial for reasons of their own is a good place to
start” (P1 5)

“| totally support the study. | personally took some of the stuff and used it myself ...the techniques work, and...I continue to pass
it on to my clients. So | guess that’s why | was just so heavily, like, “Yes, I'min, I'm here, I'm here.” (SHE)

Strategy 2: Sustained and valuable CSE was bolstered by building a collaborative team, ensuring clear Pl communication, and
drawing on relevant stakeholder expertise (4 Pls, all SHs).

Investigator efforts to actively remove barriers supported collaboration (2 Pls).

“I think people look at working with academic institutions as...kind of onerous and cumbersome. But | think when you...are
committed to shepherding... [stakeholders] through the process...it really breaks down silos quickly.” (Pl 3)

“... 1 think that they [the stakeholders] felt they had buy-in once they were able to see what we're doing.” (P1 14)

Clear communication from investigators helped sustain stakeholder involvement (3 SHs).

“...So the materials that we were able to utilize ahead of time...a description of the project and minutes of the prior meetings and
then an agenda for the current meeting, those materials were really helpful..” (SH C)

Stakeholders’ expertise in specific areas supported sustained and impactful CSE (3 Pls, 3 SHs).

“[Stakeholder] has been very good. They've been very helpful and collaborative.... They’re doing the recruiting and they’ve been
doing agood job of it” (Pl 1)

“..the fact that | do research in the clinic as well...so | do understand with research how it's important to be very rigorous in how
you enact the study..” (SH D)

Strategy 3: Accessing CSE expertise and resources provided scaffolding for success during study conduct (8 Pls).

Support for CSE from Tufts CTSI staff (6 Pls)

“I think the facilitators are knowing that | had a strong CTSI team behind me always... That really made a difference. | didn’t
need them every day. But | knew that when | did need them that we would get it taken care of. And we did.” (P1 3)

CTSI Pilot Studies CSE resources and materials (1 PI)

“I know you have quite a bit of material on your website. | mean | went and looked at that ...so | think you have pretty good
material already for that.” (Pl 10)

Expertise in CSE on the research team (2 Pls)

“I think we were very fortunate and lucky that we had [someone experienced in CSE] on our team..Whenever we had a question
of “Well, how often should we do this?” or “..what is typical payment...thank you’ for doing this? What's ...appropriate to ask of
them?” Wanting to keep people informed versus not knowing whether you’re asking too much of them. Those were all
questions that [team member] was able to answer for us and say, ‘Based on my experience, this is what's typical.” (Pl 6)

* Paraphrased because interview was not audio recorded.

Among the four recommendations to strengthen CSE, the suggestion that
investigators focus more time and energy on building authentic, sustained
relationships with stakeholders (6 PIs, all SHs; Table 7) can help mitigate
the limitations of virtual meetings. Developing rapport and mutual
understanding by listening and getting to know stakeholders before
beginning a research project provides a foundation for effective group
dynamics and active engagement in a virtual setting. This also supports
meaningful stakeholder contributions early in the research process, including
“involving those stakeholders from the beginning in terms of research design”
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Table S. Barriers to participatory research and corresponding recommendations

Barrier

Recommendation

Description of connection
between barrier and
recommendation

Specific Strategies

Conducting effective
team meetings
presented a
challenge, often
because CSE
necessitates larger
groups.

Investigators should focus
on building authentic,
sustained relationships with
stakeholders.

Building strong
relationships early fosters
trust and group cohesion,
which improves virtual and
large-group meeting
dynamics.

Develop rapport and mutual
understanding by listening
and getting to know SHs,
asking for input early on,
and communicating clearly.

Developing new
relationships,
especially with the
most appropriate
people for a study,
could be an obstacle.

Funders and research
support organizations
should support investigators
in practical ways.

Practical tools, mentorship,
and structured support
help investigators reach
and engage relevant
stakeholders more
effectively.

Provide practical “how-to”
training and mentorship for
investigators and facilitate
connections with
appropriate SHs.

Research support
organizations and funders
should prepare stakeholders
to engage in research and
demonstrate how it benefits
them.

Training and awareness-
building for stakeholders
to increase their readiness
and motivation to
participate.

Provide general information
about research, training on
the importance of the SH
role, and tangible skill-
building or other benefits.

Sustained CSE was
vulnerable to
limitations of
stakeholder capacity
and funding.

Standard research
practices created
barriers to the
involvement of non-
scientists.

Funders should facilitate the
culture change that is
needed for widespread CSE
inresearch.

