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ABSTRACT

Background and Aims: Patient and public involvement and engagement (PPIE) in research is crucial for producing
knowledge that is meaningful to the participating community. Sharing PPIE principles into practical tools and strategies
enriches the development of participatory research methodologies. This article describes the co-creation process of ProSafe, a
Community-Based Participatory Research (CBPR) project conducted in Italy, which explores community perspectives on the
reorganization of territorial healthcare toward proximity care. The aims are: (1) to describe the co-creation process, (2) to
examine its successes and challenges, and (3) to propose strategies and practical recommendations for fostering partnerships
and engagement throughout all research stages.

Methods: The project is based on an explanatory sequential mixed-method design. A Patient Safety Council (PSC) acted as a
co-researcher. The five-level spectrum of public engagement developed by the International Association for Public Participation
(IAP2) guided the analysis of the decision-making power balance between academics and the PSC at each phase. Emphasis was
given to the process of survey co-creation. A SWOT (Strengths, Weaknesses, Opportunities, Threats) analysis was performed to
identify strategies and practical recommendations to strengthen engagement.

Results: The SWOT analysis results informed the development of OPERA-PACT (Opening a Participatory and Equitable
Research Agreement based on Partnership, Awareness, Collaboration, and Trust), a framework co-created with the PSC to
formalize shared principles, values, and attitudes that sustain collaborative partnerships. The framework also includes a
commitment to continuous monitoring, verification, and feedback to reinforce partnership over time.

Conclusions: All instruments, strategies, and methodological insights proposed in the article may serve as practical support
tools to strengthen the voice of communities in research and to contribute to the production of valid and translational results.
Implementing the OPERA-PACT framework may further help align team members with PPIE principles and lay the foundation
for effective and sustainable collaboration.

This is an open access article under the terms of the Creative Commons Attribution License, which permits use, distribution and reproduction in any medium, provided
the original work is properly cited.

© 2026 The Author(s). Health Science Reports published by Wiley Periodicals LLC.
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1 | Introduction

Patient and public involvement and engagement (PPIE) in
healthcare research have become increasingly recognized over
the years as crucial to enhancing the relevance and validity of
produced evidence [1]. Aligning research purposes and meth-
ods with the needs and perspectives of key stakeholders is es-
sential to promote the practical application of results and to
guide improvements that are genuinely valuable for the targeted
community [2, 3]. Adopting participatory research encompasses
various research designs [4]. One form of participatory research
is community-based participatory research (CBPR), defined as
“an orientation to research often focused on health-related is-
sues that equitably involves all partners, including researchers
and community members, in all phases of the research process,
from study design to dissemination” [4]. The core values of
CBPRs are well described in the literature. A fundamental
principle of CBPRs is based on a trustful and equitable part-
nership between academic researchers and community mem-
bers aimed at co-learning and co-creating knowledge to be
translated into practical benefits for the targeted population
[5, 6]. This collaboration is frequently formalized through the
establishment of Community Advisory Boards (CABs), which
consist of expert representatives from the community actively
engaged as co-researchers, ensuring consideration of the per-
spectives of the target population [7].

This study aims to describe the co-creation research process
entailed in a CBPR project named ProSafe. The project involves
collaboration among academic researchers, an advisory board
comprising representatives from patients' associations for vari-
ous diseases (co-researchers), and a pharmaceutical company
(pharma company). The main goal is to explore the perspectives
of the community of healthy citizens, patients dealing with
various diseases, and caregivers on opportunities and potential
new medication safety challenges arising from a territorial
healthcare reorganization based on the promotion of proximity
care, including the development of telehealth and digitalization
of care. Indeed, in Italy, an important reform measure aimed at
reorganizing and strengthening territorial healthcare was
introduced with Mission Health 6 of the Italian National
Recovery and Resilience Plan [8]. Crucial points of the reform
are creating community-based facilities such as Community
Hospitals, further developing home care services, and expand-
ing telehealth. These innovations, also promoted by other
countries, aim to place patients at the heart of the healthcare
system and ensure equitable, personalized, and effective access
to prevention and disease management, specifically for chronic
conditions [9]. Besides the potential benefits of these organi-
zational solutions, there may be safety concerns, including
emerging challenges in medication management. For example,
ensuring patient safety in the home setting presents a signifi-
cant challenge, particularly when comorbidities require com-
plex pharmacological management [10]. Public perspective on
opportunities and potential threats of the upcoming territorial
reorganization is valuable to ensure truly patient-centered care
and proactively identify and implement actions to safeguard
medication safety in this emerging proximity healthcare con-
text. Moreover, public engagement at this level may lead to
research findings capable of influencing choices at a political-
programmatic level, enabling a high level of community en-
gagement in health decisions.

