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Background: Primary care is widely recognized as a cornerstone of universal health coverage, providing high-quality care in
community-based settings. Structured managerial approaches such as Lean & Safety Management (L&SM) can support quality
improvement in healthcare by reducing waste and risk and enhancing patient safety and satisfaction. However, evidence on the
sustainable implementation of L&SM—defined as the ability to complete implementation and maintain improvements over time—
remains limited in primary care. This study aims to identify key challenges affecting the sustainability of L&SM implementation in
community healthcare centers.

Methods: An unsuccessful L&SM implementation was analyzed through an in-depth case study of an Integrated Family Medicine
Centre in Italy. The project, based on the DMAIC framework, was discontinued after the Define phase. A structured three-step
methodology was adopted: 1) selection of a failed implementation case using predefined suitability criteria; 2) identification of
implementation barriers through a systematic assessment of Critical Success Factors for sustainable Lean and Safety implementation
adapted from the literature; and 3) validation of findings and exploration of corrective actions through a stakeholders focus group.
Results: The analysis identified multiple barriers that contributed to implementation failure. These barriers were synthesized into three
interrelated themes: organizational readiness, stakeholder ownership and engagement, and governance fragmentation. Together, these
factors limited coordination, reduced commitment to improvement activities, and hindered the sustainability of the implementation
process.

Conclusion: Sustainable L&SM implementation in primary care requires organizational readiness, committed leadership, stakeholder
engagement, adequate training, and robust data infrastructure. Addressing these factors may improve the successful adoption and long-
term sustainability of quality improvement initiatives in community-based settings.
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Introduction

Primary care is widely recognized as a cornerstone of high-performing health systems, ensuring accessibility, continuity,
and coordination of care across prevention, treatment, and long-term management of chronic conditions.' In recent years,
OECD countries have increasingly emphasized the central role of primary care in ensuring accessibility, continuity, and
quality of care, while promoting reforms aimed at strengthening community-based service delivery models.” In Italy, this
process is mainly driven by a series of initiatives outlined in Ministerial Decree 77/2022, aimed at pursuing the
sustainability healthcare goals established by the Italian National Recovery and Resilience Plan (NRRP). However,
these reforms face persistent implementation challenges, including limited interprofessional coordination, resource
constraints, and increasing demand driven by population ageing and chronic disease burden. These pressures increase
the complexity of delivering coordinated and efficient care in primary care settings.” °
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Within this context, primary care organizations must manage increasingly complex care pathways involving multiple
professional groups, including general practitioners (GPs), nurses, and administrative staff, while ensuring quality,
efficiency, and patient safety.” ® To address these challenges, structured managerial approaches have been introduced
to support healthcare quality improvement and enhance the performance of care delivery systems.

Lean management originated in the Toyota Production System and was initially developed in industrial manufactur-
ing contexts, where it aimed to improve efficiency and quality through the systematic elimination of wastes and
defects.'™!'" Since the early 2000s, Lean principles have been progressively transferred to healthcare organizations,
with the purpose of enhancing patient value through the reduction of non-value-adding activities, such as errors, task
duplication, patient waiting times, and inefficient care processes.'> ' Lean healthcare has evolved from a set of
operational tools to a broader management philosophy oriented toward value creation and quality improvement. In the
healthcare context, quality is a multidimensional concept, encompassing efficiency, effectiveness, timeliness, safety,
accessibility, integration and equity, as defined by the World Health Organization.'” In this perspective, recent contribu-
tions have integrated Lean Healthcare with clinical risk management into a Lean and Safety Management approach,
enabling the simultaneous and proactive management of risks and wastes.'® As proposed in prior studies,'”'® L&SM
extends traditional Lean approaches by explicitly incorporating structured risk identification, prevention, and mitigation
mechanisms into process improvement initiatives. This integration enables healthcare organizations to address both
efficiency and patient safety within a unified improvement framework.

Evidence from hospital-based settings suggests that Lean interventions can improve patient flow, operational
efficiency, and quality of care.'” However, their effectiveness remains highly context-dependent and strongly influenced
by organizational and implementation conditions. In particular, given the rise in chronic conditions and population
ageing, L&SM can also support the integration of hospital-based services with territorial healthcare in managing patients
more effectively, reducing acute events and exacerbations.'> In particular, a previous study'’ developed an integrated
L&SM methodology, identifying a set of activities, tools, and organizational practices aimed at proactively addressing
both waste and risk across care processes. The methodology was empirically tested on a chronic obstructive pulmonary
disease (COPD) care pathway requiring integration between hospital and community services, demonstrated measurable
improvements in performance as well as learning-related outcomes.

