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Quality assurance is one of the fundamental components of modern healthcare systems. It ensures that the services are delivered safely and consistently with established standards. Quality assurance involves a systematic process of monitoring, improving and evaluating the healthcare practices to ensure high levels of patient safety (Vaismoradi et al., 2020). It mainly includes regular checking, verification and auditing of clinical practices to meet the regulatory standards of the organisation and improve the service delivery. Therefore, an effective quality assurance system can build confidence among patients and healthcare professionals by demonstrating that healthcare processes function effectively and safely. Within health and social care organisations, quality assurance is linked with clinical governance, workforce management, incident reporting and even organisational leadership (Endalamaw et al., 2024). These components contribute to a safe care environment and, at the same time, prevent avoidable harm to patients.
When healthcare systems fail to operate effectively, several consequences can be observed, which lead to compromised patient safety. The need for strong quality assurance is essential in response to high-profile healthcare failures and to reveal the systemic issues in accountability, governance and safety management. The case study exposed weaknesses in the healthcare quality assurance system in Countess of Chester Hospital (CoC) in the UK (Gill, 2026). This case study has highlighted the devastating consequences occurred when warning signals, safety concerns, and governance failures are not adequately addressed within the healthcare organisation and lead to quality issues. 
The Lucy Letby case represented the serious patient safety failures in the UK healthcare industry. Lucy Letby was a registered nurse of CoC, who worked as a neonatal nurse and was convicted of murdering seven infants and attempting to murder six other infants within the neonatal unit of the hospital (Gill, 2026). This case study revealed the criminal actions by an individual and, at the same time, a range of systemic failures within the organisation that allowed the incidents to occur. Evidence presented during the investigation indicated that various warning signs had been raised by the senior doctors and nurses related to an unusual pattern of infant collapses (Thirlwall Inquiry, 2026). Healthcare professionals observed that many of the incidents occurred during shifts when Letby was present and raised serious concerns about patient safety. However, this hospital leadership did not act upon these concerns immediately despite the warning. Hence, this failure to respond to early warning demonstrated weakness in organisational governance. 
Another issue identified was the lack of effective incident reporting, even after several unexpected neonatal collapses. Incident reporting systems are mainly designed to explore the risks early and prevent harm through intervention on time (Hodkinson et al., 2020; Fekadu et al., 2025; Rahman Jabin et al., 2023). Nevertheless, this situation showed the delays in responding to these incidents, which allowed unsafe practices to continue. This case study also highlighted the organisational challenges that affected the quality and safety of care. Weaknesses in the whistleblowing mechanism limited the ability of the workers to raise concerns safely. The aim of the report is to represent the case study as a critical example of healthcare quality failure, demonstrating the gaps in quality assurance and understanding the underlying causes and organisational failures. Addressing the issues is essential to developing effective service improvement strategies and implementing measures to strengthen patient safety.
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Identification of root causes is the critical step in service improvement within the healthcare systems. Quality failures can result from a single factor instead of emerging from multiple organisational and structural factors within the healthcare environment. Hence, the theories and models are applied to analyse the root causes of the identified issues below-
Fish Bone Analysis
This diagram is also known as the Ishikawa cause and effect diagram and helps organisations to identify and categorise the potential causes of a problem. In this context, the Lucy Letby case at CoC hospital, the fishbone analysis is relevant as it enables the structured examination of systemic failures which contributed to repeated patient safety incidents within the neonatal unit. This model supports the broader evaluation of organisational processes, workforce factors and leadership practices which may have allowed this problem. It categorises causes into major domains like people, processes, policies, management and environment (So’immawati et al., 2024). Application of these categories to the CoC Hospital case helps in revealing the interrelated factors that contribute to quality failure. The significant factors related to this issue are human resources and the workforce. Evidence from the investigation identified that the neonatal unit experiences shortages of experienced staff. As per the statement of Dall’Ora et al. (2022), inadequate staffing levels can increase the risks of adverse patient outcomes. In this case, lack of supervision reduced the capacity of the unit to recognise unusual clinical patterns. 
[image: ]
Figure 1: Fishbone Analysis
(Source: Self-developed)
Within the fishbone analysis, another relevant category is organisational management and leadership. Leadership has played an important role in ensuring that the concerns raised by clinical staff are acknowledged. However, warnings from the senior doctors related to unusual infant collapses are not taken seriously by the hospital leadership. Regarding this, healthcare organisations should maintain a strong governance system which can promote transparency and effective investigation of safety concerns (Alizadeh et al. 2025; Patil and Shankar, 2023; Fukami and FUKAMI, 2024). Incident reports are designed to detect risks earlier by learning from events, which ultimately helps improve the safety of healthcare organisations before a critical incident happens (Goekcimen et al., 2023). However, in this given case failure to report and investigate repeated neonatal collapses demonstrated breakdown in the incident reporting process, which resulted in this organisational failure. Patient safety emphasises an effective reporting system, which is essential to identify patterns of harm. In the absence of reporting, safety threats can remain undetected within the healthcare organisation. 
Furthermore, policy-related factors contributed to the quality issue. For instance, Whistleblowing policies exist to ensure that healthcare workers can raise their concerns without fear. However, in the CoC Hospital case, concerns raised by the hospital staff are reportedly ignored, as the hospital staff stated that organisational culture did not support open reporting. The weak whistleblowing culture can hinder patient safety improvements by reducing early detection of harmful practices (Augustine, 2022). The systemic and environmental pressures within the hospital also need to be considered. High workload, organisational pressures and resource limitations create conditions where staff are less able to explore the unusual clinical events. This fishbone analysis demonstrated that the Lucy Letby case cannot be understood only as individual misconduct, but rather as a complex organisational failure. Systematic identification of the root causes, this framework can provide a foundation to develop targeted service improvement strategies, which are essential to guide evidence-based recommendations. 
The 5 Whys
	Problem
	Why (1)
	Why (2)
	Why (3)
	Why (4)
	Why (5)
	Root Cause

