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Aim: Community stakeholder engagement in research (CSER) can improve research relevance and
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across the research continuum, including proposal development, study planning and the first years
of a comparative effectiveness study of care for pregnant women with opioid use disorder. Results:
We highlight successful strategies, grounded in principles of engagement, to establish and maintain
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women with opioid use disorder in the research process. Conclusion: CSER methods support research with
a disenfranchised population. Future work will evaluate the impact of CSER strategies on study outcomes
and dissemination.
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Health services researchers increasingly recognize the need to engage communities and diverse stakeholders in

the research process to increase the relevance of research and the likelihood that findings will be translated to

policy and practice, as well as to promote representation and equity in research [1,2. The terms ‘community’

and ‘stakeholder’ in this context refer to groups who share an identity (e.g., patients or clinical providers) and

have a stake in the healthcare questions being addressed in a research endeavor. Definitions of engagement vary.

The National Center for Advancing Translational Sciences recently defined stakeholder engagement as “how an

organization involves people who may be affected by the decisions it makes or can influence how the decisions are carried

out” (3]. The Patient-Centered Outcomes Research Institute (PCORI) similarly defines community engagement as Future"?-."‘-.-
“the meaningful involvement of patients, caregivers, clinicians and other healthcare stakeholders throughout the entire Medi Ciné.
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research process — from planning the study to conducting the study and disseminating study results” (4). There is general
acknowledgment that partnerships with community members with diverse skills, knowledge and experiences related
to a health condition increase the ability of researchers to better understand the health needs of populations ().
Yet operationalization of such engagement is inconsistent, in part due to uncertainty about how to engage with
relevant communities or stakeholders [6,7].

Community stakeholder engagement in research (CSER) aims to meet the utilitarian needs of research to improve
process efficiency and external validity of results [8]. CSER also supports a broader social justice agenda by improving
the quality, representativeness and relevance of research for a stakeholder group and empowering them to have
an active stake in knowledge generation relevant to their healthcare needs, thereby promoting health equity (8,91.
Additionally, CSER may prevent harmful research practices by ensuring that researchers understand and address
the values and vulnerabilities of a population in the conduct of research and the dissemination of findings into
practice [10,11]. Better description and measurement of CSER strategies and results are needed to assess the impact
of engagement on research processes and on the communities and stakeholders affected by the research.

As described in a number of reviews, CSER may include an array of activities on a continuum of intensity of
engagement that spans from lower intensity outreach, consultation and cooperation to higher-intensity collaboration
and, finally, to shared leadership of the research process and co-ownership of research findings, such as occurs
in community-based participatory research [5,11-15]. These reviews have identified core tenets and processes of
CSER 2, including the capacity to address issues of power imbalance between researchers and stakeholders [15].
Goals of collaborative CSER include sharing control across all phases of the research process, including study design
and implementation and supporting ongoing community stakeholder participation to inform the research over
these phases. At its foundation, the conduct of CSER requires building trust, cooperation and mutual commitment
among diverse stakeholders. Successful CSER includes open dialogue and clear delineation of roles and expectations
regarding the study, mutual learning, shared decision-making and flexibility. Communication is central to CSER,
because partners must address the challenges that inevitably occur in bringing multiple viewpoints together while
maintaining engagement among partners [11,16].

Substance use disorder (SUD) research is particularly well suited for CSER. For example, full partnership
community engagement has been used to redesign services for young people who use substances [17] and has been
proposed to identify appropriate evidence-based approaches to address the opioid epidemic among disadvantaged
populations [18]. This approach is also being utilized in the multi-state ‘Communities That HEAL initiative,
wherein phased planning for implementing an array of SUD interventions is taking place in partnership with
communities [19]. CSER has also been used to select, adapt, implement and disseminate evidence-based practices
for SUD in historically marginalized communities such as indigenous populations [20,21].

In this paper we describe how we implemented CSER in a large multi-state PCORI-funded comparative
effectiveness study of models of SUD treatment in maternity care settings for perinatal women with opioid use
disorder (OUD) in northern New England. Of note, we use the term ‘women’, although we recognize that some
pregnant individuals may identify as non-binary or male. We describe the CSER strategies used during proposal
development, study preparation and the first 3 years of study implementation.

Methods & results
CSER in research proposal development: obtaining input & establishing relationships
At the time the original research proposal was developed, the standard of care for pregnant women with OUD was
recognized as early engagement in prenatal care, as well as psychosocial and medication treatment of OUD during
pregnancy [22-24]. However, it was not clear whether integrated OUD treatment (i.e., treatment provided along with
prenatal care in the same setting) produced better outcomes than referral-based OUD treatment (i.e., treatment
provided in a different setting). To incorporate stakeholder perspectives on how best to evaluate this question and
also to recruit stakeholders to participate in the advisory committee and workgroups, the researchers drew on
their networks of pregnant and parenting women with OUD, regional maternity care providers, SUD treatment
providers and administrators of service and funding agencies. The research team partnered with these stakeholders
to shape the research questions and study design for the proposal through an iterative process that included formal
surveys (Supplementary Table) and informal discussions with members of these key stakeholder groups, each
contributing their unique perspectives.