Shifts in research practices
and expectations are
needed to support
effective CSE and reduce
the burden of participation
for SHs.

Make CSE a required
component and provide
sufficient resources to
sustain it.

(SH A). In turn, collaboration early in a study signaled that the investigator
values the stakeholders’ perspectives and expertise, further strengthening buy-
in, despite the limitations of virtual settings. Effective PI communication
throughout the study, including clear and understandable expectations (2 PIs,
3 SHs), is key for supporting stakeholder engagement and buy-in. As a SH
explained, “...the communication just needs to be as clear, and concise, and
simple as possible. ... There might be too much scientific jargon or too much
stuff to have to wade through” (SH B).

Building and sustaining authentic relationships also provides investigators
with insight into what makes participating in a research team valuable and
meaningful to a stakeholder, which could help to bridge any important gaps
in perspectives. Specifically, in comparing SHs and PIs, a disconnect was
apparent in their views of what makes engagement meaningful (Table 8). SHs
expressed that gaining new experiences and connections while participating
in research gave them an alternative perspective that sparked personal growth,
created opportunities to learn from study-related interventions that informed
how they conducted their own work, and helped address community needs
or raise awareness about a topic. As one participant reflected, “In terms of
relevance to the [program] work that we do, it’s pretty significant because
it could contribute to program development for us in our...prevention
activities” (SH A). In contrast, a majority of PIs believed that stakeholders
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derived meaning from science itself, i.e., contributing to the advancement
of scientific knowledge about health issues (9 PIs). As one PI put it
“[Stakeholders are] all motivated to help the next generations, and so I think
there’s a lot of appreciation...for what we’re trying to do, which is develop
better treatments” (PI 7). This divergence in perceptions of meaningful
engagement underscores the importance for investigators to “listen and...have
that two-way dialogue” (PI 7) to understand stakeholders’ interests and needs
so they can be responsive and support engagement.

SHs described authentic engagement as "..a partnership. It’s a
collaboration, that’s really what it is’ (SH B). Such a partnership entails
being informed about the research environment beyond the study itself.
“I think people would be more interested if they had a way to get some
further information... For instance,... ‘how does the CTSI decide which of
the projects get funded?’ ... I think even community members would get
some additional buy-in if they had...that type of information” (SH C). Being
part of a collaborative team means being involved in shaping the project from
the start. As a stakeholder noted, “...one really important piece is...having the
questions come from the communities rather than...saying “This is what we
want to study. Can you help us do it?”” (SH A). An authentic partnership
values stakeholder expertise from the start and is mutually beneficial
throughout.

The second barrier was building relationships with stakeholders, especially
those most appropriate for a given study (2 PIs, 1 SH; Table 6). Limited
networks and lack of access to the most appropriate stakeholders made
it more difficult to successfully engage relevant communities and establish
strong connections for investigators and stakeholders to effectively work
together.

Two recommendations attempt to address this relationship barrier: one
focusing on investigators and the other on stakeholders. For investigators, the
recommendation is for funders and research support organizations to provide
practical support, including training and facilitating stakeholder connections
(10 PIs; Table 7). Suggested strategies involve “how to” training that includes
guidelines for and examples of impactful CSE and CSE plans development,
mentorship, and tailored feedback. Most PIs thought the primary
responsibility for this training should be with funders and research support
organizations, and one PI encouraged investigators to be proactive in learning
CSE implementation methods early in their careers.

In addition to training, research support organizations can play a central
role in developing and sustaining “pre-existing community relations...[with]
organizations that would be easy to tap into” (PI 5). For example, holding
events like matchmaking “lunches,” “round robin days,” or “some sort of
date night” with investigators and stakeholders were suggested as valuable
opportunities for investigators and stakeholders to meet and build rapport.
This would directly mitigate the barrier of limited access to those stakeholders
most relevant for a particular project. PIs also recommended three additional

Journal of Participatory Research Methods

14



Implementation Strategies for Strengthening Community and Stakeholder Engagement in Clinical and Translational Pilot S...

proactive strategies for investigators to pursue: networking (6 PIs), connecting
with government or community organizations with interests related to the
research topic (2 PIs), and thinking broadly about the research topic to
include all potential stakeholders (1 PI).

