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Patient safety and quality assurance is one of the important factors that help establish proper healthcare services. To reduce the risks to patients, healthcare organisations must deliver effective, safe, and high-quality care to patients. In the UK, there are different regulatory bodies such as the NHS, CQC and others that embed a strong governance system, standard, and policies which ensure good patient outcomes and healthcare quality (Vindrola-Padros et al., 2022). Despite having these guidelines and policies, the healthcare system still fails to deliver good quality and safe treatment to patients, which indicates that the healthcare system fails to follow these guidelines. Apart from policy implementation, strong governance, effective leadership, and positive culture are important in achieving consistently high-quality services. 
The Lucy Letby case at the Countess of Chester Hospital is one of the significant healthcare failures in the history of UK healthcare. Between 2015 and 2016, multiple unexpected infant deaths are occurring within neonatal units (Lawrence and Conn, 2024). Through different investigations, it was found that Lucy Letby, a neonatal nurse, was responsible for the deaths and attempted murders of a large number of babies. Although the criminal actions of the healthcare professionals are one of the key reasons for this healthcare failure, different reports and investigations still show that significant organisational failure plays an important role in this unexpected healthcare outcome in the UK healthcare system. The weakness in the reporting and governance system restricted the ability of the organisation to recognise and manage the risks properly.              
In addition, from the quality assurance perspective, the case demonstrates that the systemic problem is highly responsible for patient safety concerns rather than the failure of individual healthcare professionals. The System Theory states that unexpected or adverse events caused by different weaknesses of an organisation, including communication, leadership, governance, staffing, and organisational culture (Kiefer et al., 2025). Therefore, for the case in the Countess of Chester Hospital Neonatal Unit, focusing solely on Lucy Letby would return a limited understanding of the cause of organisational failure. Also, a detailed understanding of organisational processes is necessary to recognise where the system lacks. 
Additionally, the case also highlights the policy issues that affect service delivery in the healthcare setting. Also, the current challenges in the NHS, including the increasing service pressure, workforce shortage, and difficulties in maintaining proper healthcare governance, significantly lower the quality of the healthcare services (Cooksley et al., 2023). These challenges also create barriers for organisations to respond to patient safety concerns and to achieve a better quality management process.    
This report is going to critically analyse the quality failure of the Countess of Chester Hospital neonatal unit. By applying quality management and service improvement frameworks, including Fishbone Diagram, Donabedian Model, 5 Whys Analysis, SWOT analysis, this report aims to explore the root cause of the problem. Based on the findings, service improvement strategies and evidence-based recommendations will be proposed using the recognised quality improvement strategies. The key aim of this report is to find out the practical actions that can develop the governance structure, improve patient safety, and ensure sustainable quality improvement in the healthcare setting.      
[bookmark: _Toc237445668]2. Main Body
[bookmark: _Toc237445669]2.1 Case Background and Quality Issue
The Countess of Chester Hospital is an NHS hospital that delivers a range of healthcare services, including neonatal care for newborn babies (NHS, 2026). Between 2015 and 2016, there was an unexpected growth in the number of infant deaths, with a sudden collapse in the neonatal unit. The concerns were raised by different doctors who noticed that the incidents were linked to the presence of neonatal nurse Lucy Letby (Lawrence and Conn, 2024). However, there was no such effective investigation into this issue, and the action was delayed for a long period.   
Although Lucy Letby was directly involved with the murder and attempted murders of several babies, the case still explored the lack of quality assurance and failures in the organisation. The issue was not limited to an individual's negative actions, and the cause of this issue was related to the failure of clinical governance, effective leadership, communication, and incident reporting within the organisation. For that reason, the organisation failed to reduce harm and protect patients in the healthcare setting (RSM, 2026).  
Therefore, the key quality issue in this case was the failure of organisational oversight and patient safety management. The case highlights the ultimate consequences of the weak healthcare system. It also explained the significance of a strong safety culture and effective governance to ensure safe and high-quality patient care.  
[bookmark: _Toc237445670]2.2 Root Cause Analysis
The root cause analysis is crucial in the healthcare setting because it helps to recognise the underlying causes of a problem. In the Countess of Chester Hospital case, the failure in the healthcare service is not solely caused by the failure of an individual. Although Lucy Letby was involved in the serious crime, the investigation also focuses on several organisational weaknesses that contributed to this healthcare service failure. The Fishbone and 5 Whys model is effective for analysing the root cause of the organisation. Therefore, the Fishbone Diagram and 5 Whys Analysis have been used to identify the main causes of problems regarding healthcare service quality. 