Despite the growing body of evidence on implementing par-
ticipatory research and CBPR initiatives across various contexts,
exchanging experiences regarding practical tools that support
the application of fundamental principles in practice is valuable
for providing insights into how PPIE in research can maximize
its impact [11]. Additionally, insights into potential challenges
and corresponding strategies to address them, as identified by
community partners, are essential to ensure a genuinely par-
ticipatory approach throughout all project phases [12, 13]. This
is particularly relevant in the context of ProSafe. Engaging the
community in examining how the transition toward proximity
care and digitalized health services reshapes the roles of pa-
tients and caregivers in medication management and safety is
crucial to capturing real-world experiences, anticipating emer-
ging safety issues, and co-designing solutions that reflect the
needs and expectations of those directly affected by this ongoing
transformation in healthcare. Moreover, the ProSafe project
addresses a healthcare aspect requiring the engagement of the
entire community beyond the context and needs that charac-
terize each disease. This approach, while allowing the integra-
tion of diverse perspectives that enrich the production of
valuable data, also poses several challenges in maintaining a
high level of community engagement. Insights on promoting
and preserving active collaboration between researchers and
community co-researchers while appreciating the diverse cul-
tures and approaches used to treat diseases in different patient
associations may be a valuable perspective for further ad-
vancements in participatory research approaches. Accordingly,
the primary aim of this article is threefold: (1) to describe the
co-creation process of the ProSafe project, with an emphasis on
the actions and practical tools that supported the participatory
approach and survey co-creation process; (2) to explore the
perspectives of community representatives from patient asso-
ciations (Patient Safety Council, PSC) and of researchers on the
successes and challenges of the partnership and engagement
process experienced during the ProSafe study; and (3) to pro-
pose a synthesis of strategies and practical recommendations
identified by the joint perspectives of community members and
academics as essential for fostering partnerships at all research
stages and promoting active collaboration between different
patient associations.

2 | Methods
21 | The ProSafe Study Design

The ProSafe study adopts a CBPR approach based on an ex-
planatory sequential mixed-method design. Results from a
survey co-created with the community (quantitative data) will
inform the development of a set of cognitive interviews
(qualitative phase), conducted with a sample of community
members. Specifically, the semi-structured interviews of the
qualitative phase (data collection) will be built on the survey
results to further explore the main emerging issues and to
jointly identify—through co-creation—the necessary actions
to translate acquired insights into practical benefits. Therefore,
the co-creation process evolves from shared exploration
(survey) to shared action planning (cognitive interviews), en-
suring a synergistic integration between quantitative and
qualitative data. Figure 1 provides a synthesis of the main
steps of the project.
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QUANTITATIVE PHASE: SURVEY

Survey co- Data Data Results
creation Collection Synthesis dissemination

1. Project
Planning and
instrument
co-creation

Results from the quantitative phase
inform the data collection of the

qualitative phase

! Cognitive :> Data Data
interview I Collection Synthesis

Results
dissemination

co-creation

QUALITATIVE PHASE: ACTION PLANNING

FIGURE 1 | Main steps of the explanatory sequential mixed-method design implemented in the ProSafe study.

The data collection stage for the quantitative phase has con-
cluded, and team members are working on data synthesis and
results dissemination. The evolution of the action planning
stage will be defined together with the PSC in the
coming months. The study was conducted in accordance with
the Declaration of Helsinki and was approved by the Ethics
Committee of the University of Verona.

2.2 | The ProSafe Study Team

The ProSafe study arises from a research partnership between
the University of Verona and the PSC, an advisory board made
including presidents and board members of four national
patient associations representing individuals affected by dis-
eases with a significant impact on healthcare system provision
and a notable burden on quality of life [14]. These include:
chronic inflammatory bowel disease (AMICI), congenital
coagulation disorders (FedEmo- Federation of Hemophilia
Associations), and cancer (WALCE—Women Against Lung
Cancer in Europe and “La Lampada di Aladino”).

The PSC was established in 2020 with the support of the
pharmaceutical company Roche S.p.a. sharing the aim of rais-
ing awareness on patient safety and pharmacovigilance in
pharmacological treatment [14]. The PSC plays an active role in
facilitating the involvement of the communities it represents.
Within the ProSafe study, the university team included experts
in drug safety, proximity healthcare models, participatory
research, and non-technical skills such as communication,
teamwork, and leadership. Roche S.p.a. facilitated the initial
connection between academic partners and the PSC, supported
contractual agreements with both parties according to their
respective areas of expertise and promoted project coordination
in line with the shared objectives. The pharma company acted
as a neutral external facilitator throughout the process, pro-
viding logistical and organizational support and promoting
balanced collaboration between the parties without being
directly involved in research design, data collection, or decision-
making activities. Therefore, partnerships in the ProSafe study
were established at multiple levels: between academics and
PSC, between PSC and the represented communities, between
the pharmaceutical partner and both academics and PSC, and
between each patient association of the PSC (Figure 2). Estab-
lishing partnerships involves ensuring and fostering proficient

and trusting collaboration within this complex, dynamic net-
work of relationships to facilitate the optimal integration of all
perspectives for the co-creation of knowledge.

2.3 | Co-Creation Process: Levels of Engagement
and Involvement Techniques at Each Decisional
Point

As a co-researcher in a CBPR project, the PSC was expected to
bring its expertise to all stages of the research process, con-
tributing to crucial research decisions and bringing significance
to the results (Figure 3) [15].

The co-creation of meaningful insights required continuously
balancing decision-making power to achieve integration between
the scientific rigor of academic researchers and the experiential
knowledge of the community. This equilibrium was essential for
translating insights into practical actions closely aligned with the
real needs and priorities of those directly affected by the ongoing
transformation of care. According to the International Associa-
tion for Public Participation (IAP2), stakeholder engagement
moves along a continuum comprising five levels—from “inform”
to “empower”—which reflect increasing degrees of collaboration
and shared decision-making [16]. A summary of the main
characteristics of each level, the corresponding interaction
between the academic researchers and co-researchers, and the
distribution of decisional power, is provided in Table 1.

For each of the five stages of the ProSafe project, major decision
points were identified and mapped against these engagement
levels to ensure an equitable distribution of decision-making
power between the researchers and co-researchers. The corre-
sponding involvement techniques implemented at each stage
are summarized in Table 2.