For stakeholders, research support organizations and funders should
prepare them to engage in research and demonstrate how it benefits them
(4 SHs, 2 PIs). Better preparation could help clarify expectations, highlight
the value of participation, and encourage commitment—even when other
responsibilities compete for time. Research support organizations should be
more “visible” by “getting word out there” (SH C) and providing broad
information about research participation to stakeholders, particularly for
those who “don’t know [it’s] there” and therefore cannot participate (SH D).
This includes training stakeholders on their role in research and encouraging
them to maximize the meaningfulness of engagement by approaching it
with an open mind. In addition, research support organizations should
demonstrate the benefits of engagement for SHs. These include
“opportunities for leadership and growth” (PI 3), fostering trust, and
enhancing stakeholders’ ability to “know what’s happening on the ground”
(SH B) to inform their work in serving and advocating for their communities.

A third barrier, sustaining CSE, was vulnerable to limitations of
stakeholder capacity and funding to support it (3 PIs, 1 SH; Table 6).
Limited stakeholder availability and turnover at community organizations
undermined consistent engagement. In some cases, SHs “did not come
through” on tasks (PI 6) or did not have skills relevant to the study, such
as speaking the language of the community. Additionally, finite funding to
compensate and re-engage stakeholders in the latter parts of a study or in
subsequent studies, also undercut consistent engagement.

Compounding these challenges of limits on capacity and funding within a
study team, standard research practices added a fourth barrier to stakeholder
participation (2 PIs; Table 6). Some requirements, such as documenting
qualifications in an NIH biosketch format or completing the full
Collaborative Institutional Training Initiative (CITI) certification, were
perceived as “arbitrary barriers for community partners” (PI 3). These
processes required time and effort, which was especially difficult for
stakeholders already stretched thin by limited availability or organizational
capacity, thereby slowing research progress. Moreover, long lag times for
publication could affect the feasibility of re-engaging stakeholders around
results and informing future directions for the research. Funding cycles may
also not align with the timing of available results, leaving teams without
resources to sustain collaboration.

These intertwined issues reflect respondents’ recommendations
emphasizing the need for a culture change to fully implement the shifts
in research practices and expectations to maximize participatory research
(Table 7). From the perspective of Pls, funders are well positioned to drive
this culture change by encouraging or requiring CSE. PIs underscored that
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funders should award sufficient resources to support CSE, such as protected
time for investigators to cultivate networks and compensation for
stakeholders (10 PIs). Investing in greater institutional and financial support
could help create a more supportive research environment for long-term,

meaningful CSE.

Table 6. Illustrative Quotations: Barriers for CSE (8 PIs, all SHs)

Challenge, sub-theme(s), and illustrative quotation(s)

Challenge 1: Conducting effective team meetings presented a challenge, often because CSE necessitates larger
groups (4 Pls, 3 SHs).

“We had a lot of challenges trying to get everybody in one place at one time. That proved challenging even
pre-pandemic. | think there were just some drawbacks to doing it over Zoom, when you really want...the
dynamic between all the stakeholders to be genuine and to be built a little bit over time that they feel
comfortable with one another...” (Pl 6)

“The only thing that really was negative was because of the design of the frequency of the meetings, as
each one was about two hours, which is lengthy. That's a long time to have to pay attention.” (SH C)

Challenge 2: Developing new relationships, especially with the most appropriate people for a study, could be
an obstacle (2 Pls, 1 SH).

“I think my biggest challenge...is I'm not working with patients, so it’s harder for me sometimes to see the
patient involvement as my colleagues. And that’s my perceptual problem.” (Pl 10)

“They had some trouble where the supervisors ...didn't really identify the [stakeholders] so that
[stakeholders] would be interested. And [the PI] would reach out to [stakeholders] and they'd be like ‘Huh?
What you talking about?”” (SH E)

Challenge 3: Sustained CSE was vulnerable to limitations of stakeholder capacity and funding (3 Pls, 1 SH).

“I was a little bit worried, because | don't speak Spanish. And there's always [an] extra layer for me to sort
of promote everything properly...so that was certainly a barrier.” (SH B)

“...I think they’re committed, but | don't think we have the appropriate funds to do even a detailed study on
having their [SH] involvement ...We are going to do all of the stakeholder involvement and all of that with
future grants.” (Pl 12)

Challenge 4: Standard research practices created barriers to the involvement of non-scientists (2 Pls).

“[The stakeholder] didn't have a biosketch... Why couldn’t she just submit a CV?... We had to go through
this whole thing of getting her an NIH biosketch format because this is NIH funding. Another barrier was
IRB.... [the stakeholder] didn’'t have CITI certification...so getting that on her calendar and following up cost
us months.” (P1 3)

“The biggest challenge for the kind of work that we're doing is the long generation time. It could take
months to get this work published. Trying to disseminate and communicate it in a way that will excite the
community [into taking action]. So that’s always a challenge.” (Pl 7)

Table 7. Illustrative Quotations: Recommendations for Successful CSE (13 PIs, all SHs)

Recommendation, sub-theme(s), and illustrative quotation(s)

Recommendation 1: Investigators should focus on building authentic, sustained relationships with
stakeholders (6 Pls, all SHs).

