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Introduction
The World Health Organisation (WHO) defines patient safety as the prevention of preventable harm caused to patients during the provision of healthcare services. It is a basic aspect of healthcare quality (World Health Organisation, 2021). Healthcare companies must develop strong clinical governance structures, skilled management, and a culture that encourages learning from unfortunate circumstances rather than identifying blame on specific individuals in order to provide safe, effective, and person-centred care. (NHS England, 2022). 
Patient safety incidents continue despite improvements in healthcare quality, and they are frequently the consequences of complex relationships between organisational systems, human variables, and leadership shortcomings rather than identifiable clinical errors (NIH, 2024). As a result, healthcare organisations are increasingly using systems-based methods to look into major accidents since they understand that fixing organisational issues is necessary for long-term gains. 
One of the biggest patient-safety incidents in the National Health Service’s (NHS) history is the Lucy Letby Case. Between 2015 and 2016, Lucy Letby, a neonatal nurse at the Countess of Chester Hospital, was found guilty of killing and attempting to kill multiple infants. Subsequent investigations have revealed broader organisational shortcomings that delayed notice of rising threats and precluded prompt response, notwithstanding the unusual nature of the illegal acts themselves (The Guardian, 2023). 
Concerns about weak leadership, insufficient incident reporting procedures, and a culture at work where worker concerns were not swiftly addressed, and poor communication between clinical and top management were all noted in reports analysing the case. These results show that rather than being exclusively the result of human wrongdoing, patient safety problems frequently result from flaws in healthcare systems. (NIH, 2026). Because it allows businesses to recognise that multiple interconnected components can lead to unfavourable outcomes, systems thinking has emerged as a key concept in healthcare quality improvement. (ScienceDirect, 2018). Structured methods for assessing failures and finding areas for improvement are offered by frameworks like Donabedian’s Structure-Process-Outcome model, the Fishbone Diagram, the Five Whys technique, and Root Cause Analysis (RCA) (Donabedian, 1988). These resources help healthcare organisations go beyond determining personal accountability to comprehend how organisational culture, governance, staffing numbers, communication, and clinical procedures affect patient outcomes. The Lucy Letby Case offers a chance to critically assess how systemic flaws led to shortcomings in patient safety and service delivery by applying these evidence-based frameworks (British Journal of Nursing, 2025). 
The purpose of this study is to conduct a systems-based analysis of the Lucy Letby case to determine the underlying organisational factors that led to patient safety shortcomings. In order to investigate the variables affecting service delivery, it will critically assess the use of quality improvement theories and models, such as the fishbone diagram, the five whys technique, Donabedian’s model, and SWOT analysis. The study will make evidence-based suggestions backed by established quality improvement approaches such as the Plan-Do-Study-Act (PDSA) cycle, Plan-Do-Check-Act (PDCA) frameworks, and lean principles, based on current research, national policy and organisational learning. The main goal is to show how healthcare organisations may adopt lasting service improvements, enhance patient safety culture, and strengthen governance to lessen the possibility that similar failures will recur in the future.  

1. Background to the Case and Identification of the Quality Concern. 
One of the biggest patient safety issues in the National Health Service (NHS) history, the Lucy Letby Case has drawn intense attention to organisational culture, leadership, and healthcare governance (NHS, 2023). The neonatal ward of the Countess of Chester Hospital had an atypical rise in neonatal mortality and unexplained clinical breakdowns between June 2015 and June 2016. Senior management originally attributed the increase in mortality to variables including increased patient acuity and random variability, although consultant paediatricians frequently expressed concerns about typical patterns in these episodes and questioned if they deserved further examination (BBC News, 2017). The organisation’s leadership failed to put in place efficient escalation mechanisms, postponed external investigations, and, in certain cases, encouraged consultants to apologise to Lucy Letby after she was relieved of her clinical responsibilities rather than swiftly addressing doctors’ concerns. (The Guardian, 2023). Many people have critiqued these activities, claiming that they show flaws in organisational decision-making, risk-management, and clinical governance. As a result, the case has grown to be a significant example of how healthcare system shortcomings can allow patient safety hazards to continue in spite of numerous warning indicators. 
From the standpoint of quality improvement, this case’s importance goes beyond the acts of a single medical practitioner. Adverse events often result from interconnected organisational system failures rather than isolated individual behaviour, according to contemporary patient safety literature. (NIH, 2026). Transparent communication, robust incident reporting mechanisms, strong clinical leadership, and a culture where employees feel psychologically secure to voice concerns without fear of punishment are all essential components of effective healthcare organisations. (PubMed Central, 2021). The possibility of patient damage increases when these components are lacking because chances to recognise and reduce hazards may be lost. 