2.4 | Project Planning and Survey Co-Creation

The process for survey co-creation was developed based on a
literature review and expert consensus (i.e., PSC and aca-
demics). The EU “Guidelines for the Development and Criteria
for the Adoption of Health Survey Instruments” were used as a
methodological reference to ensure validity and robustness [17].
The process followed seven main steps (Figure 4).
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Pharma
Company

FIGURE 2 | The complex dynamic network of relationships among ProSafe Team members.

1. Project Planning and
Survey Co-Creation

Development of new
insights relevant for the
community

2. Data Collection

Promotion of
community participation

Partnership
establishment

3. Data Synthesis

Real-world data generation reflecting
complexity and life context

5. Action Planning

Facilitate the translation of
new insights into practical
real-world benefits for the
target population

4. Results Dissemination

Widespread and
tailored communication
of results

FIGURE 3 | ProSafe stages and critical contributions of PSCs as co-researchers.

24.1 | Mapping

A brainstorming session was held to identify key areas of
interest regarding the impact of proximity medicine on drug
safety from the PSC perspective. Two main themes emerged:
(i) the reorganization of the proximity network and the shift
of drug administration from hospitals to community settings,

and (ii) the digitalization of care and its implications for drug
safety.
2.4.2 | Exploring

Academic members drafted an initial list of items based on the
literature and national regulations relevant to proximity
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TABLE1 |

org/resource/resmgr/pillars/Spectrum_8.5x11_Print.pdf).

The spectrum of public participation (adapted from the IAP2 International Federation 2018, available at https://cdn.ymaws.com/www.iap2.

Interaction
Level Characteristics Information flow (discussion) Decision power
Inform Balanced and objective information is Academic researcher — co- Absent Academic Researcher
provided to the community researchers
Consult Input is obtained from the community Co-researchers— academic Absent Academic Researcher
on analysis, alternatives, and decisions. researcher
Involve Academic researchers work directly Bidirectional Present Academic Researcher
with the community to ensure its
perspective is correctly understood and
considered.
Collaborate ~ The community is a partner in the Bidirectional Present Shared
research process and each aspect of the
decisions.
Empower Community leads research decision- Bidirectional Present Co-researchers
making
TABLE 2 | PSC level of engagement and decisional power balance at each decisional point.
PSC level of
Stage Decisions Steps involvement Involvement technique
Project What's the issue? What is/are the main Aims Empower Initial brainstorming
planning research question/s? definition between Pharma Company
and PSC. Group discussion
with academics.
Which methodology will be used to Study design Empower Initial brainstorming
answer the research question? between Pharma Company
and PSC; Group discussion
with academics.
Which population needs to be reached? Recruitment Collaborate Opinion-based Group
criteria discussion
Which method will be used to enroll the  Recruitment Involve Factual Group Discussion
targeted population? method
Which instrument will be used? What Instrument Empower Actions plan including
kind of data will be collected? How will development individual and work groups
the instrument be chosen/developed? (co-creation)
Data collection ~ How will the instrument be Data collection  Collaborate Factual and opinion-based
administered? strategy Group discussion
Data synthesis =~ How will data be analyzed? Which new Data analysis Inform Concept maps
insights are obtained from the data?
Which hypothesis can be generated from  Data Empower Workshop
the results? What are the implications of  interpretation
the research findings?
How can data be effectively summarized? Data summary  Empower Workshop
Which representation is best suited and
comprehensible for the targeted population?
Results Who is the target audience of the research ~ Results Empower Factual and opinion-based
dissemination findings? Which are vital messages, and dissemination Group discussion
how can they be effectively conveyed?
Action Which actions can be implemented to Improvements Empower Next step (ongoing discussion
planning address the issue? How can findings be definition among team members)
translated into concrete improvements?
How can actions be effectively Implementa- Collaborate Next step (ongoing discussion

implemented?

tion strategy

among team members)
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ROADMAP

TO CO-CREATION

MAPPING

Areas of interest are
identified throughout
brainstorming

EXPLORING

Preliminary items list is
identified by literature
review

GENERATING

N
Items list is modified and
integrated by PSC
throughout brainstorming

and individual work

INTEGRATING

PSC individual
perspectives are integrated
to create an advanced draft

of the survey

VALIDATING

A pre-test with a sample of
community members is
undertaken to validate the
instrument

REFINING

The survey is modified
based on the results of the
pre-test to obtain the final
version of the instrument

PILOTING

Survey feasibility is tested
before larger
implementation

FIGURE 4 | Survey co-creation steps.

healthcare. Moreover, essential sociodemographic and other
independent variables were included for data stratification.

2.4.3 | Generating

The draft survey was discussed with the PSC to refine items and
ensure completeness. A participatory and open discussion
allowed the PSC to suggest any modifications and additions.
During this phase, members were encouraged to adopt a
reflective and constructive attitude toward the proposed items,
critically examining their clarity, relevance, and alignment with
the project aims. After the meeting, each PSC member was
requested to work on the draft list individually over the fol-
lowing 2 weeks, thereby minimizing potential group bias and
allowing the PSC to fully integrate its perspectives.

244 | Integrating

All the observations and suggestions from the PSC were
incorporated to create an advanced version of the survey, which
was then reviewed collectively to reach consensus on remaining
issues.

2.4.5 | Validation

Each patient association of the PSC coordinated a pretest with
six community members to involve their perspective in the co-
creation process and evaluate clarity, comprehensibility, and
acceptability of the instrument. Participants of different ages,
genders, and educational levels completed the paper-based
survey and provided structured feedback to guide final
revisions.

