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In the present report, one of the main healthcare quality and patient safety failures is considered, and the case study chosen is used to investigate the major causes of the problem as well as suggest ways to enhance the service. As has been known in the analysis, the incident was not reported to have been brought about by personal error but a combination of systems errors that involved poor governance, inefficiency of incident reporting systems, workforce shortages and poor safety culture. All these problems connected with each other led to the fact that the organisation did not manage to diagnose and eliminate the emerging risks, which, in turn, preconditioned the emergence of undesirable outcomes in patients.
The report uses some of the main theoretical frameworks, such as the Donabedian Model, Fishbone Diagram, and the 5 Whys, to talk about the roots of the problem in a logical order. These models describe the contribution of failure of the organisational structure, care processes and the safety culture to poor outcomes. The analysis also reveals the loopholes between the national policies on patient safety and their practice, and the contribution of accountability and continuous learning in the organisation is pivotal.
Such findings have led to a series of evidence-based recommendations in the report that will aid in improving patient safety and the quality of services offered. They are implementing systematic quality improvement programs like the Plan-Do-Study-Act (PDSA) cycle and introducing Lean strategies to enhance their efficiency, investing in the training and development of the workforce, leadership, expansion of digital systems to monitor real-time information and strengthening of governance and accountability.
In general, the report finds that a successful service improvement is a system-wide program which is a combination of theory, policy and practice. By means of determining the root causes of failure and establishing an atmosphere of openness and constant advancement, patient safety, reduction of incidences, and improved-quality care can be ensured in healthcare organisations.
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[bookmark: _Toc226983534][bookmark: _Toc226983560][bookmark: _Toc226992463]1.1 Background to Patient Safety and Quality
Provision of effective healthcare services is based on the area of patient safety and quality assurance, where the care provided is safe, effective and patient-centred. Quality in healthcare can be defined as the capacity of health systems to enhance patient outcomes in compliance with the set standards on clinical practices and professional knowledge. Despite the better healthcare systems, the non-functionalities of safety mechanisms continue to bring preventable harm; most of the time, they are an intricate interaction between the organisational structures, human factors and system-level processes rather than individual errors.
Patient safety has increasingly been more of a systems-based approach in modern health care systems, particularly the National Health Service (NHS). This perspective does not deny that sustainable gains require good governance, communication and learning using events within an organisation (NHS England, 2021). However, the patient safety incidents are still a weakness in these systems. Vital indicators point to the fact that the poor quality of incident reporting and communication and the weak safety cultures may severely affect the quality of provided services and cause the development of negative outcomes (Averill et al., 2024). Moreover, organisational complexity, resource constraints, and practice discrepancy tend to compromise patient safety policy implementation, decreasing its effectiveness in practice (Lalani et al., 2022). These dimensions demonstrate the fact that the weaknesses in the quality of healthcare are multifaceted and tend to be systemic in organisational operations (Sanderson et al., 2023).
[bookmark: _Toc226983535][bookmark: _Toc226983561][bookmark: _Toc226992464]1.2 Case Study Context and Aim of the Report
The Lucy Letby incident at the Countess of Chester Hospital is a drastic example of the failure of systems to deliver quality and patient safety in healthcare. In 2015-2016, medical workers raised awareness of a series of unexplained deaths and clinical events in infants, which were not adequately and efficiently coordinated. Clinical governance, leadership response and incident management processes were found to have vital weaknesses and risks remained unmitigated, resulting in significant damage to the patients (Lawrence and Conn, 2024). This case puts into focus the effects of not escalating promptly, poor accountability, and inefficiency of safety systems in healthcare organisations. This report builds on the work done in Component 1 and goes further to examine the underlying factors that led to the patient safety failures that were identified and formulate evidence-based service improvement interventions.
In response to this, this report aims to critically analyse the root causes of the specified quality problem against the current theoretical frameworks and evaluate the organisational and policy-related contributing factors that led to such failures. It is also sought to develop evidence-based recommendations to enhance patient safety and quality of the services through the application of structured quality improvement techniques.
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2. ANALYSIS OF PATIENT SAFETY AND QUALITY ISSUES
[bookmark: _Toc226983537][bookmark: _Toc226983563][bookmark: _Toc226992466]2.1 Understanding Quality and Patient Safety
[bookmark: _Toc226983538][bookmark: _Toc226983564][bookmark: _Toc226992467]2.1.1 Healthcare Quality Definition
Quality in healthcare involves services that deliver safe and effective treatment that is centred on the patient in order to improve their health outcomes. The Donabedian Model is one of the most important paradigms to explain the quality of healthcare as it splits the quality into three categories, namely, structure, procedure, and outcomes. The structure of the organisation is its staffing, resources, and infrastructure; process is the way care is provided; and outcomes are patient health (NICE, 2021). This model demonstrates the influence of flaws in an organisational system that affects patient safety and service quality.
