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[bookmark: _Toc227248180]1. Introduction 
The provision of quality care is based on quality management, patient safety, and good governance, which are the three pillars of effective healthcare systems. Safe care delivery in an increasingly complex health care setting requires well-integrated, strong governance systems, open reporting procedures and an active safety culture. However, the experience of modern medical tragedies indicates that negative consequences are often the result of organizational dysfunctions, but not individual mistakes of workers. The common belief is that safety culture is a fairly stable, multidimensional, holistic construct, which is shared by members of the organization (Kushniruk et al. 2024). This underscores the fact that issues concerning healthcare quality failures are normally entrenched in organizational structures, decision-making processes and leadership practices. Therefore, quality management frameworks are important in risk identification, risk analysis, and mitigation. This will lead to the ongoing service improvement and protection of patients. Arguably, healthcare organizations that do not incorporate effective governance and safety cultures expose themselves to major negative events, which eventually erode the confidence of the people and the quality of clinical care. 
The incident of nurse Lucy Letby murdering innocent babies in a neonatal unit has once again undermined the trust of the society in health workers (Chakravorty et al. 2023, p.01). And numerous professionals themselves should consider what effect this could have on their practice.  Although the case concerned criminal negligence by a neonatal nurse, a closer look at the case indicates that the problem was much broader than personal improper conduct. This indicates a highly entrenched organizational vulnerability to governance, leadership/safety culture whereby the frequent clinical warnings might have been addressed ineffectively, and immediate action might have been overlooked. Thus, the case can be considered an example of the malfunction of healthcare quality assurance mechanisms, which discloses the possibility of critical patient injury due to systemic vulnerability. 
The fundamental issues of quality that can be considered as major flaws in patient safety measures include ineffective incident reporting processes, a lack of action by leaders, and ineffective clinical governance (World Health Organization, 2020). The interrelations of these problems show that organizational processes failed to identify, escalate and react to the risks that emerged. Importantly, the case has to be viewed as a failure but as a breakdown of various layers of the healthcare system defense. This helps to conclude that structural and cultural change rather than focusing on individual responsibility should be used to create sustainable change in healthcare quality. This report critically examines the causes behind such failures by using the theoretical frameworks. Structural, procedural, and outcome-related deficiencies will be analysed with the help of the Donabedian Model and through a complete identification of root causes. 
Moreover, organizational strengths, weaknesses, opportunities and threats will be evaluated with the help of the SWOT analysis. The PDSA cycle will be used to design the iterative quality improvement plans, but the Kotters 8-Step Change Model will offer a systematic approach to introduce sustainable organizational change. This report would critically evaluate the underlying causes of systemic healthcare failure, as well as offer evidence-based service improvement solutions that can be used to improve patient safety and organizational effectiveness.
[bookmark: _Toc227248181]2. Main Body 
[bookmark: _Toc227248182]2.1 Donabedian Model
The Donabedian Model (includes structure-process-outcome) is a popular framework of assessing the quality of healthcare, which focuses on how organizational conditions influence the delivery of care and its resulting outcomes. The Donabedian framework includes all the pertinent areas of organizational structure, process and outcome and their interactions and unites these areas with health and social areas (Tossaint-Schoenmakers et al. 2021, p.03). It offers a methodical way of determining the gaps that exist in the healthcare systems and how the failures at various levels lead to poor outcomes. The model provides a critical prism through which systemic weaknesses may be evaluated within the context of the Lucy Letby case, outside of the frame of individual culpability.
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Figure 1: Donabedian Structure-Process-Outcome framework
(Source: Tossaint-Schoenmakers et al. 2021, p.03)
There were significant gaps in level of staffing, governance, leadership effectiveness and whistle blowing policies. The organization lacked effective oversight mechanisms and was not capable of offering a secure environment to speak up. Inappropriate leadership and weak governance resulted in the creation of an environment in which the importance of early warning signs was not prioritized. Also, poor whistleblowing policies deterred employees, who would blow the whistle in order to encourage a culture of silence. This brings out systemic flaws that were incorporated in the organizational structure, allowing risk to thrive. In other situations, the distinction between whistleblowing and voice may be challenging, where employees may employ whistleblowing mechanisms to express their dissatisfaction or make a grievance. 
In such situations, there is a need to closely compare the ‘organisational wrongdoing’ and ‘other concern’ to create a clear distinction (Irfan, 2025. p.20). These structural deficits directly affected process failures at the neonatal unit. Incident reporting, escalating of concerns, and interdisciplinary communication were significantly ineffective clinical processes. There was also a lack of decisiveness or action despite the recurring clinical anomalies. Lack of responsiveness of organizational systems to emerging risks is evidenced by delays in investigating and making poor decisions. In contrast, the use of the Donabedian Model illustrates that the case in hand is a systemic organizational failure, with poor structures leading to poor processes, which ultimately had disastrous consequences.
[bookmark: _Toc227248183]2.3 SWOT Analysis
The SWOT analysis is a strategic instrument in healthcare quality management (employed to assess internal strengths, weaknesses, and external opportunities and threats) that determines the performance and delivery of services in organisations. It promotes the critical evaluation of the interactions of internal deficiencies and external pressures to influence outcomes (Puyt et al. 202, p.01). Therefore, it is very relevant in the analysis of systemic failures in healthcare.