Based on this stakeholder input, the study was intentionally designed to minimize burden on patients, clinicians
and administrators. Specifically, patients and clinician stakeholders were not enthusiastic about an experimental
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design that included randomization to one model of care versus another because of the practice change demands
of such a design. Their input, including concerns about the ethics of randomizing vulnerable women to different
treatments, led to the selection of an observational comparative effectiveness design that utilized existing clinical
service and outcomes data and prospectively collected patient-reported outcomes. This design optimized external
validity to answer pragmatic questions about which type of care delivery is most effective using methods deemed
acceptable by potential research participants and the settings providing their care. As the study design was refined,
stakeholders identified key outcomes of most importance to them, which were also incorporated into the proposed
research.

The iterative conversations and qualitative interviews as we developed our research proposal also served to
establish partnerships with the maternity care settings and to promote stakeholder buy-in for the study proposal.
A majority of the participating maternity care practices provided letters of support, which were submitted with the
proposal to the potential funder. This engagement work enhanced the relevance of the research by ensuring that it
took place in real-world practices so that outcomes would be applicable to current care settings. It also enhanced the
speed with which the research could be initiated, by gaining early buy-in from setting administrators and clinicians.

Using CSER during study implementation: developing a framework for collaboration
Developing community practice—academic relationships

While the relationships that were initiated with maternity care practice stakeholders in the proposal-generation
phase provided a foundation for study partnerships, the research team invested additional activities to foster trust,
establish clear mutual expectations for the partnership and address infrastructure capacity and needs to support the
partnership (e.g., institutional review board [IRB], data privacy, processes for accessing electronic health records
for data collection). In several instances, ongoing communication was needed to address concerns related to prior
experiences with research and the academic institution, as well as concerns about research participation interfering
with clinical care.

To build stronger community—academic relationships, the research team conducted in-person meetings at each
of the maternity care partner practices to describe the study, identify what the practice hoped to learn and gain
from the study, develop a shared understanding of what the practice needed to support research activities and
clarify what the practice could expect from the research team during and after the study. Each practice partner
was unique, requiring individualized communication and problem-solving. Most practice stakeholders expressed
interest in learning about study findings and participating in manuscript preparation. All were interested in
obtaining practice-specific data for local quality improvement and research training initiatives. Consistent with
CSER principles to promote partnership equity [11], the researchers and each interested practice implemented a
formal memorandum of understanding (MoU) that clearly outlined what the practice could expect from the study
partnership based on the expressed needs and interests of practice stakeholders.

Establishing a representative study advisory committee

To ensure that representative perspectives were incorporated in the study implementation phase, the research team
established a stakeholder study advisory committee. Committee members represented multiple stakeholder groups,
including healthcare professionals, health educators, regional payors and policymakers and pregnant and parenting
women with lived experience of OUD. The charge of the committee was to advise the researchers on study design
and implementation via semiannual full committee meetings and to participate in study activities through targeted
workgroups. All meetings were co-chaired by a woman with lived experience of OUD and either a clinician or a
policy stakeholder with administrative or leadership experience. Committee members were compensated for their
time in the form of gift cards of their choice, reimbursed for travel and provided with free childcare at meeting
locations.

To facilitate power balance among committee members, the team set clear expectations for the goals of the
committee and how committee members and researchers would work together. To this end, committee members
created an MoU for the Committee (see Supplementary Material), which outlined expectations for members and
the research team. The language of the MoU demonstrated mutual respect and support for the purpose of the
study, for the target population and for committee members. The MoU also highlighted confidentiality, given the
sensitive nature of the study topic and the vulnerability of the study population.

The study advisory committee also developed a charter that included a mission statement and a description of
the study governance structure. The mission statement conveyed the purpose and values of the committee: “z0 lend

future science group www.futuremedicine.com

1087



Short Communication Johnson, Brunette, Goodman et al.

guidance and input during all phases of the study to ensure relevance, data integrity, meaningful interpretation and broad
dissemination of the results of the study to inform practice and policy with regard to optimal care for women with opioid
use disorder and their children”. Consistent with CSER principles, the governance structure and guidelines were
established to support mutual decision-making, bidirectional learning, shared power and collaboration between
the study advisory committee and the study team members. The charter also described the responsibilities and
functions of the study advisory committee for all phases of the study. Members could choose to participate in
workgroups focused on specific study activities (described below). Workgroup members presented their activities
at semiannual study advisory committee meetings of all study stakeholder groups.

Educating stakeholders about research & educating researchers about stakeholder perspectives

Bidirectional (reciprocal) learning is a key principle of CSER to support balancing of power dynamics [21. To promote
bidirectional learning, the study team invited interested committee members to learn more about research methods
by completing the online Collaborative Institutional Training Initiative program basic course on human research,
community-based research module (25, which is required of all researchers at the study academic institution. A2 h
group meeting was scheduled to complete the course using a seminar approach, where the group gathered around a
large table, each with a computer. The study director and a research assistant facilitated the meeting. Each member
logged into the program and volunteers took turns reading sections aloud, which were then discussed by the group
to clarify meaning. After each content section was discussed and clarified, members independently completed the
associated test questions. Incorrect responses were discussed among the group until consensus understanding was
reached. Upon course completion, each participant received a framed certificate and was encouraged to include
this training on their personal resume (Table 1).