Despite a growing body of literature on Lean healthcare, the implementation of L&SM remains challenging. Many
initiatives fail, either due to premature abandonment or because the improvements achieved during implementation are
not sustained over time.?' > Previous literature shows that such failures are frequently associated with insufficient
organizational, managerial, and cultural factors. Several barriers to successful and sustainable implementation have been
identified, including limited leadership engagement, insufficient staff involvement, inadequate training, weak data
infrastructure, and cultural resistance to change.”* %’ The literature consistently identifies the involvement of healthcare
professionals and management as critical for the sustainability of improvement initiatives. In particular, fostering
a culture of continuous improvement, collaboration, and mutual trust among team members appears to support long-
term success.”®*’ Multidisciplinary teams are also considered beneficial, as they bring together diverse expertise and
perspectives. Conversely, limited leadership engagement, inadequate availability of Lean expertise, and insufficient time
and resources allocated to improvement activities have been frequently reported as barriers to implementation and
sustainability.>*** Furthermore, the lack of active managerial support may reduce employee motivation and involvement
in Lean initiatives, hindering their integration into routine practice.>**>

However, most of this evidence originates from hospital settings, which are typically characterized by hierarchical
governance structures and more standardized workflows. Less is known about Lean implementation in primary care

36,37

environments, where decentralized governance, organizational fragmentation and high professional autonomy may

significantly influence the transferability of findings from hospital-based studies.*®*’

Moreover, most Lean healthcare studies focus on successful or partially successful implementations, while failed or
discontinued initiatives remain underexplored.”****" This creates a positive-outcome bias in the literature and limits
understanding of the mechanisms underlying implementation failure.** Analyzing unsuccessful implementations can

generate insights that are often not observable in successful implementations alone and can guide future interventions.
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Failure cases are therefore critical for understanding how and why interventions do not work within a practical
context.*34*

Hence, this study aims to identify barriers to the sustainable implementation of Lean & Safety Management in
primary care by analyzing a case of unsuccessful implementation in an Integrated Family Medicine Centre (IFMC) in
Italy. IFMCs are primary care centers that integrate the efforts of GPs, nurses, and administrative staff to deliver
integrated community-based services. These centers rely on coordinated multidisciplinary teamwork and shared opera-
tional procedures, while allowing physicians to maintain high degree of professional autonomy, responsibility for clinical
decision-making and patient management.*>*® This characteristic reflects the organization of primary care in Italy and
several other OECD countries, where GPs typically operate as self-employed professionals working as independent
contractors within publicly funded health systems rather than as salaried employees.‘w‘48 While this model may promote
professional accountability, continuity of care, and responsiveness to patients’ needs, it can also pose challenges for the
implementation of organizational change initiatives. Healthcare organizations characterized by decentralized governance
and strong professional autonomy may encounter greater difficulties in achieving consensus, standardizing work
practices, and sustaining system-wide quality improvement interventions.*”>' Previous highlights that structural char-
acteristics, professional culture, and readiness for change significantly influence the success of organizational
interventions.’>> Consequently, the implementation of approaches such as Lean & Safety Management may be
particularly challenging in highly professionalized healthcare settings, where successful change relies heavily on
voluntary engagement and alignment among autonomous professionals.>*

By focusing on a failed implementation in this setting, this study contributes to the literature in two main ways: first,
by extending knowledge on Lean implementation barriers beyond hospitals into decentralized primary care systems
characterized by high GP autonomy, while identifying context-specific solutions for addressing these barriers;
and second, by leveraging a failure-based case analysis to identify sustainability barriers that may remain hidden in
success-oriented studies, thereby contributing to a more complete understanding of Lean implementation in healthcare
systems.

Methods

A structured methodology was applied to achieve the main objective of the study (ie, identifying key barriers to L&SM
implementation in IFMC in Italy). As shown in Figure 1, the methodology included (1) identifying a case study involving
unsuccessful L&SM implementation, (2) identifying barriers to L&SM implementation by adapting critical success
factors from previous studies, and (3) focus group discussion of the identified barriers to suggest possible solutions.
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Figure | Structural flow of the methodology. Figure by authors.
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1. Identifying a case study involving the unsuccessful implementation of L&SM:

To identify a suitable case study, four criteria were considered according to the stated objective: (i) a primary care
setting, similar to Italian IFMC; ii) L&SM application; (iii) an unsuccessful or incomplete L&SM project, and (iv) the
availability of sufficient information to identify and investigate the barriers contributing to implementation failure.