Table 1: SWOT Analysis Table
	Strengths
	Weaknesses
	Opportunities
	Threats

	Established NHS safety frameworks and protocols
	Poor clinical governance and oversight
	Strengthening whistleblowing policies
	Legal liability and regulatory scrutiny

	Skilled and experienced clinical staff
	Leadership inaction despite repeated warnings
	Implementation of digital reporting systems
	Loss of public trust and reputation

	Existing incident reporting mechanisms
	Ineffective escalation and communication processes
	Leadership training and governance reform
	Staff burnout and workforce instability



The lack of effective utilization of the available systems was overwhelming due to poor governance and failure of leadership. This implies that the lack of internal weaknesses was a direct cause of the external threats. This inability to act on the warning signs made the risks manageable rather than critical failures. In addition, the prospects of reforming policies and digital innovation also point to the possible ways of improvement, but their efficiency should be increased with reference to the underlying problems in culture and leadership.
[bookmark: _Toc227248184]2.2 Fishbone Diagram
A cause-and-effect diagram (fishbone diagram) is a method used in the healthcare sector to help in the analysis of the underlying cause of a quality-related issue, including poor performance or safety events (Kumah et al. 2024, p.01). This is a tool that enables the team to work on the basis of a certain issue rather than the symptoms. Also, it helps to understand the interaction of various factors in healthcare systems in a holistic manner. This framework can be particularly applied in the Lucy Letby case to indicate that the failures were multi-dimensional and were entrenched in organizational processes. There was also reporting of employee issues, which were not addressed effectively, implying that the culture did not put much emphasis on escalation. Regarding this process, the poor quality of incident reporting mechanisms and poor escalation procedures greatly affected timely intervention. This implies that there was a lack of proper clinical practice or the existing clinical practices were not well established.
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Figure 2: Fishbone Diagram Illustrating Root Causes of Systemic Failure in the Lucy Letby Case
(Self-Developed)
These issues were further complicated by policy-related failures like inadequate governance practices and absence of whistleblowing protection, which diminished risk responsiveness of organisations. Staffing issues and insufficiency of the safety culture in the provided environmental conditions were an environment where errors could be overlooked. Research evidence revealed that 33.5% of staff had reported errors, near misses or events in the previous month which could have harmed staff and/or patients (Whiteing et al. 2023, p.06). Also, inefficient systems and surveillance systems lowered the ability of the organization to detect abnormal clinical trends. All these factors were interrelated and led to a combined breakdown of various safety barriers. This emphasizes the interplay of multidimensional aspects of failure, in which organizational weaknesses worked in dynamism and not in isolation.
[bookmark: _Toc227248185]2.4 PDSA Model
The Plan-Do-Study-Act (PDSA) cycle is a cyclical model that has been increasingly popular in primary care as a method of quality improvement to promote systematic testing and refinement of changes in services (Manandi et al. 2023, p.01). It allows organizations to act upon complex failures by relying on iterative learning and evidence-based decision-making and is therefore quite applicable to tackling systemic failures observed in the Lucy Letby case.
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Figure 3: PDSA Model
(Source: Brown et al. 2018, p.02)
Plan: 
Enhancing the incident reporting mechanisms, improving whistleblowing policies, strengthening leadership responsibility and offering clear escalation procedures are also enhancement plans during the planning phase. This means that the key to making sure that it is prevented and patient safety is restored in the organization lies in governance and communication failures (Qabool et al., 2022, p.2).
Do:
Doing stage involves the implementation of these strategies within a controlled setting such as the neonatal unit. This includes staffing of personnel, changes in reporting structures and increased leadership participation. This allows the organisation to put the interventions into practice and to identify the operational problems and keep the service delivery to a minimum.