	Repeated neonatal collapses and death occurred in the neonatal unit
	Unusual infant collapses were not investigated
	Concerns raised by doctors and staff were not taken seriously
	Hospital leadership delayed action 
	Weak clinical governance system 
	Organisational culture discouraged the escalation of safety
	Failure of governance systems and a weak reporting mechanism 


Table 1: Application of Five Whys in Lucy Letby’s case
(Source: Self-developed)
As discussed above, poor incident reporting was observed in CoC hospital along with lack of clinical governance system regarding appointment of inexperienced nurses in place of senior nurses in neonatal care. Besides, inadequate incident report was a concern as the hospital lacked timely reporting the cases of neonatal collapses. This is because lack of proper incident reporting affected patient safety (Goekcimen et al., 2023; Gqaleni and Mkhize, 2023). Hence, poor governance and internal organisational culture seemed to escalate the failures in quality care services.
Donabedian Model
The Donabedian model is a widely used framework to evaluate healthcare quality and service improvement. This model proposed that healthcare quality can be examined through components like structure, process and outcomes (McCullough et al., 2022; Moayed et al., 2022; Opele and Adepoju, 2024). It has provided a structured approach to identify weaknesses within the healthcare system and is applied in quality improvement initiatives. In this context, the case study of CoC hospital, the Donabedian model is useful as it allows for a structured analysis of the systemic failures which contributed to the patient safety crisis. Therefore, examining the structural factors, this framework helps identify root causes and even supports the targeted service improvement strategies. 
Structural Factors: The structural elements here refer to the organisational environment in healthcare services. This mainly includes staffing levels, infrastructures, policies, leadership system and governance framework (Yang et al., 2025). In CoC Hospital, several structural weaknesses have been identified. For instance, the shortage of experienced neonatal staff and reliance on less experienced nurses to manage the neonatal care were among the major concerns. As per the statement of Blume et al. (2021), inadequate staffing levels can increase the risk to patient safety units. Additionally, the organisational leadership gaps contributed to the failure to recognise the early warning signs. Effective clinical governance is essential to maintain patient safety. However, the structural issue is involved in institutional policies related to whistleblowing and incident reporting frameworks. It is identified that healthcare organisations should establish strong governance frameworks and effective environments to enable safe practices. 
Process factors: This component of the Donabedian model focuses on the ways healthcare services are delivered, such as clinical procedures, communication practices and monitoring systems. In Lucy Letby's case, various failures were identified in the processes. Despite repeated neonatal collapses, the reports which highlighted the potential risks were not properly investigated (Bowie, 2025). On the other hand, effective incident reporting systems are required to identify the patterns of harm and initiate corrective actions. Nevertheless, delays in recognising the unusual clinical patterns allowed the situation to continue. After that, the communication process between the hospital management and healthcare staff appeared inadequate (Gill, 2026). The senior doctors of the hospital raised concerns related to the unusual frequency of collapses, but these warnings were not acted upon in time. Patient safety emphasises clear communication and effective escalation, which are crucial to prevent adverse events in the health setting. Therefore, the breakdown of the process weakened the ability of the hospital to identify the safety risks.
Outcome: This dimension of the model reflects the final impact of process and structural factors on patient health. The outcome was a severe patient safety failure, which involved deaths and attempted murders of multiple infants within the neonatal unit (Bowie, 2025). This outcome highlighted the consequences of the systemic weaknesses in governance, staffing and incident reporting. The framework emphasises that poor outcomes reflect underlying structural deficiencies within healthcare systems.