Committee members with lived experience also expressed a desire to read the original research plan to better
understand research processes and language. Each member was given a copy of the funded proposal and asked to
highlight words and phrases they did not understand. A meeting was held with the study principal investigators to
discuss terminology and language that was unclear. This co-learning activity led to creation of a glossary of research
terms for all study advisory committee members to ensure equity in understanding of key terms.

Study advisory committee workgroups: co-learning & co-production activities

Individual workgroups were developed within the study advisory committee to promote co-learning and coproduc-
tion activities focused on three study domains: assessment and measurement, recruitment and retention and com-
munication and social media. These time-limited workgroups met weekly to monthly, depending on study needs.
The work of the groups was grounded in the committee’s charter and MoU, ensuring a shared understanding
of expectations. The study director provided skilled facilitation [26] that included: provision of detailed meeting
agendas; inviting participation of all members with respectful acknowledgment and response to all opinions, ideas
and questions; active listening and observing to track and respond to participants’ needs and level of engagement;
vigorous management of group decision-making processes; guiding and maintaining focus on the agenda; and
effective communication using lay language before, during and after meetings. In the final 5-7 min of each meet-
ing, the leader elicited feedback from each participant. Participants were asked to comment on what went well
or what they liked about the meeting and what could make the next meeting better. This evaluation/feedback of
each meeting informed the structure, timing, facilitation and management of future meetings. The research team
routinely communicated back to the workgroups how their input was incorporated during the study, which served
to promote a sense of purpose and engagement.

The assessment and measurement workgroup was established to provide feedback on selecting study outcomes
and how to measure them, selecting established questionnaires and developing additional relevant survey and
interview questions for assessing study participants and study clinical care sites. Specifically, the workgroup reviewed
each outcome measure developed or selected by the research team (e.g., questionnaires to measure substance use,
depression and anxiety symptoms and experiences of care) and identified additional outcomes of interest. Workgroup
members reviewed and piloted drafts of assessment batteries and provided feedback about language comprehension
and cultural appropriateness, order of sensitive questions and time burden for completing assessments; for example,
questions about adverse childhood experiences were moved from early in the assessment survey to the final quarter of
the survey. This workgroup also codeveloped qualitative interview guides that explored experiences of delivering and
receiving care within different treatment models. This workgroup then assisted in piloting surveys and interviews for
patient and provider study activities and helped to establish study procedures for implementing these assessments.
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Table 1. Community engagement components with elements and time estimates.

Component

Developing community
practice—academic relationships

Establishing a representative SAC

Educating stakeholders about research
and educating researchers about
stakeholder perspectives

SAC meeting

Study advisory committee workgroup
meetings

Elements
1. Identify and connect with key contact(s) at each partner practice

2. Schedule, prepare for and convene partner practice
‘onboarding’ meeting

3. Prepare and update database with partner practice team
member names, contact information and role for the study

4. Prepare and execute a partner practice memorandum of
understanding

5. Establish what the CPHS/IRB requirements are for partner
practice participation

6. Complete necessary institutional paperwork for partner practice
IRB submissions

7. Develop a relationship with own study CPHS/IRB analyst
(i.e., telephone conversations, emails)

8. Interface with multiple partner practice and institutional staff to
establish processes for accessing EHR for data collection, including
completion of confidentiality statement and business agreement

1. Identify, contact and enlist key community stakeholders

2. Identify and interview potential patient partner committee
members

3. Prepare, review and execute memorandum of agreement for all
SAC members

1. Distribute research plan to community and patient stakeholders,
obtain feedback on words, phrases, sections unclear to
stakeholders

2. Collect and collate all questions and identify areas in the
research plan where there needs to be clarification

3. Prepare for and convene meeting with project PI(s) and project
director and meet with stakeholders to review research plan

1. Pls, co-investigators and project director meet to identify
potential SAC members

2. Contact and follow up with potential SAC members

3. Establish date, time and location of semiannual SAC meeting
and whether it is a face-to-face or virtual meeting

4. Meet with Pls to discuss agenda items for semiannual meeting
5. Meet with co-facilitators to establish meeting agenda

6. Prepare and distribute agenda and any meeting materials to
SAC members

7. Conduct SAC meeting

8. Document meeting minutes and action items, review with SAC
facilitators and distribute to SAC membership

1. Prepare agenda and appropriate materials for SAC monthly
workgroup meetings and disseminate meeting summary

*If SAC meeting is 1.5 days, must secure location, catering, lodging, childcare etc.
CPHS: Committee for the Protection of Human Subjects; EHR: Electronic health record; IRB: Institutional review board; PI: Principal investigator; SAC: Study advisory

committee.