Investigators should listen to and “get to know” stakeholders as valued partners (6 Pls, 4 SHs).

“[Community members] have lived experience...and applied public health skills... ‘Even if you don't have all
the degrees..., | still see you as an expert and | value you..." And when | showed it in my actions, ...that
definitely helped [stakeholder] and | get to a better place quicker.” (Pl 3)

“In reality, it's a partnership. It's a collaboration, that's really what it is. ...\We want to work with you to help
better the community.” (SH B)

Investigators should ask for stakeholder input early on to maximize the benefit of CSE (1 PI, 3 SHs).

“Maybe if [stakeholders] were involved...more from the time that the initial idea was formed... So reaching
out to people as early as possible..would get more buy-in.” (SH C)

“..one really important piece is...having the questions come from the communities rather than...saying ‘This
is what we want to study. Can you help us do it?”” (SH A)

Effective investigator communication is key (2 Pls, 3 SHs).

“...the communication just needs to be as clear, and concise, and simple as possible. ...There might be too
much scientific jargon or too much stuff to have to wade through.” (SH B)
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Recommendation, sub-theme(s), and illustrative quotation(s)

“...it's really important to...make sure that everybody really knows what their role is, and...at the end of
each meeting...you say, ‘Okay, by next time this is what [stakeholder’s] gonna do. " (SH D)

“...having a very clear plan in terms of expectations. ... what they’re expecting to do, how much they’re
expected to say, how often they’re expected to contribute or hear from the investigators, too.” (Pl 6)

Recommendation 2: Funders and research support organizations should support investigators in practical
ways (10 Pls).

Provide practical how-to training for conducting CSE (7 Pls).

“..if ateam did not have someone like that [CSE engagement expert], that would definitely be arole I'd
recommend an organization play... Like: “Here’s a roadmap of what might be helpful or... what other folks
have done.” (Pl 6)

“I put in all of this effort in making this stakeholder plan, but | never received any feedback...on how | can
actually involve stakeholders or what exactly is involving stakeholder([s]. ... | think having somebody within
Tufts as a mentor would also have been very helpful for me.” (Pl 12)

Play a central role in making and sustaining connections with stakeholders (5 Pls).

“CTSlI has...partnerships..., and doing more to link them to people who are working in the same area...” (PI
10)

“The other thing for organizations like CTSl is go to the community. If | had a dollar for every time a
researcher...said, “...Can you help me get into such-and-such community?” ...these are opportunities for
further engagement...to have the right people at the table at the right time.” (P1 3)

Recommendation 3: Research support organizations and funders should prepare stakeholders to engage in
research and demonstrate how it benefits them (2 Pls, 4 SHs).

Prepare stakeholders for engagement by providing general information and training (1 PI, 3 SHs).

“I think people would be more interested if they had a way to get some further information... For instance,
... 'How does the CTSI decide which of the projects get funded? ... | think even community members would
get some additional buy-in if they had...that type of information.” (SH C)

“I'm sure [patients] would be delighted to...be invited to a[n] overview of a patient stakeholder
engagement role, ...an educational module where they can learn about how important what they’re doing
is” (P114)

Demonstrate to stakeholders how engagement in research benefits them (1 PI, 3 SHs).

“Don’t just look to take from the community....It's not just, ‘Oh, help us shape this, and then give us your
insight! It’s like ‘How can | help you...build out your skills or further your career or get into clinical or
research work?” (PI 3)

“I would like to say that if you're...a health and wellness professional or...someone along those lines, that
you are at least moderately aware of what's happening in your community with regards to these type of
[research] projects. ...'Cause, if you're not, then you're missing an opportunity.” (SH B)

Recommendation 4: Funders should facilitate the culture change that is needed for widespread CSE in
research (10 Pls).

Funders should encourage or require CSE (10 Pls).

“..it's probably more topic and research dependent. ...But...as a funding organization, | could potentially see
a ‘Explain to us why it [CSE] wouldn’t be applicable’...” (Pl 6)

“So | think it'll be incumbent on grant [opportunity] writers to require this [CSE] component in order to
keep it active in people’s minds for a little while.” (Pl 14)

Funders should sufficiently resource CSE (2 PIs).