The application of the Donabedian model identified that the patient safety issue at Countess of Chester Hospital resulted from structural and process-related failures. Therefore, it provides valuable guidance to develop evidence-based recommendations focusing on strengthening staffing policies, establishing robust incident reporting systems and enhancing clinical governance. 
SWOT Analysis
This analysis is a strategic management tool to evaluate the organisational performance by examining strengths, weaknesses, opportunities and threats. SWOT analysis has been applied in healthcare management to assess the organisational capabilities, identify risks and support the service improvement initiatives. Application of this framework to the Lucy Letby case study can provide a structured approach to identify organisational shortcomings and highlight the areas to strengthen healthcare governance. 
Strengths
The organisation has formal patient safety policies and a clinical governance structure that is designed to support patient safety. The organisational policy includes an incident reporting system, workforce management strategies and whistleblowing policies to protect patient safety and even promote accountability. The presence of such policies indicates that formal mechanisms to maintain healthcare quality exist within the organisation (Sanderson and Benton, 2023). According to Parmelli et al. (2021), the existence of governance frameworks forms an important foundation for quality assurance in healthcare organisations. However, the impact of these strengths highly depends on how well the policies are implemented in practice. 
Weaknesses
The analysis of the Lucy Letby case identified several weaknesses within the organisational structure and management practices of the hospital. One of the major weaknesses was the failure of the leadership to respond to the warning raised by senior clinicians related to unusual infant collapses (Gill, 2026). Weak clinical governance and delayed decision-making allowed potential safety threats which remain unaddressed. After that, the weakness involved in the implementation of incident reporting and whistleblowing mechanisms (UK Parliament, 2023). However, the policies existed to allow the healthcare staff to raise concerns, but the concerns were reportedly not acted upon in a timely manner. Apart from that, workforce-related weaknesses are also evident. The neonatal unit experiences shortages of experienced staff to manage complex cases. Inadequate staffing levels can increase the likelihood of patient safety incidents, particularly in high-risk clinical settings. 
Opportunities
High-profile patient safety incidents often lead to regulatory reforms and improved oversight mechanisms. Healthcare organisations can use the lessons learned from the incidents to strengthen the incident reporting process. Implementation of comprehensive staff training programmes, clinical governance systems and improved workforce planning can significantly enhance the healthcare quality (Asamani et al., 2021). It is suggested that the organisations should learn from safety failure incidents and enhance patient safety culture.
Threats
External threats such as reputational damage, legal liability, decline of staff morale and regulatory penalties for healthcare services can create pressure on healthcare organisations. These can lead to high workloads, staff fatigue and reduce the capacity to monitor patient safety. Therefore, maintaining strong governance systems is essential to minimise these threats and protect patient safety.
[bookmark: _Toc224146140]Recommendation 
Analysis of the Lucy Letby case at CoC Hospital highlights the failures in clinical governance, incident reporting and staffing management. The root cause analysis using frameworks demonstrated that the patient safety failure is the result of systemic weakness within the organisations. To address these issues in future, various quality improvement tools like PDSA, Lean, PDCA and the Six Sigma model are used to provide systematic approaches to improve the healthcare process. 
Strengthening clinical governance
The most significant failure, which is identified in this case, is related to weak clinical governance and ineffective leadership responses to safety concerns. The PDCA (Plan-Do-Check-Act) cycle was developed by Deming to provide a useful framework to improve governance systems (Zhong et al., 2023). Thus, this model is applied below to identify the practical implementation steps followed by sustained quality improvement requirements for CoC hospital-