Estimated time
2-3 h/month per site for 3-6 months
2-4 h/week per site for 4-6 months per

site and ongoing

Ongoing

2-4 h/week per site for 1-2 months and
ongoing

3-5 h/month per site for 3-15 months
Ongoing

Ongoing

3-5 h/month per site for 1-3 months

2-4 h/week for 3-4 months and
ongoing

1-2 h/week for 3-4 months and
ongoing
Ongoing

2 weeks

3-5h

4h

1-2 h/week for 1 month

3-5 h/week for 6-8 weeks

2-3 weeks/meeting

2-4 h/meeting
2-4 h/meeting
4-6 h/meeting

1.5 days* or virtual 1.5-2 h
6 months

4 h/meeting

2-3 h/meeting

The recruitment and retention workgroup codeveloped materials and strategies for participant recruitment and

retention, including a logo to convey an appealing study identity to participants and stakeholders. The workgroup
also reviewed the study consent form that had been developed using a best practice template required by the
study institution’s IRB [27]. Workgroup members provided feedback regarding the difficult-to-understand language
and organization of the form. The workgroup revised the form so that the language and content flow were
more understandable and relevant to stakeholders with lived experience. The IRB initially did not approve the
more patient-centered consent modifications, but ultimately approved the revised form after several conversations
between the study team and the IRB analyst to promote greater understanding by the IRB members.

Workgroup members iteratively developed appealing, attention-getting language and graphics for recruitment
flyers, adapting materials as language evolved over the course of the study (e.g., from ‘medication-assisted treatment’
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to ‘medication for OUD’). Members with lived experience also proposed that the workgroup and study team
participate together in culturally relevant activities to reach potential participants, leading to the hosting of study
information tables at regional recovery rallies and memorial vigils. Workgroup members also distributed recruitment
flyers at relevant locations identified by members.

The communications and social media workgroup was charged with developing an effective digital approach to
publicize study activities. Workgroup members worked closely with the research team and a website developer to
inform design and content for a study website (www.MOREstudy.org). The website included information about
the study, the research team, the study advisory committee and the practice partners and served as a platform
for accessing study newsletters and blog posts from committee members. This workgroup also developed a study
Facebook page, allowing easy access to study information on a familiar platform. No identifiable information in
text form was posted by the study team; when pictures or video were posted, we obtained signed permissions. If
anyone from inside or outside the study posted on our study Facebook page, this would be identified by their own
Facebook profile and confidentiality would be handled via their agreement with Facebook. The study website and
Facebook page (@MORECommunityConnect) are also intended as platforms for dissemination of study findings.

Fvolution of the study advisory committee & workgroups

Workgroups will contribute to the interpretation of study results and the dissemination of findings in the next phase
of the study. Through working with the study advisory committee, members built professionally and personally
supportive relationships with each other and across stakeholder groups. Committee members with lived experience
reported developing skills and confidence from their meaningful involvement in the study. Membership has evolved
over time. Several members with lived experience of OUD ended their participation due to competing demands
(e.g., work commitments, older children’s activities) or for other personal reasons. Because the group had developed
close relationships over the course of the ongoing active participation in study activities, member departures were
experienced as losses that naturally required processing by the group.

Measuring engagement: process evaluation & continuous research quality improvement
Operationalization and measurement of engagement has been an important recent focus of CSER [13,28,29]. To
monitor the engagement of study advisory committee stakeholders over time, the study team tracked attendance,
sought verbal feedback after workgroup meetings and deployed confidential surveys following each semiannual study
advisory committee meeting [29,30]. Members consistently reported high-quality engagement (e.g., all composite
means were greater than or equal to four on the five-point scale) across a range of core principles, including levels
of reciprocal relationships, co-learning, partnership, power balance, transparency and trust demonstrated in CSER
activities. Evaluation results and member feedback guided the committee leaders and research team in future CSER
activities.

Discussion

This paper highlights community and stakeholder engagement strategies that were utilized from proposal generation
through data collection in an observational comparative effectiveness study of treatment models for pregnant women
with OUD. As in other SUD treatment research, CSER methods enabled the study team to more fully understand
the needs of the target population, the contexts in which OUD was experienced and the perspectives of care provider
and payor stakeholders regarding the needs of this patient population. CSER strategies, including formalization
of relationships, co-learning and coproduction activities, ongoing stakeholder input and intensive engagement
with maternity care practice stakeholders, led to research methods that improved study relevance and participation
equity; for example, the observational study design was preferred by stakeholders over a randomized design to
ensure that the research would not be disruptive and that study results would be applicable to pregnant women
with OUD and easily disseminated. CSER also ensured that the patient participant consent form was easy to
comprehend, increasing the likelihood of equitable participation. Changes to question wording and order based
on stakeholder question review and testing improved comprehension and acceptability, increasing the validity of
subjects’ answers. Other examples are shown throughout the paper.