Patient safety failure can occur in these domains, which bring about unwanted outcomes. Cases of insufficient personnel, lack of communication, and increased mortality or injuries are usually related. Patient safety incidents seem to be caused by systemic weaknesses, rather than clinical errors (Payne et al., 2023; Shepard, Buivydaite and Vincent, 2021). In a bid to measure and enhance care delivery, the NHS has emphasised quality improvement in various areas (NHS England, 2024).
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A robust safety culture is essential for quality healthcare. Safety culture is an organisation's common values, attitudes, and behaviours that prioritise patient safety. An open reporting culture will enable employees to express grievances without fear of consequences (Kernaghan and Hurst, 2023). Risk identification and prevention of harm initiated at an early stage needs open communication and organisational learning.
Indeed, adequate evidence indicates that a number of healthcare institutions find it difficult to adopt policy frameworks. The obstacles in safety systems could be due to speaking up and the aid of workers (Delpino, Lees-Deutsch and Solanki, 2023). There was a lack of such precautions in the case of Lucy Letby, suggesting a breakdown in organisational culture and protocols to escalate (Lawrence and Conn, 2024). Even established policy structures may be sabotaged by weak safety cultures, which harm patients.
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The Fishbone Diagram offers a systematic method of finding out the underlying causes of complex healthcare events through a classification of factors (Kumah et al., 2024). In the Lucy Letby case, one can find several interrelated reasons in the major areas.
Personnel-wise, the lack of personnel and training added to the lack of supervision and risk in the neonatal unit. The studies prove that low staffing rates are closely related to increased mortality rates and low-quality care (Rubbo et al., 2023).
On the process front, the processes of incident reporting and escalation had severe process failures. Clinician concerns were not under official investigation or action, which suggests a failure in communication and governance systems. There is evidence that inefficient reporting systems restrain organisational learning and let risks go unnoticed (Brummell et al., 2023a).
The environment was also very important, as the pressures of high workload and organisational stress could have been the critical factors in the decision-making and responsiveness. Low capacity to respond effectively to safety concerns is common in healthcare environments that are characterised by high demand and limited resources (Gaughan et al., 2022). A root cause diagram is shown below to show the various factors that contributed to the incident.
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Figure 1: Fishbone Diagram Showing Root Causes of Patient Safety Failure in the Lucy Letby Case (Kumah et al., 2024)
Lastly, the causes of equipment and systems, such as the constraints of data systems and monitoring systems, can have slowed down the timely recognition of abnormal patterns of incidents. Risk identification requires digital and information systems, which may slow down interventions without them; inefficient networks may cause delays (Camacho et al., 2024).
[bookmark: _Toc226992471]2.2.2 Application of 5 Whys
The 5 Whys methodology enables us to delve deeper into a particular problem, like the inability to take up clinical concerns.
[image: ]
This chain shows that the problem was not a singular failure, but it was a symptom of institutional frailty in the system of governance and organisational culture (Driesen et al., 2021).
[bookmark: _Toc226992472]2.2.3 Systems Thinking Perspective
The systems thinking approach focuses on highlighting the fact that incidents of patient safety occur as a result of interaction in complex organisational systems and not as a result of individual behaviours. The various levels of defence in this case all failed in tandem, resulting in damage (Averill, Sevdalis and Henderson, 2025). National reporting systems evidence shows that health organisations frequently have challenges learning effectively out of incidents because of inefficient process fragmentation and failure to effectively integrate the data (Brummell et al., 2023b).
Moreover, obstacles to speaking up and inefficient whistleblowing frameworks can impede the initial risk identification (Delpino, Lees-Deutsch and Solanki, 2023). This reiterates the need to develop systems that promote transparency, accountability, and lifelong learning. In order to summarise the main contributory factors that were identified during the analysis, the table below is provided (Parmar et al., 2026).
Table 1: Summary of Root Causes Categorised by People, Process, Environment, and System Factors (Self-Made)
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[bookmark: _Toc226983543][bookmark: _Toc226983569][bookmark: _Toc226992474]2.3.1 NHS Policy and Governance Issues
The NHS has come up with elaborate safety models that seek to enhance patient outcomes, but the implementation has been inconsistent. The poor governance structures and accountability may hamper these policies, thereby implying that the effectiveness of a policy depends heavily upon the organisational implementation of the policy and not solely on the design of the policy (CQC, 2022). There is evidence to indicate that organisational complexity and practice variation tend to impede the implementation of national patient safety policies (Lalani et al., 2022).