24.6 | Refining

A joint meeting with the PSC and academic researchers was
held to share the pretest results and develop the final version of
the survey. During the fine-tuning phase, the PSC had final
authority over content and item prioritization, whereas the
academic team retained responsibility for methodological as-
pects and the management of independent variables to ensure
scientific rigor.

2.4.7 | Piloting

After the first 50 responses were collected, preliminary analyses
were performed to assess participation rates, completeness, and
data quality.

2.5 | SWOT-Based Qualitative Analysis of the
Co-Creation and PPIE Process

Team members' perspectives on the successes and challenges
they experienced while participating in the ProSafe project were
collected. Specifically, individual semi-structured interviews
were conducted with all members of the PSC, academic re-
searchers, and team members of the pharma company to gather
their perceptions. A total of 10 interviews were conducted (four
members of the PSC, four academics, and two members of the
Pharma company).

Each interview lasted approximately 45 min and included a set
of guiding questions developed based on the SWOT (Strengths,
Weaknesses, Opportunities, Threats) framework to facilitate a
structured critical reflection on the co-creation process [18, 19].
Specifically, the questions encompassed a general query about
the co-construction process (e.g., “What are the main values of
the ProSafe co-construction project?”), along with a series of
questions designed to facilitate a critical analysis of the project.
The emphasis was particularly on evaluating aspects such as
partnership and PPIE (i.e., “Which strengths have contributed
to establishing the partnership between team members?”,
“What are the main barriers/obstacles?”, “What strategies may
be further implemented to foster the partnership?”’, “How
would you value the level of engagement at each stage of the
research process?”, “What obstacles/barriers may arise toward a
higher level of engagement?”, and “What strategies may be
further implemented to foster the level of PSC engagement?”).

6 of 14

Health Science Reports, 2026

85UB01 7 SUOWILIOD BA 11810 3|qeot [dde au Aq peusenob a.e saole YO ‘SN JO Sa|nJ oy Akeid18U1jUO AB[IM UO (SUORIPUOD-PUR-SLLBY WD A8 | 1M Afe.ql Ul [Uo//Sdy) SUORIPUOD Pue Swie | 8y} 88S *[9202/50/20] U0 Akeidiauljuo A8]IMm euoRA 1a 1pniS 11Bed AisieAlun Aq 2022 "25U/200T OT/I0p/W00" A3 1M A el 1uljuo//:Sdiy WOl pepeojumoa ‘¢ ‘9202 ‘SE8886EC



Perspectives from all team members were jointly organized
within a SWOT analysis by three researchers familiar with the
SWOT framework and experts in qualitative analysis (F.M.,
M.R., and M.M.).

The SWOT analysis is a well-established evaluation and plan-
ning tool that provides a structured framework for identifying
Strengths, Weaknesses, Opportunities, and Threats influencing
an organization or a specific project [20]. Strengths and weak-
nesses refer to the current state of the project, while opportu-
nities and threats pertain to potential future situations,
generally created by external factors. This systematic assess-
ment helps in understanding the current state of the planned
project, pinpointing areas for improvement.

Participants’ responses were iteratively coded, grouped, and
reviewed into thematic categories corresponding to the four
SWOT domains implemented as a deductive thematic frame-
work. The process was conducted following established quali-
tative thematic analysis procedures to ensure methodological
rigor [21]. Accordingly, two researchers (F.M. and M.M.)
independently coded the data, reaching full agreement through
iterative comparison; in cases of uncertainty, a third researcher
(M.R.) was consulted to reach consensus. A strategic plan and
practical recommendations to seize opportunities and mitigate
threats by leveraging strengths and minimizing weaknesses
were then developed based on SWOT results. Finally, all PSC
members were invited to validate the SWOT analysis and to
identify related strategies and recommendations through
aiterative feedback process. Individual observations and sug-
gestions were collected, discussed collectively, and integrated
until a final consensus was reached.

3 | Results

Table 3 shows the results from the SWOT analysis.

The interpretive synthesis of the SWOT analysis led to the
identification of a set of strategies and recommendations aimed
at maximizing opportunities and reducing weaknesses. These
underscore the pivotal role of establishing and cultivating a
research climate characterized by four main pillars: (i) a com-
mitment to partnership for project co-creation, (ii) awareness of
individual value, (iii) mutual collaboration, and (iv) reciprocal
trust and respect. A concise synthesis of the main emerging
themes within each dimension—illustrating how these pillars
foster partnership and PPIE—is presented in the following
sections, while the complete list of discussion elements identi-
fied through the participatory analysis is provided as Supporting
Information (Supporting Information S1: Table S1).

3.1 | Commitment to Partnership for Project
Co-Creation

The dimension of Partnership highlights the importance of
building and maintaining a collaborative environment groun-
ded in shared values, open communication, and balanced
decision-making power. Team members emphasized the need
to approach each meeting by fostering a climate of openness
and mutual respect, where every perspective is explicitly valued,
and no opinion is dismissed as right or wrong. Creating such a

space for a transparent and open dialogue requires adopting
communicative strategies aimed at suspending judgments and
encouraging active listening to all viewpoints.

A key facilitating factor was the involvement of an external
mediator—in this case, the pharmaceutical company—whose
neutral role helped sustain a power balance between academic
and community partners and supported the appreciation of
complementary expertise. The already established trust between
the PSC and the pharmaceutical company proved useful in
facilitating collaboration with academic researchers and main-
taining continuity across the project.