2. Identifying barriers to L&SM implementation:

The challenges to the project’s success were identified by adapting the framework proposed by Henrique et al’' that
defines Critical Success Factors (CSFs) as aspects fostering the sustainability of L&SM implementations. This frame-
work was selected because it closely aligns with the objective of this study and was developed through an extensive
literature review and empirical analysis, including multiple case studies and cross-case analysis.

The adaptation process followed two steps:

e Step | - Coding framework: the CSFs were organized into a structured coding matrix, used both to assess
implementation status in the case study and to guide the focus group discussion;

e Step 2 - Implementation status assessment: each CSF was evaluated against documented evidence from the case
study, determining whether it was fully implemented, partially implemented, or not implemented. Factors that were
not implemented because the project failed at an earlier stage were judged as “not applicable”. This assessment was
conducted independently by two pairs of researchers and subsequently validated through the focus group
discussion.

3. Focus group discussion of the identified barriers and possible solutions:

A focus group was conducted to systematically discuss the identified challenges and explore potential solutions,
bringing together key stakeholders with direct knowledge of the case.’” Participants were selected through purposive
sampling, ensuring direct knowledge and experience relevant to the research question. The focus group involved six
participants representing heterogeneous professional profiles: a Human Resources Director, a Manager, a Physician-
Manager, a PhD researcher with direct field experience, and a Master’s student in Management Engineering. The session
was moderated by an external senior researcher who also actively participated in the discussion, contributing a critically
distant perspective on the case. This multi-profile composition ensured the capture of organizational, clinical, managerial,
and research perspectives on the failure.” Prior to the focus group, participants received an oral information statement
outlining the study purpose, voluntary participation, and anonymous and aggregated data use. The session was conducted
online via Zoom, lasted 90 minutes, and was guided by a semi-structured interview guide developed deductively from the
CSF framework,?' ensuring systematic coverage of all barrier categories. The CSFs served as sensitizing concepts to
ensure systematic coverage of the implementation factors previously identified during the case analysis while allowing
participants to contextualize, challenge, refine, and expand the interpretation of these factors. Accordingly, the focus
group was primarily not intended to generate barriers inductively, but rather to critically examine and interpret the
implementation challenges identified through the literature-informed analytical framework. This approach is consistent
with deductive qualitative analysis, in which existing theoretical constructs guide data collection and interpretation while
remaining open to contextual refinement.’®>” The guide included open-ended questions structured around three thematic
areas: (i) participants’ direct experience of the identified challenges, (ii) contextual factors that facilitated or hindered
L&SM implementation, and (iii) potential solutions for future implementations.

The session was audio-recorded with participants’ informed consent and subsequently transcribed verbatim. The
moderator facilitated the discussion while also actively contributing an external research perspective. The transcription
was analyzed using deductive content analysis based on the CSF categories from Henrique et al*' as a priori coding
framework.”®>° Four researchers with deliberately diverse backgrounds conducted the analysis: the external researcher,
the PhD researcher with direct field experience, and two additional researchers external to both the field project and the

4 https: Risk Management and Healthcare Policy 2026:19



Tiso et al

focus group. After a shared preparation phase involving repeated reading of the transcription, researchers worked in two
independent pairs to code the data. Each pair assigned meaningful units of text to predefined CSF categories. The two
pairs then compared their coding schemes through a structured consensus-building process, systematically identifying
and discussing discrepancies until full agreement was reached. The quality of the consensus was evaluated qualitatively
in terms of depth of discussion, transparency of coding decisions, and inclusiveness of all researchers’ perspectives.®

This study focused exclusively on the organizational and administrative structure of an IFMC, including workflows
such as appointment scheduling, prescription management, and telephone triage procedures. No patients, clinical
decision-making processes, biological materials, patient—physician interactions, medical records, or health-related out-
comes were involved or analyzed. The analysis was based on the experience and professional knowledge of physicians
and nurses, who participated voluntarily in a non-interventional study. All information was collected and handled in an
aggregated and fully anonymized form, and no identifiable personal data were gathered. According to institutional and
national regulations, studies of this type do not require Ethics Committee approval. Procedures followed the ethical
principles of the Declaration of Helsinki, as applicable.