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Incident reporting systems are extremely needed to define risks and avoid their repetition. Nonetheless, most organisations do not make good use of these systems, hence missing learning opportunities. Studies have indicated that reporting systems are seldom or do not fit well into the decision-making process, and this implies a lack of linkage between data collection and organisational learning (Santos, Ajayi-Obe and Aurelio, 2025).
Also, the inability to learn through deaths and severe events points to the inefficiency of the system in analysing and implementing data to enhance care (Brummell et al., 2023a).
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Patient safety is greatly affected by challenges in the workforce, such as staff shortages and workload. The understaffing issue may decrease the quality of care and the number of healthcare providers capable of addressing the arising risks (Rubbo et al., 2023). In addition, workforce pressures may also be the cause of burnout, poor communication, and diminished organisational resilience.
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Figure 2: SWOT analysis Framework (Self-Made)
Strengths:
The NHS enjoys the advantages of safety frameworks, regulatory oversight, and national-level guidelines that enable it to have a robust baseline of quality improvement (NHS England, 2021).
Weaknesses:
However, these strengths are still accompanied by the weaknesses, such as ineffective communication, inadequate governance, inefficient reporting mechanisms, etc. These issues may inhibit the effectiveness of safety programs and be counterproductive (Brummell et al., 2023a).
Opportunities:
There are opportunities within the implementation of digital technologies, improved data systems and structured quality improvement programmes. Digital innovations have been found to enhance patient safety because of the increased information sharing and monitoring (Camacho et al., 2024).
Threats:
Staffing shortage, resource scarcity, and cultural obstacles that can impede improvement efforts continue to be persistent. These may compound the weaknesses present and reduce organisational ability to change (Rubbo et al., 2023).
Political influences entail ongoing NHS reforms to enhance safety and efficiency. Budget limitations are still impacting staffing and budget allocations. Patient safety within the scope of social expectations is on the rise, which puts more pressure on the healthcare systems. Technological development can be used to improve, but needs to be realised and regulated efficiently.
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The use of various theoretical perspectives gives a holistic view of the problem of quality identified. A Fishbone Diagram is a methodical approach to the classification of the contributing factors, and the 5 Whys method will allow a chance to look into the causative factors in greater detail. The tools together are complementary as they offer breadth and depth in the analysis (Martin et al., 2024).
But there are limitations to these models. A Fishbone Diagram can be used to simplify complicated interactions between factors, whereas the 5 Whys can be simplified to line-related causes of events that are not fully descriptive of systemic complexity. In comparison, the Donabedian Model is more holistic since it is the model that links structural and process variables to outcomes, but may not be as focused as the root causes (Vincent et al., 2025).
The mixture of both models, despite all these limitations, enables analysing it in a more detailed way, with macro-level and micro-level variables. This form of mixed methodology is highly significant to the formulation of workable and reasonable service improvement strategies in the complicated model of healthcare.
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3. RECOMMENDATIONS
[bookmark: _Toc226983549][bookmark: _Toc226983575][bookmark: _Toc226992480]3.1 Overview of Improvement Strategy
According to the root cause analysis, the failure in the quality of the case study that happened is due to weak governance, ineffective incident reporting, inadequate staffing and poor organisational culture. The improvement plan should address the structural, process, and cultural elements of a healthcare delivery system-wide. Contemporary quality improvement strategies aim at organisational learning, connected systems, and continuous monitoring in order to guarantee patient safety (Santos, Ajayi-Obe and Aurelio, 2025). 
The suggested enhancements are reporting processes, the competence of the workforce, digital infrastructure, and governance frameworks. These are solutions that deal with root causes and enhance the sustainability of organisations.
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Plan-Do-Study-Act (PDSA) cycle offers a systematic approach to applying and assessing change within healthcare facilities.
Plan:
The first stage includes the determination of the main problem, i.e., incident reporting and escalation failures. The development of a standardised digital incident reporting system with the possibility to capture and escalate data in real-time would be an appropriate intervention. It should devise clear procedures of reporting and accountability where the issues should be recorded and addressed on a regular basis.
Do:
Piloting the intervention in a particular unit should occur in one of them, i.e. in the neonatal department, to determine the feasibility and challenges the intervention might face. At this stage, employees are to be trained on how to operate the system and learn the reporting process (Zhang, Cosimetti and Montagu, 2025).
Study:
Key performance indicators should be used to assess the effectiveness of the intervention, such as reporting rates, response times, and the number of incidents detected (Oyeneyin et al., 2024). There are indications that systematic review is crucial to comprehending the effect of quality improvement interventions and to correct interventions (Boot et al., 2023).