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Figure 1: Fishbone Diagram
(Source: ASQ, 2026)
The Fishbone Diagram highlights different factors that significantly contribute to the problem in Countess of Chester Hospital. Considering the 'People' factor, several consultant doctors raised complaints about the unexpected infant death in the organisation (Lawrence and Conn, 2024). However, these complaints were simultaneously ignored by the senior management. This indicates that there is ineffective leadership and accountability in the organisation. Considering the 'Processes' factor, it can be said that the overall investigation system was not effective, which created a barrier to identifying the potential risks (Lawrence and Conn, 2024). The concerns raised repeatedly indicate that the formal action was inconsistent and slow. Under the 'Management' factor, it is found that the governance system failed to maintain effective oversight and senior leaders constantly ignored the concerns from doctors and other clinical staff. It significantly reduced the capability of the organisation to ensure high protection of patients. Considering the 'Environment' factor, it is found that the overall environment of the organisation was considerably poor due to increasing work pressure and staff shortage. Around 55% of the healthcare organisations in the UK face staff shortage issues (The Health Foundation, 2023). These high work pressures weaken the quality of decision-making and communication among different levels in the organisation. Additionally, the ineffective 'Policy' implementation restricts the escalation process, which has caused the significant growth in unexpected infant deaths.
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Figure 2: UK Healthcare Staff reduction over time
(Source: CGD, 2021)
In addition, the 5 Whys Analysis helps to identify different issues in greater understanding and insights (Safari and Das, 2023). The main problem was that the complaints from the doctors or health consultants were not taken into action in a timely manner. The first reason for this issue was that the management did not escalate the actions quickly. Secondly, the management's action was ineffective because of the weaker investigation process and lack of urgency. Thirdly, the investigation process was weaker because of the lack of sufficient oversight by the governance system on patient safety. Fourthly, the governance oversight was improper because of the weaker safety culture, where the concerns raised by staff were also ignored. Finally, there was a weaker safety culture because of the organisation's priority towards ensuring a strong reputation rather than embedding a safety culture.              
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Figure 3: 5 Whys analysis
(Source: Self-created)
This is a major failure of leadership, communication, governance, and patient safety management. The case review also explains that the reporting system is not enough to ensure a high level of patient safety in the healthcare organisation. While raising the concern, the healthcare system can fail if leaders do not take necessary actions against the issue. Therefore, this case indicates that to ensure safe and high-quality patient care, it is important to embed strong leadership and a patient-centred culture in the organisation. These factors are essential to prevent similar kinds of failure and to develop safety and quality of healthcare services.  
[bookmark: _Toc237445671]2.3 Donabedian Model Analysis
The Donabedian Model is widely used in the healthcare setting to assess the quality of services. There are three dimensions of this model, such as structure, process, and outcomes, that help to evaluate healthcare quality (Yang et al., 2025). Applying the Donabedian model to the Countess of Chester Hospital is helpful to recognise the areas where the quality assurance system failed and how these failures contributed to weaker safety outcomes for patients.
The 'structure' dimension of this model refers to the systems, resources, and organisational arrangements that support healthcare delivery. In the case of Countess of Chester, there are different weaknesses in the organisational structure. The report shows that there was a shortage of experienced doctors and healthcare staff, which put high work pressure on existing staff of the neonatal unit (O'Donoghue, 2023). Additionally, weaknesses in leadership approaches and governance structure also reduce the organisation's capability to ensure patient safety. Although healthcare organisations, including the Countess of Chester, follow healthcare procedures and policies, poor leadership and insufficient resource availability still create a barrier to the proper implementation of policies and procedures. Therefore, structural weaknesses created an environment where patient safety became a serious concern, as it became challenging to identify and manage the overall lack of patient care. 
The 'process' dimension of this model focuses on the way the care is delivered and the response of the healthcare organisation. This area represents one of the most crucial failures in the case. The case shows that health consultants continuously complain about the unexpected death of infants. However, these complaints were overlooked by the senior management of the healthcare organisation, which indicates a significant failure of the overall organisational processes. This ignorance also reflects that there is a significantly weaker communication and incident reporting system among the clinical staff and the senior management (Oweidat et al., 2023). As a result, the organisation failed to take timely action against the infant safety issue that caused these serious consequences. This issue was not due to a lack of information, but also to the failure to respond to the information that was available regarding poor patient safety. Therefore, it can be said that healthcare service quality does not depend on policy and procedure implementation; it also depends on regular monitoring of the overall process of the organisation.                     