Therefore, the Lucy Letby case offers a chance to use systems-based quality improvement frameworks to comprehend how organisational and structural flaws led to patient safety failures. The Fishbone Diagram, the Five Whys method, and Donabedian’s Structure-Process-Outcome model are all examples of root cause analysis tools that allow for a thorough analysis of the variables influencing service delivery and offer an evidence-based basis for suggesting long-term improvements within health and social care organisations (PubMed Central, 2024). 







Critical Analysis.
While the public has mostly concentrated on criminal prosecutions, improving healthcare quality necessitates looking at the organisational setting where safety violations took place (NHS England, 2025). According to the Cheese model, major incidents rarely arise from a single failure; rather, they happen when several organisational defensive flaws come together. This viewpoint is especially pertinent to the Lucy Letby case, in which clinicians’ concerns were not promptly addressed by the organisation. Similarly, Donabedian (1998) contends that organisational structures, clinical procedures, and patient outcomes all have an impact on the quality of healthcare. By using these ideas, the case may be analysed from a systems perspective, assisting in the creation of service enhancements that improve governance and lower the possibility of future harm (Safety Inc, 2024). By using these ideas, the case may be analysed from a systems perspective, assisting in the creation of service enhancements that improve governance and lower the possibility of future harm. 

2. Root Cause Analysis; Fishbone Diagram. 
An organised method for investigating the elements connected to patient safety accidents and finding areas for improvement is root cause analysis (RCA). However, because healthcare is a complex system where outcomes are influenced by numerous linked elements, modern patient-safety techniques advise against looking for a single definite root cause. (Science Direct,2026). Consequently, a Fishbone Diagram can be used to analyse the Lucy Letby case to pinpoint organisational, human, and process-related elements that contribute to the inability to detect and address issues (Lean Enterprise Institute, 2026). 




People. 
The interaction between healthcare professionals, managers, and organisational leadership was a major contributing factor. The Thirlwall Inquiry’s terms of inquiry specifically look at how management handled Letby-related concerns, what happened to those who voiced concerns, and if the organisation’s governance and culture played a role in the failure to safeguard infants. This highlights the significance of determining whether employees had the authority to contest choices and raise issues. Research shows that psychological safety encourages medical personnel to voice concerns regarding patient safety (Government.UK, 2026). Similarly, speaking up is defined by Kane et al. (2023) as the process by which medical professionals convey concerns to those in positions of authority (PubMed Central, 2023). 
Processes. 
Another significant contributing reason is flaws in the procedures for identifying, looking into, and reporting unusual neonatal occurrences. Organisations may miss out on opportunities to spot trends and take early action if recurring clinical issues do not prompt a systematic review. The Thirlwall Inquiry specifically examines whether doubts need to have been suspended, and whether other groups needed to have been notified sooner. This emphasises the significance of trustworthy escalation channels, interdisciplinary evaluation, and efficient incident- learning procedures. (BMJ Paediatrics Open, 2021).  
Management and Governance. 
Because managers are in charge of making sure that information regarding possible hazards reaches the right decision-makers, leadership and governance are especially crucial. Board oversight, corporate and clinical governance, management structures, and accountability are among the specific areas covered by the inquiry. Therefore, failing to adequately address legitimate concerns may indicate a governance flaw rather than just a communication issue (National Library of Medicine, 2015). 