Study:
The study phase involves regular analysis of results, which involves monitoring reporting frequency, response times, and patient safety indicators. One can say that constant monitoring is necessary to check whether implemented changes are effective or not and to reveal any loopholes or unexpected system outcomes.
Act: 
Act phase focuses on standardization of effective interventions and scaling of effective interventions across the organization. This highlights the significance of the working practices in policy and organizational culture in order to make sustainable improvement.
[bookmark: _Toc227248186]2.5 Kotter’s 8 Change Model
One of the most famous models of implementing sustainable changes into the world of business and government is Kotters 8 step framework created to help resolve the most widespread reasons behind failure in transformation programs (Carreño et al. 2024, p.01). It offers a systematic method of resistance mitigation, unity of stakeholders and embedding long-term change, which makes it very applicable in the context of systemic failures that are present in the Lucy Letby case. Lack of urgency and leadership responsibility in the organisation also helped to perpetuate unsafe practices. 
This underscores the lack of translation of early warning signs into action. To align organisational priorities and increase accountability, it is necessary to develop and communicate a clear vision that is patient-focused and based on a zero-harm culture. Moreover, effective change involves empowering the staff such that they are not afraid to take action against them. This implies that the absence of barriers, such as poor whistleblowing provisions, would lead to open communication and escalation of risks in time. Quick wins such as the increase in the incident reporting and response times can assist in developing a feeling of confidence in the change process and demonstrate actual progress. 
It will be important to sustain the momentum by engaging in constant improvement activities so that the changes are not merely seen as a quick fix. Lastly, such changes need to be anchored on the organisational culture to ensure success in the long run. This leads to the fact that failure of the systems in the case was not solely founded on the absence of procedures but also of the cultural negative aspects (Dahmen, 2023, p.285). The model by Kotter thus covers both the behavioural and structural aspects of change and makes the change accountable to the leadership as the means of patient safety improvement.
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Figure 4: Kotter’s 8 Change Model
(Source: Ha et al. 2024, p. 83)
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[bookmark: _Toc227248188]3.1 Redesign of Incident Reporting and Escalation Systems (PDSA Approach)
The analysis of systemic failures in the neonatal unit shows a critical weakness in the incident reporting, leadership accountability, organisational culture, and workforce capacity. These failures were interrelated and reflect endemic cultural in the healthcare system. To solve these problems, they need to be addressed in an evidence-based fashion, through deployment of quality improvement methodologies, including PDSA, PDCA, LEAN, and Six Sigma (Barr and Brannan, 2024). One of the most significant failures identified was the ineffective incident reporting system that delayed the recognition of abnormal clinical patterns and hampered the timely intervention. Organisations should adopt the Plan-Do-Study-Act (PDSA) cycle to redesign reporting mechanisms. Healthcare organisations must implement a standardised digital reporting system in the planning phase (Rehman et al., 2024, p.6). This system assists in real-time documentation of adverse events, unusual clinical trends, and near misses. Clear escalation thresholds need to be defined that specify incidents must be immediately reviewed by senior clinicians and management. 
During the phase of implementation, the system needs to be piloted in higher-risk areas such as intensive care units (Chheda et al., 2023, p.51). The indicators of performance in the study phase need to be tracked that include the response time, reporting phase, and compliance with the escalation phase. This enables organisations to assess the effectiveness of the system in capturing and responding to risks. Successful interventions need to be standardised and scaled across the organisation in the act phase (Saad and Alsada, 2025, p.103). The constant monitoring will keep the reporting system being responsive and in line with patient safety goals.
[bookmark: _Toc227248189]3.2. Strengthening Leadership Accountability and Clinical Governance (PDCA Model)
The issue of leadership failure was one of the key factors in the case and clinic warnings were not followed up. The PDCA model would offer an organized approach to improve the governance and accountability. Organisations should have clear governance structure that outlines the roles of leadership in patient safety like the decision-making on escalation and the obligatory review of incident reports (Fei, 2025, p.70). Each level should have accountability of the roles and responsibilities. Do stage involves regular safety conference, official line of escalation and review of the case by over one discipline (Chen et al., 2024, p.4). 
The review of the safety data should actively engage the leadership and prompt decisions should be made. During the check phase, audits ought to analyze the leadership responsiveness and decision-making timelines. The performance measures should also incorporate the response time to incidences and intervention effectiveness (Zhong et al., 2023, p.3). Act phase concentrates on disciplinary action and related with corrective action, leadership training and performance evaluation. By embracing the concept of accountability in the governance frameworks, the instances of leadership failure will not betray patient safety (Avilés et al., 2024, p.25).
[bookmark: _Toc227248190]3.3 Developing a Just Culture and Strengthening Whistleblowing Mechanisms (Lean Principles)
Fear and silence were a major factor that led to the inability to raise issues. Lean can be used to eradicate any inefficiency within the organisation and inculcate a culture of transparency. Healthcare organisations must employ a just culture and employees are urged to approach with concerns as they are not afraid of being blamed (Talero et al., 2024, p.2). This approach should be supported by implementing anonymous reporting systems and strong whistleblowing protection (Vian et al., 2022, p.4). Lean thinking is also focused on eliminating non-value-added activities like bureaucracies and hierarchical communications (Aurelija et al., 2024, p.519). Motivating inter-disciplinary cooperation and facilitating communication channels can go a long way in increasing responsiveness to safety issues. Periodical staff engagement and safety briefings as well as feedback systems must be implemented (Naughton et al., 2024, p.4).
[bookmark: _Toc227248191]3.4 Implementation of Data-Driven Monitoring and Early Warning Systems (Six Sigma Approach)
Lack of detection of symptoms of abnormal clinical patterns like high rates of mortality was a major failure in the case. Six Sigma is an effective, fact-oriented framework to improve the quality and reduce variability in healthcare. The cross-functional approach of DMAIC (Define, Measure, Analyse, Improve, Control) can help organisations to improve clinical monitoring systems (Mansur et al., 2022, p.216). During the define phase, the important safety indicators, including but not limited to neonatal mortality rates, adverse clinical events, and abnormal patient outcomes are established to determine the extent of the issue (Monday, 2022, p.45). 
This is then succeeded by the measure phase; whereby correct and real-time data are gathered systematically using electronic health records and clinical monitoring systems to avoid uncertainties. During the analysis step statistical methods are used to analyse the data, which allows to establish trends, any anomalies, and the root causes of variation in clinical outcomes (Tlapa et al., 2022, p.3). With the help of these insights, the improvement phase is dedicated to the introduction of specific interventions such as improved surveillance measures, staffing changes, and process improvements that could help mitigate the risks (Clark et al., 2024, p.5). Lastly, the control phase is used to stabilise long-term sustainability by having systems of continuous monitoring, performance dashboards, and frequent audits to sustain the improvements and to ensure that failures in safety do not recur.
Table 2: Benchmark Table
	Area of Failure
	Current Gap Identified
	Benchmark Standard (Best Practice)
	Recommended Intervention
	Quality Tool Applied