The 'outcome' dimension refers to the ultimate results obtained from the healthcare services. In this case, the outcome was extremely serious as there were several infants who died between 2015 and 2016 (BBC, 2023). These serious outcomes of the Countess of Chester caused distress to family members of babies and healthcare staff. These outcomes also hampered the public's trust in healthcare services and drew the attention of the media and regulatory bodies.   
Therefore, the Donabedian model helps to identify how different organisational factors contribute to the overall failure in quality services (Endalamaw et al., 2023). On the other hand, this model also has some limitations. Although this model identifies problems in the organisational structure and processes, it is still unable to recognise the deeper root cause such as leadership behaviour, organisational culture, and attitudes towards patient safety. In the case of Countess of Chester Hospital, cultural factors influence the way warning signs are handled and not addressed properly. Therefore, being valuable for analysing quality failure, the Donabedian model should be used alongside patient and organisational safety perspectives.       
[bookmark: _Toc237445672]2.4 Strategic Analysis
The SWOT analysis will be conducted to evaluate the internal and external factors that caused the quality assurance failure at the Countess of Chester Hospital. 
There are different strengths of the healthcare organisation, including the established NHS governance framework, existing patient safety policies, and experienced clinical consultants (NHS, 2024). These strengths are able to address care delivery and infant death-related issues at Countess of Chester Hospital. However, for this case, these strengths are limited because of the weaker response of top management against the issues.   
In contrast, several weaknesses are poor leadership, weaker communication, and ineffective incident reporting, which create limitations in governance oversight (CQC, 2026). These weaknesses reduce the ability to recognise and manage the safety risks of patients.  
There are also several opportunities for improvement that include the development of clinical governance, staff training, and an effective incident reporting system. These improvements will ensure the early detection of patient risks and enable more effectively (Hibbert et al., 2023). Similarly, there are different external threats faced by the organisation, including increasing work pressure, staff shortages, and loss of public trust, which significantly reduce patient outcomes and affect the overall service quality. 
Therefore, the analysis shows that organisational weaknesses and external threats have greater impact than internal strengths and external opportunities. It highlights that service improvement is required for strengthening quality assurance and patient safety.        
[bookmark: _Toc237445673]2.5 Critical Discussion of Findings
The findings from the root cause analysis, SWOT analysis, and Donabedian Model show that the patient safety and quality assurance failure occurred in Countess of Chester Hospital, caused by a series of organisational failures rather than the failure of an individual. Although Lucy Letby was directly linked to this case, the organisation still failed to recognise and respond to warning signs in a timely manner (The Telegraph, 2023).    
The analysis also shows that ineffective leadership and governance were another issue that caused ineffective patient-centred care. The top management constantly ignored the complaints raised by the consultant doctors against the poor healthcare services. It delayed the investigation process and reduced the opportunity to protect patients (Gillespie and Reader, 2025). The top management should keep focus on the concerns of staff about the service quality to develop patient-centred care (Abugre and Bhengu, 2024). In contrast, it is understood that better decision-making is not always solely responsible for providing better patient safety (Nouis et al., 2025). Therefore, the analysis demonstrates that the main quality issue was primarily responsible for organisational oversight and safety management. It is also found that procedures and policies are not solely responsible for patient safety development. In addition, governance, leadership, a strong safety culture, and effective communication is effective in developing overall patient safety.              
[bookmark: _Toc237445674]3. Recommendations and Implementation Plan
[bookmark: _Toc237445675]3.1 Recommendations
As there are different limitations in the Countess of Chester Hospital that have caused a lack of quality assurance. Therefore, the organisation must focus on service improvement for the development of their overall patient safety and service quality.        
Recommendation 1: Strengthen clinical governance. 
The organisation should establish a dedicated patient safety committee which will review the serious incidents regularly. The senior managers also need to be more conscious about safety reporting and must take action quickly if necessary to develop the overall service quality (Hu et al., 2021). This action will improve governance weaknesses identified in the root cause analysis, and it will also ensure strong accountability and prioritise patient safety highly.       