Results and Discussion
Identifying a Case Study Involving the Unsuccessful Implementation of L&SM

The identified case study regards a L&SM implementation aiming to improve the quality of care delivered within an
Italian IFMC. The DMAIC cycle was adopted as a high-level algorithm to guide the implementation process.®' However,
the project was interrupted after completing only the initial “Define” phase, without advancing through the complete
cycle and thus without implementing improvement actions and monitoring the outcomes. The target IFMC comprises
eight family physicians, five nurses, and six administrative staff members. Family physicians operate as independent
professionals collaborating with the Local Public Healthcare System. Patients affiliated with this system can choose their
physician from this or other IFMCs in the area, depending on availability. Administrative and nursing staff are supplied
and managed by a private service provider. The improvement project was strongly endorsed by the director of the private
company and by one of the IFMC’s physicians, who served as designated coordinator. Before starting the “Define” phase,
a core project team was created, comprising a Master’s thesis student in management engineering, a PhD student, a full
professor expert in L&SM, the director, and the head of human resources from the private company. The primary aim of
the core project team was to design, plan, and oversee the various activities throughout the project.

The “Define” phase comprehended three main activities: 1) context and resources analysis, 2) demand analysis,
and 3) critical care pathways identification. The context analysis highlights the presence of 14,000 patients served by the
IFMC, with extended weekday hours from 8:00 AM to 8:00 PM and additional walk-in emergency services on Saturday
mornings. A comprehensive analysis of resources and activities revealed the dual nature of the services provided,
addressing acute care interventions, follow-up, and prevention activities. Key findings outlined a lack of standardization
in physicians’ activities, resulting in operational challenges for administrative staff. The demand analysis, supported by
Electronic Health Record (EHR) data, outlined the significant workload associated with chronic patients stemming from
ongoing follow-up, preventive care needs, and acute exacerbations. Hypertension, type 2 diabetes, and chronic kidney
disease emerged as the most prevalent chronic conditions. Additional self-recorded measurements by personnel, EHR
data analysis, and qualitative interviews with staff led to the identification of the diabetes care pathway as the primary
target for improvement. This decision was based on the high resource consumption and frequency of patient visits, the
need for proactive patient engagement, and the wide range of required care activities. The project concluded at this stage
without completing the planned implementation, and no further developments are expected.

Identifying Challenges to L&SM Implementation

The assessment of the CSFs revealed that the unsuccessful L&SM implementation was not associated with a single
missing factor, but rather with the simultaneous presence of multiple barriers. The identified barriers can be grouped into
three implementation domains: organizational readiness, stakeholder ownership and engagement, and governance
fragmentation.

Risk Management and Healthcare Policy 2026:19 https: 5
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The first area concerns organizational readiness. Several CSFs associated with implementation planning, process
standardization, data availability, internal expertise, and long-term improvement capability were either absent or only
partially implemented. No detailed implementation plan was developed, internal L&SM and IT expertise were lacking,
and available data were fragmented and only partially reliable. Furthermore, the selected IFMC represented quite
complex pilot context for a first implementation attempt. These findings suggest that the organization entered the
implementation process without several of the structural and managerial preconditions required to support sustainable
improvement initiatives.®?

The second area concerns stakeholder ownership and engagement. Limited participation was observed among
physicians, healthcare workers, and administrative staff throughout the project, as they provided minimal feedback and
support for the implementation efforts. This limited participation was partly explained by the lack of a formally
established project team, which hindered regular attendance at project meetings. Focus group participants repeatedly
highlighted communication shortcomings as a key factor contributing to this limited engagement. Healthcare profes-
sionals were not always fully aware of the project objectives, expected benefits, or the specific activities required from
them. As one participant noted, “Physicians were not equally informed about either the final purpose of the project or the
activities they were expected to perform”.

In addition, staff members were not introduced to the philosophy and principles of L&SM through a structured
training program. This gap can be considered particularly relevant, as the literature widely recognizes the development of
continuous improvement capabilities and targeted training as critical success factors for both employees and management
in ensuring the effective implementation of L&SM.%*%*

These communication gaps reduced stakeholders’ understanding of the initiative and hindered the development of
a shared commitment to the implementation process. The limited use of visual management tools and the absence of
structured communication mechanisms further constrained opportunities to align expectations and maintain engagement
over time.®

The third area concerns governance fragmentation. The IFMC operated as a network of autonomous professionals
without a formal managerial hierarchy capable of coordinating collective action, establishing common priorities,
allocating dedicated time to improvement activities, or promoting standardized work practices. As highlighted during
the focus group:

Unlike hospitals, these settings do not have a real hierarchical structure because physicians are self-employed professionals who

ultimately answer only to themselves.