Our team used strategies to promote engagement similar to those reported by other PCORI-funded re-
searchers [16]. In a sample of 235 PCORI-funded studies, challenges to community and stakeholder engagement
were encompassed in three domains: infrastructure to support engagement; building relationships; and maintain-
ing relationships [16]. As described above, our team used multiple strategies within each of these domains. Our
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research team had existing relationships with providers in maternal—child health and SUD treatment as well as
with healthcare administrator communities, which enabled the team to engage a broad array of partners from the
outset of the study. The funding by PCORI specifically to support engagement was essential for the research team
to dedicate time to engagement activities and build capacity for many types of stakeholders to engage with the
study. The creation of a functional study advisory committee and topic-focused workgroups also provided critical
infrastructure for ongoing engagement activities and stakeholder contributions to the research.

Despite a general interest in engaging with research [31-33], considerable effort was still needed to build and main-
tain trusting relationships with practice stakeholders, as has been reported with other PCORI-funded projects [34].
Consistent with other reports [16], the process required more time than expected and ongoing engagement efforts
were essential, especially given frequent staff turnover at maternity care practices. For some practice partners, multi-
ple visits and virtual meetings were needed to develop an understanding of study expectations and to establish trust
in the partnership [35]. Additionally, as in other studies [36], consistent meetings with practice partners to share study
progress and site-specific descriptive data demonstrated the benefits of study involvement to practice stakeholders.
Some practice partners have utilized these summary data in their quality improvement processes. Together, these
activities helped maintain positive relationships between practice stakeholders and the research team.

The inclusion of people with lived experience of OUD on the study advisory committee was critically important.
The active participation of these stakeholders helped the research team gain perspective on the vulnerabilities of
the study population and provided important oversight on study activities to ensure that the research was not
burdensome or harmful for participants. The stakeholders provided continuous input, resulting in many types of
recommendations, most of which were implemented by the research team, as discussed above and as shown in
other studies [34].

Utilizing strategies to balance power between patients, clinicians/administrators and researchers is critical to the
success of CSER. In our study, such strategies included formal agreements about roles and mutual expectations
between clinical practices and the research team and between study advisory committee members and researchers,
co-learning and coproduction activities and co-leadership of all study advisory committee meetings by a person with
lived experience with OUD and a clinician. Persons with lived experience of OUD were also well represented on
the study advisory committee and were the majority members in all workgroups. The research team and other study
advisory committee members expressed that participation in the committee had both professional and personal
meaning for them. Committee members developed supportive relationships with each other, as well as useful
professional skills and confidence. For members who were parenting, the provision of free childcare at each meeting
conveyed the importance of their participation and sensitivity to their needs and was crucial to their participation.

The CSER activities described above built a strong foundation for the dissemination of study findings. Commu-
nity knowledge about study outcomes will allow patients to make informed decisions among treatment options,
clinicians to incorporate research-based approaches in program design and delivery and payor and policy stake-
holders to align initiatives with demonstrated evidence. The central role of CSER in this study also built capacity
for future research partnerships, including a framework for shared study leadership.

Conclusion & future perspective

Future research on the science of stakeholder engagement is needed, including what engagement strategies work
best at what phase of research and for whom, as well as how different engagement strategies impact study processes,
outcomes and health equity [15]. Utilizing formal qualitative research methods and data analysis could inform
future engagement work. Our work reinforced findings from prior controlled studies [37] indicating that some
CSER activities should be universally deployed as best practices. For example, target participant stakeholders should
provide input to ensure that consent forms are easily comprehensible and culturally relevant (38], although important
questions remain about how to balance patient-centered consent approaches with legal requirements [39,40). Other
future work could focus on how familiar communication platforms, such as social media, can be used to reach
target populations to improve understanding of research processes or outcomes, promote engagement in research
and improve utilization of research-proven treatments. Future work could also assess what frameworks, individual
characteristics or other contextual factors facilitate the disruption of academic research hierarchies and enable
engagement in CSER at the highest level. Finally, research could explore how active partnership of vulnerable
patient groups in research influences their health and well-being and the communities in which they live and
whether such engagement results in measurable changes in health equity.
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In summary, the study team deployed multiple established CSER strategies to build trust among multiple
stakeholders with different perspectives and to foster engagement in the research. The conduct of CSER was
resource-intensive, requiring significant time, effort and organizational skills. In the context of this observational
comparative effectiveness study, the time invested in CSER played a critical role in ensuring that research questions,
study materials, data collection methods and dissemination efforts were informed and guided by the unique
perspectives of a wide range of stakeholders to improve the relevance of the research.

Summary points

e Community stakeholder engagement in research (CSER) improves both the relevance and the effectiveness of
study activities, but many investigators lack knowledge about how to operationalize this approach.

e Practical steps in CSER begin during the proposal development phase, with stakeholder engagement in
developing research questions and guiding the choice of approach.

e In CSER, both clinician stakeholders and patients bring unique expertise which should be incorporated into the
design of study assessments and procedures such as informed consent for participation.

e Long-term engagement with transparency about study aims and methods creates mutual trust between principal
investigators, coinvestigators and study advisory committee members, in turn enriching data analysis and
interpretation.

e Marginalized populations, including pregnant people with substance use disorders, often experience mistrust
regarding research participation but can be engaged to provide impactful input that improves the quality,
timeliness and impact of research.

e Meaningful community and stakeholder engagement is critically important in preventing unintended harm due
to uninformed research methods and in promoting equity in research.

e Successful community engagement, as part of a research study, will support bidirectional learning, shared power
and collaboration during planning, conducting and dissemination.

e Meaningful involvement of key stakeholders and patients from development to dissemination is feasible.