Recommendation 2: Improvement in incident reporting and escalation systems
The Countess of Chester Hospital must develop the incident reporting system to support the early identification of risks. By initiating a simple and accessible reporting process, the healthcare organisation should encourage their staff to report immediately if any unwanted circumstances occur. Also, clear escalation procedures must be embedded to avoid negligence of serious concerns (Ashraf et al., 2025). From the findings, it is identified that the managers neglected the concerns raised by staff. Therefore, this action will ensure a quick response to any patient safety concerns.     
Recommendation 3: Create a stronger patient safety culture
The organisation should create a culture where patient safety will be the priority and staff will confidently raise concerns about negative consequences without any fear. Also, the top management of the organisation must establish weekly training sessions for the development of awareness among employees about patient safety responsibilities (Ravaghi et al., 2021). Additionally, to build a patient safety culture, the senior leaders should positively promote transparency and openness (Kumah, 2025). Also, by encouraging open communication and positive safety culture, the organisation can easily identify potential risks and support continuous improvement.          
Recommendation 4: Improve workforce planning and staffing levels
To reduce workload pressure and staff shortage challenges, the hospital should develop workforce planning by dividing it into different shifts to ensure all the needs of patients can be met (Apornak et al., 2021). Also, it is important to strengthen retention and recruitment strategies to reduce workforce shortages. Proper staffing will improve communication and reduce stress among staff, which will improve service quality.      
[bookmark: _Toc237445676]3.2 Implementation plan using the PDSA Cycle
The implementation plan will be drawn by using the PDSA cycle and Lean Methodology to evaluate the four recommendations. 
Plan: 
Primarily, the hospital must create a dedicated patient safety team to oversee the whole operation of the hospital. Also, the governance reviews should recognise the lack of leadership approaches and oversight processes. In this stage, a new escalation guideline and incident reporting system must be implemented. Also, weekly staff training must be conducted to ensure a patient-safety culture. In this stage, the organisation should strengthen their recruitment strategy to mitigate the gap in staffing. To achieve these stages, the organisation must set clear objectives regarding these.      
Do: 
In this stage, a planned intervention should be initiated within the neonatal unit. The organisation must also conduct monthly governance meetings for reviewing patient safety concerns. The organisation must implement a clear incident reporting system and escalation procedure to ensure high-quality services (Santos et al., 2025). Also, in this stage, the organisation will deliver patient safety training to ensure a high level of quality assurance. Lastly, the organisation must initiate a strong retention and recruitment initiative to address staff shortages. This stage will allow Countess of Chester Hospital to test whether the proposed changes can develop service quality and patient safety.     
Study: 
After implementation, the organisation should monitor the effectiveness of the changes. In this stage, the company will collect data on incident reporting activity, governance performance, staffing level, and staff engagement. By collecting feedback from staff and conducting audits on patient safety, the organisation will assess the progress (Plando et al., 2024). The main purpose of this stage is to identify the best working intervention for safety improvement.      
Act: 
Successful intervention must be ensured across the whole process of the organisation. Also, it is important to evaluate where targets are not being achieved properly and require additional improvement. 
Lean Methodology
Using this lean methodology, the company should map their present processes and recognise the areas of development. The company should also give extra attention to the escalation procedure and incident reporting system, as these were identified as the key weaknesses of Countess of Chester Hospital. The organisation must apply lean methodology to simplify communication and reporting systems (Rosa et al., 2021). The company should also eliminate unnecessary steps from the reporting system to ensure quick decision-making. The lean performance review should also identify or examine whether process inefficiency and delays reduce or not. 
Therefore, by combining PDSA and Lean methodology, Countess of Chester Hospital can strengthen governance and improve its reporting system and patient safety culture by addressing staffing challenges. 
[bookmark: _Toc237445677]4. Conclusion
The report critically explored the quality assurance failure at the Countess of Chester Hospital neonatal unit. The findings showed that not an individual is responsible for this case. Rather, the overall failure in leadership, governance, communication, patient safety and incident reporting is the major cause of this quality downgrade, and for these reasons, the organisation failed to respond to the safety issue. Also, the Donabedian model, SWOT analysis, and root cause analysis identified the key factors that influence the downfall in service quality. To address these issues, different steps like proper workforce planning, safety culture, reporting system, and ensuring proper governance structure have been proposed. Also, the use of PDSA and Lean methodology is ensuring healthcare service development and patient safety.     
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