This organizational arrangement was further compounded by the absence of clear leadership able to effectively engage,
motivate, and align all professional groups around shared improvement goals. Communication challenges among project
actors, together with the limited involvement of key stakeholders, further reduced opportunities for collective learning
and collaborative decision-making.

Overall, the findings indicate that implementation failure emerged from the interaction among organizational,
relational, and governance-related barriers rather than only from deficiencies in Lean tools or methodologies themselves.
While many of the identified barriers have been previously reported in Lean healthcare studies, the present case
highlights how their combined effect may be amplified in primary care settings characterized by professional autonomy
and decentralized governance structures.

Table 1 summarizes the implementation status of each CSFs, the barriers identified during the case analysis, and the
suggested solutions proposed during the focus group discussion.

Focus Group Discussion
The focus group discussion provided an opportunity to better understand how the barriers identified through the CSF
assessment manifested within the specific organizational context of the IFMC and also to identify potential solutions to
overcome the challenges emerged.

A first important insight concerns organizational readiness. The solutions proposed during the focus group pointed
towards the need to strengthen the organizational conditions required to support implementation before improvement
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Table | Implementation Status of Each CSFs, the Barriers Identified During the Case Analysis, and the Suggested Solutions, Table by Authors

Critical Success Factors (CSFs)21

Status

Barriers

Suggested Solutions

There is an audit process and check-lists that are done by
management after Kaizen events in order to make sure that the
improvements are being implemented and work standards are in
place.

N/A

N/A

N/A

Teams of employees are assessed and rewarded through competition
programs based on improvement ideas implemented or performance
goals achieved.

N/A

N/A

N/A

There are documented work standards in place (registered), the
work is being executed according to those standards and the work
standard is the best way to perform a certain task known up to that
moment.

Not
implemented

Lack of best-practices standardization: physicians operated
independently, taking autonomous decisions without formal
registration, and consistently followed work standards for specific
tasks.

Enhancing work standardization by promoting improvement
initiatives before launching an L&SM implementation or choosing an
IFMC with standardized best practices.

A3 method is currently used to communicate better and simpler the
process of change of projects on a single sheet, containing the
objective, the current situation with the problems, the projected
situation, the action plan outlined and the monitoring indicators.

Not
implemented

Due to the exploratory nature of the implementation, no predefined,
step-by- step plan was developed.

It is recommended to develop a detailed plan for future L&SM
implementation.

team, as a meeting routine where all levels of the organization go
where things happen to see the problems for themselves and
elaborate action plans.

implemented

who subsequently reported the findings to the other academic
experts: emerging issues and difficulties were not communicated
promptly to the entire core project team, particularly to the project
sponsor.

The key performance indicators are defined and designed to N/A N/A N/A

adequately measure current state process performance and target

goals of an improved value stream.

The Kaizen event is used to quickly implement the planned changes. N/A N/A N/A

In this event, people of different abilities and areas are engaged in the

process of implementing change using a structured framework to

tackle root causes of problems.

Performance indicators, sustainability assurance notes, A3 projects, Not Lack of visual management adoption for communicating project Stronger involvement from the director and the head of human

Value Stream Maps, and goals to be achieved are exposed in the implemented | progress: Not all healthcare and administrative staff involved were resources of the private company to drive initiatives aimed at

visual management boards. fully informed about the project’s details, objectives, or the tools and | improving communication about the project’s motivations,
activities required for its implementation. objectives, and progress, particularly in the early stages, to foster

genuine participant engagement.
There are Gemba walks in place, performed by the management Partially Gemba walks were conducted solely by the improvement facilitator, | Scheduling regular meetings with the entire core project team,

including private company members, to improve communication and
ensure periodic information sharing.

Value Stream Mapping is being used to understand the patient value
stream from the treatment beginning to the end, with the
identification of takt time, cycle times and wastes, and design of

a future-state goal.

N/A

N/A

N/A

(Continued)

|e 32 osi|



:sdyyy

61:970T A110d 24edy3[Ea puE JusWSSeUE]Y Sy

Table | (Continued).

Critical Success Factors (CSFs)21

Status

Barriers

Suggested Solutions

Improvement and problem-solving activities use structured steps in
order to define the problem, goals, current state, root causes, future
state, implementation, standardization and control, such as DMAIC
or PDCA.

Partially
implemented

The DMAIC problem-solving framework was partially adopted, with
only the “Define” phase being implemented.