“...fund stakeholder engagement grants. ...It wouldn’t need to be a lot of money, but sometimes just the
ability to be able to go out to the community, have a dinner or talk with people is more expensive than
someone can manage...” (Pl 10)

“I really appreciated funding for the advisory panel....And to feel like that was an expectation rather than
something | had to justify felt good.” (Pl 13)

Table 8. Illustrative Quotations: PIs’ and SHs’ views of what makes CSE meaningful (9 PIs, all SHs)

Themes, sub-theme(s), and illustrative quotation(s)

Both investigators and stakeholders perceived CSE to be meaningful for stakeholders, but for different
reasons (9 Pls, all SHs).

Stakeholders derived meaning from broadening personal horizons and applying gained knowledge (1 PI, all SHs).

“I think as far as the value of it goes, ..., | consider my role in this particular one...as a sort of a distanced
observer and information provider. And that was very interesting, a little different than anything I've done
before.” (SH C)
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“[I am] a resource for [the stakeholder] in her clinic as much as she can be a resource for me....Soit’s a
really nice, symbiotic relationship there.” (Pl 10)

Investigators believed stakeholders found meaning in moving forward the research itself (9 Pls).

“I think that this [research study] work is innovative, and | think that people enjoy seeing and being a part
of innovative efforts.” (Pl 14)

One benefit stakeholders received was the knowledge that someone is trying to do something about their
condition* (Pl 11)

* Paraphrased because interview was not audio recorded.

Discussion

The facilitating practices and recommendations identified across pilot
projects offer practical strategies for investigators and stakeholders as well
as a roadmap for funders and research organizations to strengthen CSE
in preliminary, proof-of-concept health projects across the translational
spectrum. Involving stakeholders in these short-term, modestly funded
projects can strategically position follow-on studies for translational success.
The strategies elucidate authentic engagement in this context and underscore
the crucial role that research funders and research support organizations can
play in catalyzing and supporting participatory pilot research.

Stakeholders described authentic engagement as a collaborative partnership
in which they are informed about the research environment and help shape
a specific project from the beginning. The disconnect we identified between
PI and stakeholder views of what makes engagement meaningful for
stakeholders highlights the importance for PIs to be intentional and curious
about stakeholders’ experiences and needs so that they are able to support
their involvement. Within the Broadly Engaged Team Science (BETYS)
framework, such relationships underscore the importance of integrating a
wide range of perspectives and bidirectional learning as core team science
competencies rather than optional practices. Stakeholders did not indicate
differences in their view of authentic engagement across different aspects
of a study, so investigators can work to operationalize the same vision of
collaborative partnership in each aspect of the study lifecycle. Practical
strategies for implementing authentic stakeholder engagement are
summarized in an accompanying checklist (Appendix 1: Practical Strategies
for Researchers Checklist).

Some of the facilitating strategies and recommendations for effective
engagement align with what was previously known, while others are newly
reported in the context of the initial pilot projects focused on here (Table 9).
The short project timelines of these pilot projects may create immediacy that
prompted additional practices or unique of gaps. Similarly, the challenge of
scheduling and conducting team meetings in a format that is both convenient
to encourage attendance and conducive to team building, which often arose
due to CSE necessitating larger groups, was newly reported in this context.
The need to align calendars and meet long enough to make decisions on
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Table 9. Strategies and Recommendations: Aligned with Existing Literature vs. Newly Reported in the Context of Modestly Funded,

Short-term Pilot Projects

Aligned with existing literature

Newly reported

Initiating engagement

Seek early and thoughtful SH identification (Brodt et al., 2015; Cukor
et al., 2016; Forsythe et al., 2016; Israel et al., 1998)

Seek alignment between SHs professional or personal
priorities and the research project

Leverage existing networks (Forsythe et al., 2016)

Funders and research support organizations should
facilitate connections and demonstrate benefits of
engagement to SHs

Funders and research support organizations should take the lead on
training investigators on CSE best practices (Forsythe et al., 2016;
LeClair et al., 2020)

Need exists to strengthen SH capacity for meaningful participation in
complex research processes (Morgan et al., 2022)

Funders and research support organizations should
take the lead on preparing SHs to engage in research

Sustaining engagement

Strive for a collaborative team (Forsythe et al., 2016; Israel et al., 1998;
Pinsoneault et al., 2019)

Leverage SH’s knowledge in specific areas related to
the study

Build authentic relationships with SHs; hold regular meetings
(Forsythe et al., 2016)

Draw on authentic relationships to foster engagement
in meetings, especially when virtual meetings are
needed