Supplementary data
To view the supplementary data that accompany this paper please visit the journal website at: www.futuremedicine.com/doi/
suppl/10.2217 /cer-2022-0090

Acknowledgments

The MORE Study is funded through a Patient-Centered Outcomes Research Institute®) (PCORI®)) Award (MAT-2017C2-7717):
Co-PIs S. Lord/D. Goodman. The authors wish to acknowledge the maternity care partner practices throughout Maine, New
Hampshire and Vermont, and the patient, provider and state-level community stakeholders who have worked with us throughout
this study. The authors are grateful for their contributions and for their ongoing commitment to improving the lives of pregnant
and parenting persons and their children. Portions of the work described in this paper were presented at the annual meeting of
the Patient-Centered Outcomes Research Institute, Washington, DC (September 2019) and in an invited workshop at the 47t
North American Primary Care Research Group (NAPCRG) Conferences, Toronto, Canada (November 2019).

Financial & competing interests disclosure
The authors have no relevant affiliations or financial involvement with any organization or entity with a financial interest in or finan-
cial conflict with the subject matter or materials discussed in the manuscript. This includes employment, consultancies, honoraria,
stock ownership or options, expert testimony, grants or patents received or pending, or royalties.

No writing assistance was utilized in the production of this manuscript.

Ethical conduct of research

The authors state that they have obtained appropriate institutional review board approval or have followed the principles outlined
in the Declaration of Helsinki for all human or animal experimental investigations. In addition, for investigations involving human
subjects, informed consent has been obtained from the participants involved.

Open access
This work is licensed under the Attribution-NonCommercial-NoDerivatives 4.0 Unported License. To view a copy of this license,
visit http://creativecommons.org/licenses/by-nc-nd/4.0/

1092

J. Comp. Eff. Res. (2022) 11(15) future science group


https://www.futuremedicine.com/doi/suppl/10.2217/cer-2022-0090
http://creativecommons.org/licenses/by-nc-nd/4.0/

Promoting community stakeholder engagement in research on treatment for pregnant women with OUD  Short Communication

References

Papers of special note have been highlighted as: e of interest; e of considerable interest

1.

10.

11.

13.

14.

16.

17.

19.

20.

21.

22.
23.
24.

25.

26.

Yousefi Nooraie R, Kwan BM, Cohn E ¢z a/. Advancing health equity through CTSA programs: opportunities for interaction between
health equity, dissemination and implementation, and translational science. J. Clin. Transl. Sci. 4(3), 168-175 (2020).

Hoekstra F, Mrklas KJ, Khan M ez al. A review of reviews on principles, strategies, outcomes and impacts of research partnerships
approaches: a first step in synthesising the research partnership literature. Health Res. Policy Syst. 18(1), 51 (2020).

National Institutes of Health. Funding opportunity: clinical and translational science award (UM1 clinical trial optional). (30 July
2021). https://grants.nih.gov/grants/guide/pa-files/PAR-21-293.html

Patient-Centered Outcomes Research Institute. The value of engagement (30 October 2018).
www.pcori.org/engagement/value-engagement

Israel BA, Schulz AJ, Parker EA, Becker AB. Review of community-based research: assessing partnership approaches to improve public
health. Annu. Rev. Public Health 19, 173-202 (1998).

Forsythe LP, Frank LB, Workman TA ez al. Health researcher views on comparative effectiveness research and research engagement. /.

Comp. Eff: Res. 6(3), 245-256 (2017).

Selman LE, Clement C, Douglas M ez a/. Patient and public involvement in randomised clinical trials: a mixed-methods study of a
clinical trials unit to identify good practice, barriers and facilitators. 7rials 22(1), 735 (2021).

Brunton G, Thomas J, O’Mara-Eves A, Jamal F, Oliver S, Kavanagh J. Narratives of community engagement: a systematic
review-derived conceptual framework for public health interventions. BMC Public Health 17(1), 944 (2017).

O’Mara-Eves A, Brunton G, Oliver S, Kavanagh J, Jamal F, Thomas J. The effectiveness of community engagement in public health
interventions for disadvantaged groups: a meta-analysis. BMC Public Health 15, 129 (2015).

Mecnulty M, Smith JD, Villamar J ez 2/. Implementation research methodologies for achieving scientific equity and health equity. Ethn.
Dis. 29(Suppl. 1), 83-92 (2019).

Wallerstein N, Duran B. Community-based participatory research contributions to intervention research: the intersection of science and

practice to improve health equity. Am. J. Public Health 100(Suppl. 1), S40-S46 (2010).