It is not feasible to suggest solutions as the project was abandoned
before the completion of the entire cycle. It is necessary to address
the other identified challenges that contributed to the project’s
failure.

Professionals involved are constantly trained in Lean concepts, from Partially No structured L&SM training sessions were implemented, except for | Implementing a structured L&SM training program that effectively

the basic tools to the philosophy of Lean thinking as part of implemented | an initial meeting attended by a limited group of health workers and | engages all personnel involved in the project, motivates them, and

a continuous learning process. administrative staff, during which a general overview of the fosters an understanding of the importance of continuous
methodology was presented. improvement.

There is a plan to implement Lean, containing the set of steps to be Not Due to the exploratory nature of the implementation, no predefined, | It is recommended to develop a detailed plan for future L&SM

followed so that the implementation team does not take any risks implemented | step-by-step plan was developed. implementation.

neglecting any steps that could undermine sustainability in the future.

The responsible for the sectors/value stream areas have well-defined N/A N/A N/A

follow-up routines during the post-Kaizen phase to closely monitor

the problems that arise after implementation.

Kaizen events, aligning and engaging people in change, and sharing the N/A N/A N/A

results of Lean implementation are being communicated throughout

the whole organization.

Decisions are based on a long-term philosophy, even to the Not Absence of a structured organization: The implementation of L&SM

detriment of short- term financial losses, in order to help establish
a culture of continuous improvement and make employees more
confident about the organization’s strategic alignment.

implemented

within a collective of self- employed professionals operating without
a formal structure presents challenges in defining long-term strategic
objectives and effectively conveying a shared philosophy of
continuous improvement to all stakeholders involved.

This challenge is beyond the focus group and is rather the
responsibility of external stakeholders. A potential approach could
involve strengthening coordination, communication, and
collaboration initiatives among physicians.

Decisions are taken in consensus, not top- down, where people have
more freedom to generate new ideas for improvement and discuss
them to decide the best for the organization.

Not
implemented

Challenges in engaging health workers and administrative staff, with
low interest and participation in the project, and a lack of feedback
collection events.

Stronger involvement from the director and the head of human
resources of the private company to drive initiatives aimed at
improving communication about the project’s motivations,
objectives, and progress, particularly in the early stages, to foster
genuine participant engagement.

Implementing a structured L&SM training program that effectively
engages all personnel involved in the project, motivates them, and
fosters an understanding of the importance of continuous
improvement.

When Lean initiatives are aligned with the strategic objectives of the
company, all efforts are moving in the same direction and the results
have a global impact.

N/A

N/A

N/A

The Lean implementation process focuses on creating a well-
developed pilot where several tools can be implemented first, then
spread the Lean tools and principles throughout the organization.

Partially
implemented

The selected IFMC for the initial implementation of L&SM was
intended as a pilot test; however, it was characterized by a high level
of process complexity. A more straightforward context might have
been more suitable for a first attempt.

Selection of a less complex IFMC for the initial L&SM
implementation.
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The initial focus of Lean implementation was on the information or Partially The initial analyses primarily focused on information flows, aiming to | Enhancing data availability and reliability before initiating an L&SM
material flow, instead of the patient flow. implemented | identify the most critical patient pathway associated with a specific implementation in territorial healthcare settings OR choosing an
disease. However, this process faced challenges due to limitations in | IFMC characterized by available and reliable data and information
patient data, including partial data availability and reliability issues. flows.
Physicians participated in all phases of the project in order to Not Physicians were not involved in all project phases and did not Stronger involvement from the director of human resources of the
contribute credibility to the project, engage other professionals, and | implemented | contribute to addressing emerging challenges. They perceived the private company to drive initiatives aimed at improving
contribute to the generation of solutions to resistance and problems project as something implemented by lean facilitators rather than as | communication about the project’s motivations, objectives, and
generated by the processes. an initiative requiring their active engagement. progress, particularly in the early stages, to foster participant
engagement.
Implementing a structured L&SM training program that effectively
engages all personnel involved in the project, motivates them, and
fosters an understanding of the importance of continuous
improvement.
Senior executives (ie, department managers) are actively Not Absence of top management roles. This is beyond the focus group and is rather the responsibility of
participating in day-to-day continuous improvement activities. implemented external stakeholders. Potential approach: strengthening
coordination, communication, and collaboration initiatives among
physicians, while fostering a sense of ownership.
Health professionals, such as nurses and pharmacists, actively Partially Challenges in engaging health workers in the project due to a limited | Stronger involvement from the director and the head of human
participate in continuous improvement activities. implemented | sense of ownership. resources of the private company to drive initiatives aimed at
Limited healthcare workers’ time availability and excessive improving communication about the project’s motivations,
fragmentation of project-related activities. objectives, and progress, particularly in the early stages, to foster
genuine participant engagement.
Implementing a L&SM training program that effectively engages all
personnel involved in the project, motivates them, and fosters an
understanding of the importance of continuous improvement.
IT professionals are involved in improvement activities and help to Not Absence of IT professional roles. This is beyond the focus group and is rather the responsibility of

simplify and automate complex processes.

implemented

external stakeholders. Potential approach: engaging external
consultants.