Use non-technical language and communicate via multiple channels
(Forsythe et al., 2016)

Ensure effective verbal and written communication
that is clear on roles and expectations

Access CSE expertise and resources (LeClair et al., 2020; Nease et al.,
2018)

Funders and research support organizations should
take the lead on providing expertise and resources

Clinical and Translational Science Award sites can provide resources,
training and guidance (LeClair et al., 2020; Selker & Wilkins, 2017)

Driving cultural change

Research funders and research support organizations
should encourage or require engaged research

Research funders should provide adequate funding to
embed CSE in research

a short timeline may have exacerbated these already challenging aspects of
team science. The other barriers that emerged from these participatory pilot
projects aligned with existing literature about longer-term projects.

Of particular note, investigators and stakeholders engaged in the pilot
projects emphasized the need for culture change to support effective CSE,
going beyond the practices of individual investigators and stakeholders. Their
perspectives highlighted the role of research funders and research support
organizations in promoting and facilitating CSE within translational research.
These organizations, including but not limited to Tufts CTSI, are well
positioned to encourage or require CSE and can provide the needed funding
and other resources to support it. For example, as funders, CTSA hubs across
the U.S. can require and provide adequate funding for CSE in sponsored
research. As research support organizations, CTSA hubs can also provide
investigators and stakeholders with resources, training, and guidance to
prepare for and sustain CSE, particularly in contexts where formal
stakeholder engagement processes remain limited or inconsistently defined
and where proposal and post-award requirements are often designed for
academic researchers rather than community participants. (LeClair et al.,
2020; Seidel, 2022; Selker & Wilkins, 2017).
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Organizations with fewer resources can adapt many of the strategies and
recommendations, even if on a targeted basis. The underlying practices and
policies—facilitating connections, building investigator and stakeholder
capacity, and protecting time and resources for engagement—are broadly
applicable and could be achieved through shared toolkits, regional
partnerships, or cross-project mentoring. Effective adaptation and
implementation of engagement resources depends on aligning engagement
investments with organizational priorities, investigator expertise, and the
translational stage of supported projects. For example, organizations
supporting a higher proportion of later-stage (T2-T4) studies or community-
facing research may benefit from investing in systems that operationalize and
sustain engagement—such as coordinating ongoing partnerships, supporting
implementation activities, and providing access to engagement expertise.
Alternatively, organizations with more researchers or projects focused on
early-stage (T1-T1.5) development may prioritize strategies that establish
engagement foundations, including identifying appropriate stakeholders,
building initial relationships, and incorporating stakeholder perspectives into
study design.

Learnings in this report bolster and specify aspects of the Broadly Engaged
Team Science (BETS) framework. BETS emphasizes fit-for-purpose
engagement, the integration of stakeholders as authentic and integral
members of the research team, and collaboration shaped by context and
translational stage (Selker & Wilkins, 2017). These principles are feasible
to implement even in projects that are short in duration with minimal
funding. In addition, engagement is also feasible in projects at earlier stages
of translation, focused on initial development and feasibility testing. Seven
out of the nine PIs leading projects at early translational stages had engaged
stakeholders, even though CSE may appear more challenging in early-stage
research.

Actionable strategies at two levels—individual and
organizational-concretize the BETS framework. At the individual level,
participants described practices that establish engagement, including
leveraging existing relationships, aligning research aims with stakeholder
priorities, and incorporating stakeholder perspectives into study design. At
the organizational level, participants emphasized supports that help initiate
and sustain engagement, such as facilitating connections between
investigators and stakeholders, providing access to engagement expertise, and
ensuring clear and consistent communication to facilitate ongoing
collaboration.

These accounts underscore the importance of organizational-level
investment—highlighting that successful implementation of broadly engaged
team science depends on funders, research support organizations, and
translational research infrastructure, including CTSAs, to help enable and
sustain stakeholder engagement. Such entities play a critical role in navigating
practical requirements associated with stakeholder involvement —such as
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Figure 2. Multilevel Practical Strategies for Implementing CSE

budgeting, documentation, and training—that shape how stakeholders can
meaningfully participate in research (Seidel, 2022; Selker & Wilkins, 2017)

(Figure 2).

Considerations for interpretation

Confidence in our findings reported here is bolstered in two mutually
reinforcing ways. The in-depth nature of qualitative interviews allowed Pls
and stakeholders the flexibility to describe their experiences, which allowed
some previously unreported findings to emerge in the context of CSE in small
initial studies. These findings are situated alongside themes consistent with
those in the academic literature, supporting face validity.