Finally, participants stressed the importance of establishing a
shared framework of principles and values before initiating the
collaboration. This was achieved through the adoption of a
“pact for research,” which served as a symbolic and operational
agreement aligning all partners on the ethical and relational
foundations of their co-creation effort.

3.2 | Awareness of Individual Value

The dimension of Awareness refers to the process of developing a
shared understanding of roles, responsibilities, and values within
the co-research group, and of recognizing the unique contribution
of each partner to the project's goals. Participants highlighted the
importance of strengthening community members’ awareness of
their role as co-researchers, fostering a sense of legitimacy and
responsibility in contributing to the production of valid results.

A central element was the promotion of self-efficacy, supporting
participants’ confidence in their ability to actively engage in
research tasks through clear communication of responsibilities,
motivational support, and continuous monitoring of challenges.
The group also stressed the need for a structured framework
defining levels of engagement and decision-making power, to
balance the scientific rigor of the academic team with the
practical expertise of community representatives.

Maintaining awareness requires continuous training and
capacity building, with regular assessment of emerging needs to
sustain participation over time. To further consolidate engage-
ment, participants recommended the establishment of Research
Community Boards and networks of patient associations, aimed
at cultivating specific skills for participatory research and
amplifying diverse patient voices across diseases.

To mitigate potential weaknesses or threats, it was considered
essential to nurture collective awareness of the representative
role held by patient associations—encouraging them to move
beyond personal perspectives toward a broader, community-
oriented view. Sharing progress at each stage, leveraging digital
and visual tools to promote engagement, and monitoring pos-
sible imbalances in motivation or participation were also seen
as key to sustaining long-term commitment. The presence of an
external facilitator played a supportive role in addressing any
emerging dissatisfaction and maintaining a balanced and
reflective research climate.

3.3 | Mutual Collaboration

The dimension of Collaboration encompasses the strategies
adopted to build a cohesive, inclusive, and productive working
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TABLE 3 | SWOT analysis results.

S + Research topic cutting across various diseases (i.e., organizational w A time-consuming and highly demanding process that necessitates

T level of health service provision and patient safety) E significant commitment, resources, and motivation.

R « Multidisciplinary expertise among academic team members, A Sustainability challenge arising from such a demanding process.

E . . . . . K

N ensur%ng ex;.)ertlse also in the adoption and promotion of non- N The development of high-level competencies is necessary to

G technical skills. E sustain comprehensive and adequate engagement throughout

H « Involvement of different patient associations with diverse s the entire process.

T cultural approaches to dlse.ase. and Vfl.I'lOuS impacts on .the S Striking a balance between the need to develop a survey that is

S Healthcare System, each bringing their real-world experiences E easy to administer and the necessity to encompass all
of the pathology they represent. S perspectives for an accurate analysis of the research topic can be

« High level of involvement since the definition of aims and early challenging.
stages of project planning using different engagement techniques.

« Power balance between researchers and co-researchers
supported also by the role of the Pharma Company as
facilitator between academic researchers and PSC.

« Regular meetings throughout all stages of the project
providing opportunities for efficient exchange of skills and
experiences, as well as capacity building.

A rigorous scientific approach applied to survey co-creation
(survey content not biased by academic researchers' perspective)

« An appropriate balance between community interests and
each patient's interest, enabled by the role of the PSC as a
mediator of community involvement.

+ A strong sense of belonging among PAs toward the project
which fosters motivation, awareness, and capability in
proposing the survey to the community, facilitating its
acceptance and cooperation.

« Allows for a comparison between the healthcare workers’
perspective and that of the entire community on the same
research topic

(o] « Provide evidence targeting the entire community beyond the T Overload of patient associations with various projects may pose

P specific context and needs that characterize each disease. H a challenge to the long-term commitment necessary for a CBPR

P « Generation of high-quality and valid data representative of R project.

0 stakeholders' perspectives, significant to real-world context E Cultural barriers toward projects promoted by pharmaceutical

R and relevant to the community. A industry.

T T

U « Facilitate the presentation of evidence in a simple, non- S Each stakeholder (i.e., university, pharma company, and

N technical way accessible to the whole community, enabling different patient associations) may be inclined to prioritize their

I the translation of evidence into increased awareness as well as ‘own interests' rather than achieving a balance and integrating

T practical and effective interventions. leadership based on the project's requirements.

1 « Dissemination of results through various channels (e.g., Hierarchical relationships between academic researchers and co-

E scientific conferences, scientific journals, local initiatives), researchers that can result in a “false and facade” engagement.

S including high-visibility channels with the potential for Feelings of not being up to the task by co-researchers
significant impact, such as press conferences facilitated by the . . o . .
pharmaceutical industry. Feelings of inadequacy and demotivation, especially for patient

associations with fewer resources or competencies to deal with

«+ Increase patient associations’ opportunity to influence health- the role of co-researchers
related decisions by providing them with evidence-based data . . ) o
that may be used to establish a dialogue with institutions. Potential loss of data richness and imbalanced contribution to the

o . o . co-production of knowledge due to lower participation of patient

* Estabhshlin.g a networl.< among Patlent associations with associations with less experience in participatory research and
opportunities for sharing experiences, resources, best lower influence at a political-decisional level, who may feel
practices, and initiating a synergy of actions that could be inhibited in expressing their perspectives
beneficial in other contexts or future projects.

. . . Surveys may be perceived as too mentally demanding for patients

« Fostering a reciprocal exchange of knowledge and expertise already overwhelmed by their disease.
within an ongoing co-learning process.