There is a group of employees dedicated to implementing Lean and
continuous improvement activities (ie, an internal Lean team).

Not
implemented

Absence of internal roles dedicated to L&SM implementations.

This is beyond the focus group and is rather the responsibility of
external stakeholders. A potential approach could be to address the
shortage of internal L&SM experts by engaging external consultants.
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activities begin. These recommendations included clearer implementation planning, greater process standardization,
improved data infrastructures, and the development of internal competencies.

Importantly, the present case extends this literature by illustrating the consequences of initiating an improvement
project in the absence of these preconditions. While readiness is often discussed as an enabling factor in successful Lean

implementations,**

the failure case examined here highlights how insufficient readiness can prevent implementation
from progressing beyond its initial stages. In this respect, the findings support the view that readiness should not be
considered merely a contextual factor, but rather a foundational condition for lean improvement sustainability.

A second insight relates to stakeholder ownership and engagement. Existing literature consistently identifies staff
involvement, empowerment, and training as critical success factors for Lean sustainability.®” *® However, the present
findings underline that ownership is not solely determined by participation opportunities but also by stakeholders’
understanding of the initiative and their perceived role within it.

Several participants reported that healthcare professionals perceived the initiative primarily as a university-led project

rather than as a shared organizational improvement effort. As one participant explained:

Physicians perceived the project as something that had to be carried out mainly by the university side.
Similarly, another participant noted:

Healthcare professionals did not fully understand that a project of this scale would require them to invest some of their own time
and effort.

The proposed solutions therefore emphasized communication and training not simply as knowledge-transfer mechan-
isms, but as tools for fostering shared responsibility and active engagement in the improvement process. This observation
appears particularly relevant in primary care settings, where professionals often operate with considerable autonomy and
where participation in improvement initiatives depends on voluntary commitment rather than formal managerial
authority. In such contexts, ownership appears to develop through continuous communication, role clarification, and
meaningful involvement in decision-making processes.

A third insight concerns governance fragmentation. The solutions discussed during the focus group emphasized the
need for stronger coordination mechanisms, clearer governance arrangements, and more effective leadership processes
capable of aligning stakeholders around shared improvement goals. Participants highlighted that, although the IFMC
lacked a formal managerial hierarchy, a stronger leadership role could have been assumed by the private company’s
management, not only through the direct oversight of nursing and administrative staff but also by facilitating consensus-
building among physicians. The focus group further emphasized that leadership should not be interpreted as a formal
authority function, but as a mechanism for fostering engagement, communication, and collective commitment to
improvement initiatives. As highlighted in the literature,’® "> leadership plays a critical role in guiding improvement
initiatives, empowering and training employees, fostering open communication, and sustaining continuous improvement
efforts.*** Consequently, a more integrated governance approach, combining stronger leadership support from the
director and the head of human resources with proactive engagement strategies, may have strengthened alignment among
participants, promoted a shared improvement culture, and enhanced the implementation feasibility.

Beyond the three implementation domains, the focus group highlighted several cross-cutting issues that were present
across all implementation stages and domains, helping explain how the identified barriers translated into implementation
failure.

First, the discussion revealed challenges related to the perceived legitimacy of the intervention. Legitimacy
refers to the extent to which stakeholders perceived the initiative as meaningful, relevant, and shared rather than
externally imposed. This mechanism influenced engagement across all professional groups and affected the will-
ingness to participate in implementation activities. Although the project had been formally accepted, professionals
were not always fully aware of its objectives, expected benefits, and required contributions. As one participant
observed:
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We should have organized another meeting with all physicians involved, clearly explaining the objectives, the work required,
and letting them decide whether to commit or not.

This suggests that formal agreement to participate did not necessarily translate into genuine commitment to implementa-
tion activities. Indeed, the project was not always perceived as a shared organizational priority, but rather as an externally
promoted initiative requiring additional effort without clear benefits for everyday practice. This perception reduced
motivation to actively participate in implementation activities and further weakened commitment among professional
groups.