At the same time, several limitations should be considered when
interpreting our findings. The SH perspectives we report in particular should
be interpreted as illustrative rather than a comprehensive portrayal of all
stakeholders engaged in pilot projects.

* Saturation and representation: SHs for this study were
identified through PI nomination because a centralized
database of SHs engaged in the pilot studies does not exist
and follow-up contact information for SHs was not always
available. As a result, fewer SHs were recruited than desired
and thematic saturation of SH perspectives is uncertain. In
addition, reliance on PI nomination introduced a gatekeeping
power dynamic to SH recruitment that may have influenced
which SH perspectives were included.
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* Limits on assessing representativeness: While some
information on SH characteristics was available for all 14
pilot projects — from either SHs themselves and/or PIs —
detailed demographic characteristics and positionality were
not systematically revealed by SHs. Interviewed SHs were
primarily organizational representatives or clinicians. While
they offered valuable insights informed by their professional
and organizational experience, the lived experience of
community members most affected by health conditions may
not have been fully captured.

In addition, further validation and replication are needed to ensure
generalizability.

* Sample size: The relatively small number of projects and
participants limits generalizability, and it is possible that
interview participants may differ from nonparticipants (e.g.,
having more positive, or more extreme, engagement
experiences). Accordingly, this report avoids causal language,
and additional validation and replication with other small-
scale pilot projects across the translational spectrum are
warranted.

* Pandemic context: Engagement practices may have been
influenced by COVID-19-related disruptions, as two of the
three cohorts of pilot projects were at least partially
conducted during the pandemic. Several factors, though,
suggest any effect on the pilot project practices and strategies
reported here was smaller than might be expected. 1)
Although some teams received extensions during the
pandemic due to research slowdowns, the scope of each pilot
study remained consistent with what could be accomplished
within one year of typical research progress. 2) Among the
24 eligible projects, there were no differences between those
represented and not represented in time to expend funds
(with or without extensions) or in pandemic-related delays.
Median award amounts differed slightly ($45,000 vs.
$30,000), but both fall within the range of modestly funded
projects. 3) Analysts minimized potential bias by focusing on
themes not dependent on pandemic conditions to improve
generalizability.

Finally, this report is unable to address two important issues: 1) SH
compensation was not systematically assessed, and 2) this report about
engagement practices and strategies was not designed to evaluate the impact
of engagement on pilot study outcomes or subsequent larger-scale research.
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Conclusion

This article elucidates facilitating practices, barriers, and recommended
strategies to strengthen participatory research within modestly funded, short-
term pilot studies that lay the groundwork for larger clinical research. Lessons
learned underscore the importance of pairing project-level practices with
organizational supports to enable and sustain authentic engagement. This
points to a shared responsibility: funders and research support organizations
(e.g., CTSA hubs) are well positioned to strengthen the culture and
infrastructure needed for widespread participatory research, while
investigators partner with stakeholders to actualize it. Strategically
implementing these lessons for initial small-scale projects could help shape
more responsive and relevant health research across the translational
spectrum.
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Appendix

Appendix A. Developing Authentic Stakeholder Engagement in Short-
term, Modestly Funded Pilot Projects: Practical Strategies for
Researchers

This resource provides concrete steps that researchers can follow to
support authentic stakeholder engagement throughout a project. The content
is informed by the Broadly Engaged Team Science framework (Selker &
Wilkins, 2017) and learnings from the policy of Tufts Clinical and
Translational Science (CTSI) (Tufts CTSI, 2022) to require engagement in
the short-term, modestly funded pilot projects that it funds.

Phase 1: Build Relationships

Align stakebolder priorities and research area of interest

* Determine the types of stakeholder expertise and lived
experience that may align with the research area and be part
of moving results to the next translational step.

* Draw on existing networks and connections to identify
potential stakeholders whose goals, expertise, or lived
experience may intersect with what is needed for the research.

* Begin a two-way dialogue about the stakeholder’s goals,
interests, and priorities to understand: Why would this project
matter to them now?

° Connect engagement activities to stakeholders’ interests
or work

° Highlight short-term benefits (learning, application,
networking)

* Address any questions or inquiries about the research
environment.

Define roles and expectations early

* Discuss with stakeholders their potential roles, being sure
to set realistic expectations given known and anticipated
constraints on time and funding.

* Co-develop a written description of anticipated team member
roles and responsibilities, including those of stakeholders
(e.g., advising, co-design, recruitment). This agreement can be
short with bullet points or more detailed.
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Plan engagement activities proportionate to resonrces

. Strategically co-select engagement activities to what can be
done well given time and resource constraints.