	Incident Reporting
	Underreporting of incidents and delayed escalation
	WHO Patient Safety Reporting Systems; NHS Duty of Candour
	Implement real-time digital reporting system with mandatory escalation protocols
	PDSA

	Leadership & Governance
	Lack of accountability and delayed decision-making
	NHS Clinical Governance Framework; High Reliability Organisations (HROs)
	Establish clear accountability structures and regular safety audits
	PDCA

	Whistleblowing Culture
	Fear of speaking up; lack of protection
	Freedom to Speak Up Guardian (NHS)
	Strengthen whistleblowing policies and anonymous reporting channels
	Lean

	Clinical Monitoring
	Failure to detect abnormal mortality trends
	Six Sigma data-driven monitoring; Early Warning Systems
	Introduce predictive analytics and continuous monitoring dashboards
	Six Sigma (DMAIC)

	Staffing & Workload
	Staff shortages and burnout
	Safe Staffing Guidelines (NICE)
	Ensure adequate staffing levels and workload distribution
	Lean

	Communication & Escalation
	Poor interdisciplinary communication
	SBAR Communication Model
	Standardise communication protocols across teams
	PDSA

	Training & Competency
	Lack of preparedness and awareness
	Continuous Professional Development (CPD) standards
	Implement regular safety and escalation training programs
	PDCA


[bookmark: _Toc227248192]Conclusion
[bookmark: _GoBack]This report has revealed that the failures at the neonatal unit were not solely due to the actions of individual wrongdoing, but it was due to the failure of the system in companies to govern, lead and even culture. The Donabedian Model presentation revealed the inefficient processes and ineffective outcomes obtained as the result of structural failures, and the fishbone diagram, in its turn, displayed the inter-relationship of the root causes such as the absence of incident reporting, the lack of effective escalation, and the cultural barriers. The SWOT analysis also highlighted the internal weaknesses and external threats. Altogether, the results verify that patient safety improvement is sustainable only with systemic, procedural, and cultural change in the healthcare systems.
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