Second, participants highlighted the difficulty of integrating improvement activities into routine clinical practice.
Improvement tasks were frequently perceived as additional responsibilities competing with patient care demands and
everyday operational priorities. As one participant explained: “If I have to choose between solving problems in the clinic
and attending the project, I will stay in the clinic”. Similarly, another participant noted: “Physicians’ time is spent inside
the consultation room”. These observations suggest that many professionals did not develop a strong sense of ownership
over the project, as implementation activities were often viewed as separate from routine clinical work rather than as an
integral part of professional practice.

Taken together, these findings suggest that implementation failure cannot be fully explained by examining individual
barriers in isolation. Rather, failure emerged from the interaction among insufficient organizational readiness, weak
stakeholder ownership, and governance fragmentation. Although the individual barriers identified in this study are largely
consistent with those reported in previous Lean healthcare literature, the findings contribute to current knowledge by
illustrating how these barriers reinforce one another within decentralized primary care organizations.

Conclusion

This study investigated the challenges of implementing L&SM in primary care, focusing on an unsuccessful case
conducted within an IFMC in Italy. This research addresses three main gaps identified in the literature on lean healthcare
implementation.

First, existing evidence is predominantly based on successful or partially successful implementations,”® resulting in
a positive-outcome bias and a limited understanding of the barriers that hinder the lean transition from theory to practice.

Second, most studies are conducted in hospital settings, whereas primary care environments, characterized by
decentralized governance, professional autonomy, and fragmented coordination, remain underexplored.

Third, current literature largely emphasizes technical and methodological determinants of success (eg, lean tools),
while offering less insight into the organizational and relational conditions that shape whether implementation can
progress beyond initial phases.

The findings suggest that implementation failure was primarily driven by insufficient organizational readiness, limited
stakeholders’ ownership and engagement, and governance fragmentation. The focus group analysis showed that these
barriers were emphasized by reduced perceived legitimacy of the intervention, and limited integration of improvement
activities into routine clinical workflows. Although technical competencies and internal L&SM expertise were not fully
developed, the findings indicate that organizational and contextual barriers played a more prominent role in constraining
implementation progress. In particular, the IFMC setting highlighted how decentralized governance structures, high
professional autonomy among GPs, and fragmented coordination mechanisms limited the development of shared and
collective commitment to the initiative. In addition, the involvement of multiple stakeholders with differing priorities,
expectations, and levels of expertise generated misalignment and competing interests from the earliest stages of
implementation.”

Overall, this study contributes to the literature by: i) extending L&SM research beyond hospital settings through
evidence from a primary care IFMC characterized by high professional autonomy and decentralized governance; ii)
advancing understanding of L&SM implementation failure by analyzing an unsuccessful case; iii) shifting the focus from
technical determinants to organizational readiness, interprofessional alignment, and perceived legitimacy as critical

conditions for implementation success.
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From a practical perspective, the findings suggest that Lean & Safety implementation in primary care should be
approached as a comprehensive organizational transformation requiring managerial commitment, workforce engagement,
and structural readiness, rather than a mere technical intervention. Several managerial recommendations emerged from
the analyzed case:

e Ensure perceived legitimacy of the initiative, through early stakeholders’ involvement, clear communication of
objectives, and explicit clarification of expected contributions;

e Foster shared ownership across stakeholders, through structured training, active participation in decision-making,
and shared responsibility for implementation activities;

e Integrate improvement activities into routine clinical practice, by allocating dedicated time, embedding improve-
ment tasks into existing workflows, and reducing the perception of Lean as an additional burden;

e Strengthen process readiness and organizational conditions before improvement intervention through implementa-
tion planning, process standardization, competency development, and reliable information systems;

e Establish governance and leadership mechanisms capable of coordinating autonomous professionals and aligning
stakeholders around shared improvement goals.

The study is based on a single-case design and on an implementation that was discontinued in its early phase. Therefore,
the findings cannot be statistically generalized. However, they offer analytical insights that may be transferable to
primary care contexts characterized by similar governance structures, professional autonomy, and organizational
fragmentation.

Future research could further examine how organizational readiness for L&SM can be systematically assessed and
strengthened prior to implementation in primary care settings. Additional longitudinal studies are needed to explore how
to sustain L&SM practices in primary care over time, as well as the role of information systems and infrastructure in
supporting coordination and shared decision-making in decentralized healthcare systems.
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