* Build a feasible, flexible approach.

° Clarify the purpose of each engagement activity.

° Coordinate engagement activities with existing
meetings, workflows, or community events when

possible.

° Consider administrative and logistical supports needed
for participation (e.g., scheduling, compensation,
materials, technology).

° Create a feasible process for recording engagement
activities and tracking follow-up items.

Phase 2: Generate project ideas and determine research question

Prepare for initial team meeting

* Ensure the meeting time is convenient for stakeholders, who
may not be available or able to travel during their work hours.

* Elicit team member preferences for holding the initial
meeting in person or virtually given the pros and cons of
each.

* Before the meeting, generate and distribute a realistic agenda
that includes time for team members to greet and get to know
each other.

Use clear, accessible communication
* Use language appropriate to the backgrounds of stakeholders

in the room; prioritize clarity and plain language when
communicating across groups.

* After each meeting, provide concise written summaries of
meeting topic(s), decisions, and action items.

Continue to build relationships and demonstrate trustworthiness

* Recognize stakeholder expertise explicitly.
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* Invite stakeholders to contribute their thoughts, questions,
and lived experience.

* Build into the agenda time to pause and elicit questions,
comments, and feedback.

* Discuss preferences for team meetings (frequency, length, in-
person or virtual).

Co-develop research question

e Elicit information about the needs of communities affected
by a health issue of interest.

* Incorporate feedback from the group that could translate the
research findings to the next step.

* Review draft research questions with stakeholders and adjust
as appropriate.

* Develop and distribute a clear written summary of the
research question.

Phase 3: Develop the Project Plan
Elicit stakeholder input on existing knowledge

* Ask stakeholders how they would like to provide input on
what the scientific literature says about the research topic and
provide them with the information in their preferred formats.

* Avoid scientific and disciplinary jargon; use plain language.
Co-develop any changes to the research question

* Convene team meetings in an agreed upon format.

* Ask stakeholders to help re-assess the novelty and relevance of
the research question given what is already known.

* Come to agreement on any changes to the research question
and update the written summary as needed.

Ask for stakeholder input on project plan
* Identify areas of the project plan that are of interest to each

stakeholder and elicit feedback, including the project results
dissemination plan.
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* Distribute a project plan in a format accessible to each
stakeholder (e.g., summary slides, one-page protocol
summary, full research protocol if appropriate).

Phase 4: Implement the Project

Leverage stakeholder expertise intentionally

* Engage stakeholders in areas aligned with their interests,
expertise, and written description of roles and responsibilities.

* Invite stakeholders to review any other part(s) of the project.

* Avoid tokenistic involvement and be clear about the
engagement expectations.

Structure interactions for feasibility and inclusion

* Use formats that align with team member preferences,
seeking to balance efficiency and participation.

* Consider scheduling a recurring team meeting to minimize

scheduling delays.

* Be mindful of competing demands on stakeholders’ time and
attention and adjust expectations accordingly.

* Assist stakeholders in meeting regulatory and training
requirements.

Maintain consistent, structured communication

* Provide regular updates (even brief ones).
* Clearly communicate how stakeholder input is being used.

* When suggestions cannot be incorporated, provide
transparent rationale.

Adapt engagement strategies as needed

* Adjust roles, frequency, or format based on feedback and
constraints.
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Phase 5: Close the Project and Maintain Relationships
Elicit stakebolder reactions on study findings

* Convene team meetings in the preferred format and time.
* Present findings in a format accessible by stakeholders.

* Use plain language; avoid scientific and disciplinary jargon.
Reinforce stakeholder contributions

* Show how stakeholder input influenced the study.

* Intentionally recognize stakeholder contributions.
Engage stakeholders in dissemination

* Revisit the agreed upon project dissemination plan and elicit
needed changes based on interest and availability.

* Follow-up with each stakeholder according to the
dissemination plan, including, but not limited to subsequent
publications and presentations, and publicity, recognition,
and significant update or impacts.

Reflect together on the engagement process

* What worked for team members, considering any funding or
time constraints?

* What could be improved or changed in a future study?

* Could additional or different areas of expertise and lived
experience benefit future studies?

Discuss interest and opportunities for continued collaboration

* Discuss potential topics for future studies.

* Maintain relationship beyond the pilot project.

Journal of Participatory Research Methods 32



Implementation Strategies for Strengthening Community and Stakeholder Engagement in Clinical and Translational Pilot S...

Supplementary Materials
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