Rhodes SD, Tanner AE, Mann-Jackson L ez a/. Promoting community and population health in public health and medicine: a stepwise
guide to initiating and conducting community-engaged research. /. Health Dispar. Res. Pract. 11(3), 16-31 (2018).

Sanders Thompson VL, Ackermann N, Bauer KL, Bowen DJ, Goodman MS. Strategies of community engagement in research:
definitions and classifications. 77ansl. Behav. Med. 11(2), 441-451 (2021).

Edwards HA, Huang J, Jansky L, Mullins CD. What works when: mapping patient and stakeholder engagement methods along the
ten-step continuum framework. /. Comp. Eff. Res. 10(12), 9991017 (2021).

Goodman MS, Sanders Thompson VL. The science of stakeholder engagement in research: classification, implementation, and

evaluation. Transl. Behav. Med. 7(3), 486—491 (2017).

Forsythe LP, Ellis LE, Edmundson L ez a/. Patient and stakeholder engagement in the PCORI Pilot Projects: description and lessons
learned. /. Gen. Intern. Med. 31(1), 13-21 (2016).

This study compiled engagement activities in hundreds of studies funded by the Patient-Centered Outcomes Research Institute.

Marchand K, Tallon C, Katan C ¢# a/. Improving Treatment Together: a protocol for a multi-phase, community-based participatory, and
co-design project to improve youth opioid treatment service experiences in British Columbia. Addict. Sci. Clin. Pract. 16(1), 53 (2021).

El-Bassel N, Gilbert L, Hunt T ez 4/. Using community engagement to implement evidence-based practices for opioid use disorder: a
data-driven paradigm & systems science approach. Drug Alcohol Depend. 222, 108675 (2021).

Sprague Martinez L, Rapkin BD, Young A ¢t 2. Community engagement to implement evidence-based practices in the HEALing
communities study. Drug Alcohol Depend. 217, 108326 (2020).

Werito V, Belone L. Research from a Diné-centered perspective and the development of a community-based participatory research

partnership. Health Educ. Behav. 48(3), 361-370 (2021).

Campbell AN, Turrigiano E, Moore M ez al. Acceptability of a web-based community reinforcement approach for substance use
disorders with treatment-seeking American Indians/Alaska Natives. Community Ment. Health ]. 51(4), 393-403 (2015).

Patrick SW, Schiff DM. A public health response to opioid use in pregnancy. Pediatrics 139(3), 20164070 (2017).
Committee Opinion No. 711: opioid use and opioid use disorder in pregnancy. Obstet. Gynecol. 130(2), e81-¢94 (2017).

Substance Abuse and Mental Health Services Administration. A collaborative approach to the treatment of pregnant women with opioid

use disorders (2016). https://store.samhsa.gov/sites/default/files/d7/priv/smal6-4978.pdf

CITI Program. Community-engaged and community-based participatory research course.
https://about.citiprogram.org/course/community-engaged-and-community-based- participatory-research/

Schwarz R. The Skilled Facilitator: A Comprehensive Resource for Consultants, Facilitators, Managers, Trainers, and Coaches (3rd Edition).
Jossey-Bass Professional Learning, Jossey-Bass, CA, USA (2016).

future science group www.futuremedicine.com

1093


https://grants.nih.gov/grants/guide/pa-files/PAR-21-293.html
https://www.pcori.org/engagement/value-engagement
https://store.samhsa.gov/sites/default/files/d7/priv/sma16-4978.pdf
https://about.citiprogram.org/course/community-engaged-and-community-based-participatory-research/

Short Communication

27.

28.

29.

30.

31.

32.

33.

34.

35.

30.

37.

38.

39.

40.

Johnson, Brunette, Goodman et al.

Coleman E, O’Sullivan L, Crowley R ez al. Preparing accessible and understandable clinical research participant information leaflets and
consent forms: a set of guidelines from an expert consensus conference. Res. Involv. Engagem. 7(1), 31 (2021).

Luger TM, Hamilton AB, True G. Measuring community-engaged research contexts, processes, and outcomes: a mapping review.

Milbank Q. 98(2), 493-553 (2020).

Goodman MS, Sanders Thompson VL, Johnson CA ez a/. Evaluating community engagement in research: quantitative measure

development. J. Community Psychol. 45(1), 17-32 (2017).

Patient-Centered Outcomes Research Institute. Engagement rubric (Updated 6 June 2016).
www.pcori.org/sites/default/files/Engagement-Rubric.pdf

Forsythe LP, Frank LB, Workman TA, Hilliard T, Harwell D, Fayish L. Patient, caregiver and clinician views on engagement in
comparative effectiveness research. /. Comp. Eff. Res. 6(3), 231-244 (2017).

Large survey of attitudes that identifies facilitators and barriers to stakeholder engagement.

Heckert A, Forsythe LP, Carman KL ez 4/. Researchers, patients, and other stakeholders” perspectives on challenges to and strategies for
engagement. Res. Involv. Engagem. 6, 60 (2020).