Surveys perceived as boring and repetitive by the community,
leading to lower participation or inaccurate completion.
The survey may be perceived as challenging by the community
due to the limited general knowledge of the topic under
investigation (the ongoing reorganization of proximity care
posed potential difficulties in identifying any safety threats).
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environment throughout the co-creation process. Participants
emphasized the importance of identifying a project manager
capable of integrating methodological rigor with relational and
communicative competence—someone able to bridge academic
and community perspectives and ensure the synergy of action
required for a participatory approach.

To enhance cooperation, team members recommended select-
ing engagement methods suited to the goals of each project
phase and the desired level of community involvement.
Opportunities for informal exchanges, such as in-person gath-
erings or virtual coffee breaks, were also seen as essential to
recreating the sense of connection typical of traditional face-to-
face collaboration. Ensuring that team members “felt at home”
contributed to mutual understanding and motivation.

Effective collaboration was also associated with clear and
adaptive communication strategies. Avoiding overly technical
language, explaining scientific terms, and using analogies or
visual supports (e.g., graphics, metaphors, symbols) were con-
sidered key to maintaining inclusiveness and comprehension
among all participants. Creating feedback opportunities and
sharing results after each stage of the project helped sustain
engagement and self-efficacy, reinforcing a collective sense of
progress.

To minimize weaknesses and prevent disengagement, partici-
pants underlined the value of introducing ice-breaking and
welcome rituals to reduce hierarchy and encourage participa-
tion from all members. Cultivating humility and mutual respect
between academic researchers and co-researchers was
described as essential to building confidence and preserving
balance. Structured opportunities for dialogue—such as regular
reflection meetings—enabled early detection of emerging issues
and supported continuous improvement.

Finally, participants emphasized promoting a broader “culture
of collaboration” across stakeholders, including patient asso-
ciations, academic teams, and industry partners. Sharing
positive examples of cross-sector collaboration, as in the Pro-
Safe project, was viewed as a way to legitimize participatory
research within the pharmaceutical and scientific community,
strengthen networks, and expand access to shared resources
and expertise.

3.4 | Reciprocal Trust and Respect

The dimension of Trust captures the interpersonal and orga-
nizational conditions that sustain openness, inclusion, and
long-term commitment within the co-creation process. Building
trust requires recognizing the diversity of the research team as a
resource rather than a challenge. Participants emphasized the
importance of embracing heterogeneity—valuing each mem-
ber's expertise and background—to create an environment
where everyone feels equally appreciated and empowered to
contribute.

Trust also relied on the ability to manage conflicts construc-
tively. Disagreements were viewed not as obstacles but as
opportunities to enrich the discussion and co-produce creative,
“win-win” solutions. This approach encouraged dialogue and
mutual understanding, allowing the team to integrate multiple
perspectives and maintain a sense of collective ownership over
decisions.

To prevent potential overload and preserve long-term engage-
ment, participants highlighted the need to agree on realistic
levels of community involvement for each research phase,
taking into account resource availability and workload balance.
Transparency in setting expectations and mutual respect for
limits were considered essential to maintaining both motivation
and sustainability.

Finally, trust was consolidated through continuous communi-
cation and shared reflection on methodological decisions.
Openly discussing challenges, clarifying rationale, and reaching
consensus on research choices helped transform potential ten-
sions into opportunities for learning and quality improvement.
Establishing this climate of open dialogue laid the foundation
for a relationship grounded in mutual confidence and respect
for each partner's unique expertise.

3.5 | The OPERA-PACT Framework

The findings from the SWOT analysis and the subsequent
interpretive synthesis emphasized that maintaining a construc-
tive and inclusive research climate is essential to sustain mean-
ingful co-creation over time. Such a climate relies on the
appreciation of diversity, mutual recognition, shared responsi-
bility, and the alignment of values toward a shared intent for the
co-construction of knowledge among all team members. To
preserve and promote such a climate, the research team identi-
fied the need to introduce a formalized moment of collective
reflection and commitment allowing all members to explicitly
agree upon a set of principles, values, and attitudes that char-
acterize a collaborative partnership. This structured moment was
conceived as an opportunity to reinforce shared understanding,
strengthen cohesion, and ensure that all partners begin the
project aligned on the same ethical and relational foundations.

Accordingly, a research agreement tool based on the four
identified crucial pillars (i.e., Partnership, Awareness, Collab-
oration, and Trust) and related strategies and recommenda-
tions, named “OPERA-PACT” (Opening a Participatory and
Equitable Research Agreement based on Partnership, Aware-
ness, Collaboration, and Trust) was developed. The framework
was designed to translate the four key identified pillars into
practical and actionable components that can guide participa-
tory teams in establishing a common ground and sustaining
engagement throughout all project phases. Accordingly, the
OPERA-PACT serves as a structured yet flexible framework to
be shared with all team members at the beginning of each
participatory project functioning as a “pact for research” that
aligns everyone with the right atmosphere and creates a foun-
dation for efficient collaboration and effective PPIE throughout
all phases of the project. Drawing on the metaphor of an
orchestra—where musicians tune their instruments before a
performance, the tool symbolizes the importance of harmony,
coordination, and mutual listening in participatory research.
The parallelism between team members and musicians of an
orchestra was chosen following the PSC's suggestion to use
figurative language to convey meanings toward more intuitive
and immediate communicative channels, different from solely
cognitive and verbal ones.

The tool is structured as a general framework that can be
adapted by participatory research teams to their specific needs
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OPERA PACT: Opening a Participatory and Equitable Research Agreement based on
Partnership, Awareness., Collaboration and Trust

OPERA-PACT 1s a framework designed to promote a shared orientation and understanding among all team
members engaged in participatory research (1.e., academic researchers and co-researchers) regarding a set of
principles, values, and attitudes that characterize a collaboration agreement. It fosters the creation of a climate
favoring the co-construction of knowledge through the exchange of expertise and murtual learning.