Figure 2: PDCA Cycle
(Source: Self-developed)
Here, reviewing the existing policies and identify the weaknesses in leadership oversight and the decision-making process are effective steps. Besides, clear protocols should be developed for responding to patient safety (Vaismoradi et al., 2020). Regarding this, the revised governance policies should be introduced through leadership engagement, staff training and communication strategies. The organisation should conduct regular audits to evaluate whether the new governance processes are functioning effectively. Therefore, forming a Clinical Governance committee while drawing clear roles and responsibilities and improving management of clinical data and setting benchmarks are crucial steps. This would help apply the PDCA cycle for continuous monitoring and strengthening patient safety.	
Improving Incident Reporting
Based on the evaluation, a key issue was identified, which was the failure of incident reporting systems to detect and escalate repeated neonatal collapses. Here, an effective reporting system is needed to identify the patterns of harm and even enable early intervention. The healthcare organisation can implement a structured incident reporting system supported by the PDSA (Plan-Do-Study-Act) cycle, which is used in healthcare quality improvement strategies (Chen et al., 2020). During the plan stage, the healthcare organisation should evaluate the existing incident reporting and identify barriers which prevent staff from reporting safety concerns. This can include fear of blame or lack of feedback. New strategies should be designed in such a way that they can improve reporting accessibility. In the Do stage, the organisation should implement improvements like digital reporting platforms or training programmes which encourage staff to report the incidents (Badea et al., 2025). After that, the Study stage involves analysing the incident reports and identifying trends. Safety dashboards and data analytics can be adopted to monitor patterns and identify the early warning signals. In the Act stage, the healthcare organisation should implement the corrective actions based on analysis, and continuous use of the PDSA cycle will ensure an effective incident reporting system. Hence, the practical implementation steps for this recommendation can be presented using the PDSA model below-
	Plan
	· Emphasising on critical incident reporting systems (CIRSs) (Goekcimen et al., 2023)
· Creating continuous improvement loops 

	Do
	· Integrating digital reporting platforms
· Strengthening safety culture of organisation

	Study
	· Involves analysing the incident reports

	Act
	· Sharing preventive and corrective feedbacks and actions


Table 2: Implementation for suggested recommendation using PDSA
(Source: Self-developed)

Strengthening Workforce Planning
Workforce shortage was identified as a major contributor to quality failure. Application of Lean management principles can improve workforce planning. Lean methodology mainly focuses on the elimination of inefficiencies and ensuring that resources are used to deliver value to the patients (Prado-Prado et al., 2020). Therefore, lean principles can help the organisation to identify gaps in workforce distribution and reduce the workload pressure. Furthermore, organising training and professional development programs can help enhance staff competencies and manage complex clinical cases. Hence, streamlining the workforce pressure, lean approaches can improve care quality and patient safety.
Enhancing Whistleblowing Systems
This analysis revealed weaknesses in the whistleblowing mechanism, which discouraged staff from raising concerns. The healthcare organisations should create a culture of psychological safety and openness where the staff would feel confident in reporting safety issues. Implementation of Six Sigma methodologies can support the development of reliable reporting systems (Sohal et al., 2022). The DMAIC (Define-Measure-Analyse-Improve-Control) framework can be used to strengthen the whistleblowing communication systems. The implementation steps would include identifying the barriers preventing workers from reporting concerns in the define stage. After that, the Measure stage involves collecting data on reporting frequency and staff perceptions of organisational culture (Powell et al., 2021). In the Analyse stage, the leadership team need to identify the root causes of reporting failures, and in the Improve stage, implementation of reforms like an independent oversight committee and a leadership program emphasise the ethical responsibility. Finally, the control stage should establish monitoring systems to ensure that the whistleblowing policies remain effective. 
[bookmark: _Toc224146141]Conclusion
The analysis of the Lucy Letby case at CoC Hospital has highlighted a significant patient safety failure, which resulted from multiple systemic weaknesses within the healthcare organisation. Application of quality management frameworks such as Fishbone diagram, Donabedian model and SWOT analysis provided a structured approach to identify the root causes of the issue and understand the ways organisational factors contribute to the adverse outcomes. These tools demonstrate that the failure was influenced by broader procedural, structural and governance-related issues. The Fishbone analysis evaluated several interrelated causes of quality failure, skill mismatches, staffing shortages, leadership oversights and gaps in the whistleblowing policies. It can be stated that these factors created conditions where the warning signs were overlooked within the organisation, and the patient safety risks were not addressed effectively. After that, the Donabedian model supported this analysis by highlighting the ways weaknesses in structural components, such as incident escalation, lead to poor patient outcomes. 
The SWOT analysis provided the strategic perspective by evaluating organisational weaknesses that affected the service delivery. Internal weaknesses in governance and staffing contributed to the failure to detect and respond to emerging risks. Development of evidence-based recommendations supported by quality improvement methods like PDSA, Lean, PDCA and six sigma offer the practical pathway for improving the services. These approaches can emphasise continuous monitoring and improved governance structure, which encourages the safety concerns. This analysis demonstrated that strengthening the quality assurance system, promoting a patient safety culture and improving leadership accountability are required to prevent similar incidents in healthcare organisations. These strategies can ensure sustainable improvement in healthcare service and deliver the highest safety to the patients.
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