Kohn J, Unger Z, Dolatshahi J, Simons H, Rein A. Attitudes toward comparative effectiveness research and patient engagement among

reproductive health clinicians. J. Comp. Eff Res. 6(4), 337-345 (2017).

Slade M, Bird V, Chandler R ¢z a/. The contribution of advisory committees and public involvement to large studies: case study. BMC
Health Serv. Res. 10, 323 (2010).

Mullins CD, Tanveer S, Graham G, Baquet CR. Advancing community-engaged research: increasing trustworthiness within

community-academic partnerships. J. Comp. Eff Res. 9(11), 751-753 (2020).

Goodlett D, Hung A, Feriozzi A, Lu H, Bekelman JE, Mullins CD. Site engagement for multi-site clinical trials. Contemp. Clin. Trials
Commun. 19, 100608 (2020).

Paris A, Nogueira Da Gama Chaves D, Cornu C ez al. Improvement of the comprehension of written information given to healthy
volunteers in biomedical research: a single-blind randomized controlled study. Fundam. Clin. Pharmacol. 21(2), 207-214 (2007).

Study demonstrating different strategies to improve consent forms.

Simonds VW, Buchwald D. Too dense and too detailed: evaluation of the health literacy attributes of an informed consent document. /.

Racial. Ethn. Health Disparities 7(2), 327-335 (2020).

Kraft SA, Cho MK, Constantine M ez al. A comparison of institutional review board professionals’ and patients’ views on consent for

research on medical practices. Clin. Trials 13(5), 555-565 (2016).

Bazzano LA, Durant J, Brantley PR. A modern history of informed consent and the role of key information. Ochsner J. 21(1), 81-85
(2021).

1094

J. Comp. Eff. Res. (2022) 11(15) future science group


https://www.pcori.org/resources/engagement-rubric


<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /All
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (Coated FOGRA39 \050ISO 12647-2:2004\051)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Warning
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.0000
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize false
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness false
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages false
  /ColorImageMinResolution 300
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 400
  /ColorImageDepth -1
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /FlateEncode
  /AutoFilterColorImages false
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /CropGrayImages false
  /GrayImageMinResolution 300
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 400
  /GrayImageDepth -1
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /FlateEncode
  /AutoFilterGrayImages false
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /CropMonoImages false
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile ()
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /CreateJDFFile false
  /Description <<
    /ENU ([Based on 'PPG Indesign CS4_5_5.5'] [Based on 'PPG Indesign CS3 PDF Export'] Use these settings to create Adobe PDF documents for quality printing on desktop printers and proofers.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)
  >>
  /Namespace [
    (Adobe)
    (Common)
    (1.0)
  ]
  /OtherNamespaces [
    <<
      /AsReaderSpreads false
      /CropImagesToFrames true
      /ErrorControl /WarnAndContinue
      /FlattenerIgnoreSpreadOverrides false
      /IncludeGuidesGrids false
      /IncludeNonPrinting false
      /IncludeSlug false
      /Namespace [
        (Adobe)
        (InDesign)
        (4.0)
      ]
      /OmitPlacedBitmaps false
      /OmitPlacedEPS false
      /OmitPlacedPDF false
      /SimulateOverprint /Legacy
    >>
    <<
      /AddBleedMarks false
      /AddColorBars false
      /AddCropMarks true
      /AddPageInfo false
      /AddRegMarks true
      /BleedOffset [
        8.503940
        8.503940
        8.503940
        8.503940
      ]
      /ConvertColors /NoConversion
      /DestinationProfileName ()
      /DestinationProfileSelector /NA
      /Downsample16BitImages true
      /FlattenerPreset <<
        /ClipComplexRegions false
        /ConvertStrokesToOutlines false
        /ConvertTextToOutlines false
        /GradientResolution 600
        /LineArtTextResolution 2400
        /PresetName (Pureprint flattener)
        /PresetSelector /UseName
        /RasterVectorBalance 1
      >>
      /FormElements false
      /GenerateStructure false
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles false
      /MarksOffset 8.835590
      /MarksWeight 0.250000
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /NA
      /PageMarksFile /RomanDefault
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /LeaveUntagged
      /UseDocumentBleed false
    >>
    <<
      /AllowImageBreaks true
      /AllowTableBreaks true
      /ExpandPage false
      /HonorBaseURL true
      /HonorRolloverEffect false
      /IgnoreHTMLPageBreaks false
      /IncludeHeaderFooter false
      /MarginOffset [
        0
        0
        0
        0
      ]
      /MetadataAuthor ()
      /MetadataKeywords ()
      /MetadataSubject ()
      /MetadataTitle ()
      /MetricPageSize [
        0
        0
      ]
      /MetricUnit /inch
      /MobileCompatible 0
      /Namespace [
        (Adobe)
        (GoLive)
        (8.0)
      ]
      /OpenZoomToHTMLFontSize false
      /PageOrientation /Portrait
      /RemoveBackground false
      /ShrinkContent true
      /TreatColorsAs /MainMonitorColors
      /UseEmbeddedProfiles false
      /UseHTMLTitleAsMetadata true
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