It 1s shared at the beginning of the project and serves to formalize the agreement for participation, with each
partner committing to implement a collaborative attitude and offering their respective cxpertise in the cxccution
and success of the project. It represents the moment when partners, like members of an orchestra, 'tune their

instruments' before a concert.

OPERA PACT includes 4 sections, one for each of the 4 identified key elements:

PARTNLRSIIIP

commitment to project co-creation.

Goal: ensure a harmonious starting point, unifying expectations, and fostering a shared

Similar_to how each musician aligns their contribution with the broader artistic vision,
ensuring a cohesive and unified interpretation of the music, team members must align with
the spirit that characterizes participative research. As well as in an orchestra, where this
alignment enhances the overall quality and impact of the musical experience for both
performers and audiences, similarly, in participative research, it increases the overall
quality and impact of the project for both team members and the targeted community.

Components:

promote an intormed commitment.

e  Share the principles of CBPR based on an evidence-based framework available in the literature.
e Share a clear and operational definition of partnership to align team members on key features and

®  Share the key aspects of the working climate and atmosphere that need to be created

FIGURE 5 | The first section of the OPERA-PACT framework.

and contexts, while maintaining consistency with the over-
arching principles of community-based participatory research
(CBPR). The framework also encourages ongoing monitoring,
verification, reflection, and feedback, to promote virtuous cycles
of improvement and to foster long-term involvement and
partnership sustainability. Figure 5 illustrates the framework
related to the first pillar (i.e., Partnership), while the complete
version of the OPERA-PACT is available as Supporting Infor-
mation (Supporting Information S1: Table S2).

4 | Discussion

A core value of the ProSafe research is the strong emphasis on
project co-creation with the community. This approach con-
trasts with traditional research methods, where knowledge is
solely produced by academics (possibly through community
consultations) and then adapted to be comprehensible and
useful for the targeted population [22]. Specifically, the guiding
principles of a CBPR approach include a strong focus on
community-defined problems, involvement at all stages of the
research process, and maintaining partnerships throughout the
employment of an interactive process [23].

In the ProSafe project, the PSC defined the primary research
objectives, and the university was invited to collaborate with a

specific mandate outlining the topic of the project to be deve-
loped. According to the literature, advisory boards have the
potential to closely mirror the perspectives of the communities
they represent, serving as an effective method for identifying
valid priorities [24]. A systematic review conducted to explore
which factors of participatory design are associated with addi-
tional positive outcomes beyond expected results recognized the
"impetus for the study coming from the organization“ (rather
than from researchers or both researchers and the university) as
the most vital factor [25]. Although the importance of involving
co-researchers from the beginning of a project is acknowledged,
the literature indicates that community engagement in defining
goals is not very common; a recent comprehensive overview of
the research partnership literature shows that approximately
423/787 (54%) of the included studies engaged stakeholders in
identifying research questions [26]. Considering only the five
reviews that implemented a CBPR approach, the percentage
rises to approximately 60%, which is still far from the desirable
high level of engagement outlined by CBPR principles.

The triangulated partnership involving the university, the net-
work of patient associations (PSC), and the pharma company
was viewed as a strength by all team members for fostering the
partnership and ensuring a high level of engagement at all
research stages. Expressly, the pharma company was acknowl-
edged for facilitating the partnership between the University
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and the PSC, acting as a “reference point” for all patient asso-
ciations. Simultaneously, the PSC played a crucial role in
mediating community involvement. While community advisory
boards (CABs) have been suggested as a means to establish a
more balanced and efficient partnership between the university
and the community, evidence shows that the creation and
involvement of these bodies may be insufficient to ensure truly
equitable partnership as persistent power dynamics and limited
or merely formal participation can reduce their effective-
ness [27, 28].

In this context, the role of the pharma company as a neutral
external facilitator in aligning goals ensured that diverse ex-
pertise from both the university and the PSC was equitably va-
lued and respected as essential within the research process,
contributing to maintaining a balanced power distribution
throughout the entire research process. Moreover, the process of
efficiently identifying, approaching, and involving community
members or their representatives in participatory research is
complex and time-consuming [29]. In the ProSafe study, the
pharma company played a crucial role in facilitating this process
by leveraging its established network of patient associations, such
as the PSC, and mediating a trustworthy relationship between
the university and the community.

A challenging aspect of the CBPR approach is engaging the
community at all steps of the research project, ensuring that the
cocreation process becomes a core value [15]. Despite the rec-
ognized importance of this crucial aspect, the literature shows
that the real-world implementation of this principle is still
challenging. For example, CABs involved in a CBPR approach
may often function as advisors (i.e., as a source of suggestions
that may be accepted by academic researchers or not, retaining
real decision-making power) rather than as partners (i.e., co-
researchers with balanced decision-making power) [7]. More-
over, in the previously mentioned umbrella review on research
conducted in partnership with stakeholders, evidence from the
included 18 reviews (corresponding to 870 individual studies)
revealed that stakeholders’ engagement varied according to the
study stage. Specifically, mean percentages of engagement
resulted in 30% for the stage of “disseminating research find-
ings,” between 42% and 47% for the stages of “developing study
design,” “data collection,” and “data analysis and/or interpre-
tation,” and 54% in “identifying research question”; further-
more, in 85% of the review, authors evidenced a “lack of
reporting on how and/or when stakeholders were engaged in
the different phases of the research process” [26].