Act:
According to the results, some changes need to be implemented prior to scaling the intervention to the wider organisation. Constant observation is necessary to maintain prolonged enhancement and adjustment with time. 
The following circle illustrates the implementation process to show the structured improvement process.
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Figure 3: Plan-Do-Study-Act (PDSA) Cycle for Service Improvement Implementation (Self-Made)
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Lean can assist healthcare operations in getting rid of inefficiencies and improving workflow. The lean principles may help to make the reporting systems more efficient, reduce the time lag in the decision-making process, and avoid the unnecessary steps of issue escalation (Jeffery et al., 2023).
Patient safety can be enhanced by making communication simpler and preventing unnecessary duplication of documentation. Solutions built on lean enhance service delivery and decrease delays in patient care, particularly in complex healthcare settings (Smith, 2023; Rollinson et al., 2021). Organisations need to focus on value-added activities to improve efficiency and patient outcomes.
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The failure in quality was explained by the shortage of staff and low training. Such problems demand targeted measures to enhance the confidence of staff, competency, and involvement.
One, comprehensive training programmes would enhance the understanding of patient safety, event reporting and risk management among staff. The high standards of care should be maintained by continuous professional development to be prepared to identify and deal with safety problems (Baillie et al., 2025).
Second, leadership training must enhance decision-making, responsibility and supervision of organisations. It takes a great leader to promote safety and tackle issues at hand in real time (Tyler et al., 2023). Last but not least, firms should consider establishing a culture of speaking up where workers are able to air their concerns without any consequences. Delpino, Lees-Deutsch, and Solanki (2023) argue that favourable organisational environments improve reporting practices and improve patient safety outcomes.
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Digital technology will help enhance patient safety and organisational efficiency. Electronic patient records (EPRs) and interconnected systems that contain patient data allow access to patient information in real-time, enhancing clinical decision-making and coordination of care (Reidy et al., 2025).
Departments can also use data-sharing technologies to share information and maintain important information during care transfers. Real-time monitoring technologies may be employed to detect abnormal patient outcomes and thus early risk detection (Salway et al., 2024).
Digital innovations enhance patient safety by increasing the accuracy of the information, reducing mistakes, and proactively managing risk (Camacho et al., 2024). It is important to invest in digital infrastructure in order to enhance service quality.
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Quality care and accountability entail effective mechanisms of governance. In order to manage patient safety concerns, organisations need to put in place roles, responsibilities and escalation procedures.
The safety standards should be observed with the help of regular audits and monitoring performance analysis to reveal the points of improvement. These audits must be aided by transparent reporting systems, which record events and results.
Other external review mechanisms, such as regulatory audit and external reviews, can also ensure that organisations adhere to national safety standards. Studies show that effective governance mechanisms can be considered the key to averting safety events and promoting sustained improvement (Lalani et al., 2024).
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These guidelines should improve the quality and safety of the service provided to the patients. Better reporting mechanisms and controls will be used to detect and control risks, decreasing the undesirable occurrences.
Digital technologies will enhance communication, accuracy of information and decision making, whereas workforce capacity and training will enhance clinical practise and safety. The measures will reduce the rates of incidents, improve patient outcomes, and make healthcare safer, more efficient, and responsive to patient demands. In a bid to outline the recommended strategies and their likely impact, the table below outlines the key interventions.
Table 2: Service Improvement Strategies, Implementation Actions, and Expected Outcomes (Self-Made)
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4. CONCLUSION
The report has critically addressed a significant healthcare quality and patient safety incident, showing that the problem was caused by interrelated systemic flaws as opposed to a single mistake. The notable causative factors included bad governance, lack of a proper system of reporting the incidents, workforce problems and deficiency of organisational culture of safety. Such failures resulted in circumstances where risk would not be identified and dealt with in a timely manner, meaning that the outcomes of patients would be unfavourable.
The application of such models as the Donabedian Model, the Fishbone Diagram and 5 Whys also enabled the conduct of a systematic analysis of the organisational and operational factors. These models focused on the impact of structural and process deficiencies, which have a direct influence on the result. However, the approach of systems thinking was also brought to light during the analysis as the means of understanding the complexity of healthcare settings in full. The weak areas of policy and practice were also listed in the report, and this implies that the existence of the national systems of safety is not sufficient without the exertion, accountability and learning in organisations.
The recommendations involved a system-wide improvement plan, which focused on strengthening reporting systems, workforce reinforcing ability, use of digital technologies and governance. Sustainable and measurable change is supported by using quality improvement methods like PDSA and Lean. Summing up, the enhancement of patient safety should be a multifaceted solution which deals with systemic problems. By promoting transparency, accountability and continuous learning, healthcare organisations can enhance the quality of the services provided and reduce the risks of harm in future.
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