In the ProSafe study, reaching an agreement on the extent of
PSC engagement at each research stage, ensuring its role as a
valuable partner in the research process, emerged as a valuable
strategy in the SWOT analysis, as was also emphasized by best
practices to foster partnerships [26].

Measuring the level of involvement for each decision point ac-
cording to a structured framework (e.g., the Spectrum of Public
Participation of IAP2, which distinguishes the levels of inform,
consult, involve, collaborate, and empower) helped to clearly
define and control the distribution of decision-making power
throughout the project. Moreover, it may also foster project
sustainability by allowing a flexible power distribution, reserving
a higher level of involvement for decisions that play a significant
role in ensuring validity. The PSC appreciated this efficient way

of planning engagement as a means for ensuring continuous
engagement while preventing patient associations overload,
thereby preserving the maintenance of a trustful partnership. The
valuable role of this strategy has also been confirmed in the
literature [30]. Providing such detailed information may further
help identify whether and how the potential benefits of partici-
pant involvement had a real impact on research effectiveness and
outcomes [31, 32]. For example, high community engagement in
problem definition and survey co-creation likely contributed to
the high percentage of people judging the survey as attractive in
the pretest stage. At the same time, opinions regarding the survey
length highlighted how a participatory approach may help en-
sure instrument feasibility. Moreover, the greater participation of
the community subsample indicates how PSC made meaningful
contributions to the recruitment stage.

Surveys are pivotal in gathering information from community
members and creating valuable knowledge in health service
organizations. However, the creation of surveys by researchers
can introduce biases that limit the comprehensive exploration
of community perspectives [33]. While surveys are efficient
instruments for real-world data exploration, their design should
involve collaborative efforts involving researchers and the
community [4]. This collaborative approach ensures that
the survey instrument is culturally sensitive, relevant, and
capable of capturing the nuances of community experiences.
Despite the recognized importance of survey co-creation, only a
few studies have focused on this aspect [34]. The PSC in our
project is actively involved in the co-creation process, providing
insights, perspectives, and feedback that enriches the survey
instrument and enhance its validity in representing the com-
munity's viewpoint. However, evidence providing a detailed
description of how community engagement is implemented is
limited [35]. In our study, a step-by-step survey co-creation
process was used to enhance potential reproducibility. More-
over, the SWOT analysis allowed us to identify interesting ele-
ments for further enhancing the efficient implementation of
surveys in a context where patient associations are over-
whelmed by requests for survey participation, and patients may
feel burdened by the impact of their disease, making it chal-
lenging for them to engage in mentally demanding activities
such as survey completion. A proposed strategy was to cre-
atively enhance dynamic interaction during survey compilation,
decreasing monotony and increasing user-friendliness. An
additional strategy involved promoting community engagement
in carrying out essential research tasks by organizing specific
occasions with patient associations to connect with the com-
munity. These opportunities may include, for example, sharing
interactive learning activities related to research involvement,
balanced with informal recreational moments. The evidence
supports the adoption of comparable strategies, as involving
communities in creative activities has been demonstrated to
contribute to the establishment of collaborative research part-
nerships [36, 37]. This approach shifts power dynamics toward
the community, fostering their engagement and motivation.

The implementation of the SWOT analysis was a crucial oppor-
tunity, especially for reflecting on partnership and the project co-
creation process. Facilitating opportunities for critical discussions
on the research process enabled the PSC to offer valuable feed-
back on both the strengths and weaknesses of research devel-
opment. It served as a crucial, structured moment to reinforce
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the iterative nature of a CBPR approach and promote co-learning
[38]. Identified strategies and recommendations may help
reinforce partnership identity, which is recognized in the litera-
ture as an essential step for ensuring the implementation of a
participatory approach [39]. Accordingly, the results of the
SWOT analysis may serve as a guiding document to enhance the
participative approach during the subsequent stages of ProSafe to
support the development of similar co-created projects.

Despite the recognized value of fostering partnership and the
development of several frameworks outlining key elements of
the partnership process, to our knowledge, a guiding tool to
commit all team members toward the establishment of a col-
laborative climate is still missing [40, 41]. The OPERA-PACT
tool was developed to fill this gap. The main aim of the
framework is to provide a structured way to guide the process of
sharing visions and building partnership identities so that all
team members may be aligned and reinforce their synergic
actions through a shared commitment to embracing attitudes
and behaviors inspired by participatory research principles. It is
structured to be adaptable in a flexible way to different partic-
ipatory frameworks and different community populations. The
tool is designed for utilization in the initial phase of participa-
tory research, where the establishment of partnerships and
equitable power distribution is crucial. Nevertheless, its focus
on ensuring a feedback loop from communities and consistently
analyzing research progress makes it a valuable resource for
promoting an iterative approach and sustaining partnerships
over time. Despite having been validated by ProSafe team
members, external validation from both academic researchers
and patient associations not involved in the current research is
essential to further assess its usefulness and feasibility.

5 | Conclusions

The ProSafe project not only contributes valuable insights into
safety issues linked to therapeutic treatment but also may serve
as an example of how to implement similar community-
engaged research. The emphasis on continuous community
engagement, creative strategies for survey co-creation, and the
development of tools such as OPERA-PACT may contribute to
enhancing the development of high-quality participatory
research. As the project evolves, maintaining a strong partner-
ship identity and addressing emerging challenges will be crucial
for sustaining the impact and relevance of ProSafe in improving
healthcare assistance and enhancing patient safety.
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