Organisational Culture. 
It is possible that culture had an impact on how issues were seen and addressed. When there are substantial professional or hierarchical disparities, a workplace that is psychologically dangerous may deter employees from questioning decisions that have been made. (PubMed Central, 2024). 
Overall Analysis. 
According to the Fishbone research, the quality issue was multifaceted, affecting organisational culture, leadership, governance, people, and processes. This is in line with NHS England’s existing systems-based approach, which suggests looking at how people, tasks, technology, the environment, and the larger organisation interact rather than blaming a single cause for an occurrence. Therefore, rather than depending just on individual disciplinary actions, service improvement should concentrate on enhancing escalation mechanisms, leadership responsibility, psychological safety, and organisational learning (Government.UK, 2022). 

3. Five Whys Analysis.
The Fishbone Diagram and the Five Whys technique can be used to investigate the fundamental causes of a patient-safety issue. Until underlying organisational and system causes are found, the technique keeps asking why a problem happened. It should not, however, be taken as evidence of a single, conclusive cause. This is especially crucial in the healthcare industry, as various factors may interact to cause mishaps. Therefore, rather than presuming a straightforward linear cause-and-effect link, NHS England’s Patient Safety Incident Response Framework (PSIRF) encourages system-based approaches that look at contributing aspects. (NHS England, 2022). 




Problem: Why were concerns about unexpected neonatal deaths not identified and acted upon effectively? 
Why 1- Why was the emerging safety concern not addressed quickly? 
There was insufficient quick and efficient organisational escalation in response to concerns about unanticipated deaths and clinical deterioration. This resulted in a lost chance to look into whether there was a larger trend that needed to be addressed. (National Library of Medicine, 2024).  
Why 2- Why was escalation ineffective? 
Emerging dangers were not adequately examined due to ineffective communication between clinicians and top management, as well as organisational procedures for handling complaints (PubMed Central, 2021). 
Why 3- Why did organisational processes fail to provide an effective response? 
Clinical governance, leadership, and oversight seem to have had flaws. This shows that if executives do not actively review and react to safety intelligence, policies and reporting systems are insufficient. (National Library of Medicine, 2024). 
Why 4- Why were governance and leadership weaknesses able to persist? 
It is possible that there wasn’t a strong enough safety culture to guarantee that issues were regularly raised, looked into, and escalated. Because employees must feel free to voice concerns about possible damage and challenge choices, psychological safety is crucial. (Safe Start, 2017). 
Why 5- Why is organisational safety culture important? 
Because organisations must learn from warning indicators and use knowledge to develop systems in order to achieve sustainable patient safety. Instead of concentrating only on individual actions, successful event reactions should uncover broader system influences and transform learning into quantifiable improvement, according to current NHS guidance. (Government.UK,2023). 


Critical Evaluation 
According to the Five Whys approach, it is therefore not reasonable to reduce the quality concern to an explanation at the person level. Rather, warning indications were not adequately addressed due to the interaction of communication, escalation, leadership, governance, and safety culture. This systems approach aligns with PSIRF, which makes it clear that system-based methods should be used to investigate healthcare occurrences instead of only identifying a specific cause. (NHS England, 2022). Significantly, NHS England now claims that the SEIPS framework and other system-based techniques are favoured for patient-safety learning, and that classical Root Cause Analysis is no longer the preferred method (NHS England, 2024). Therefore, rather than serving as proof that a single organisational issue was the only cause of the events, the Five Whys should be used in this report as an analytical tool to investigate contributing factors. 
4. Application of Donabedian’s Structure–Process–Outcome Model. 
By analysing the relationship between the resources and organisational conditions in which care is structured, the activities through which care is provided or processed, and the consequences of care or the outcome, Donabedian’s Structure-Process-Outcome (SPO) model offers a helpful framework for assessing healthcare quality. (National Library of Medicine, 2015). Because it allows safety concerns to be considered at organisational and system levels rather than concentrating just on individual activities, the concept is especially pertinent to the Lucy Letby case. The model’s value for finding quality indicators across healthcare organisations is still supported by recent research. (ScienceDirect, 2024). 
Structure. 
The term ‘structure’ refers to the organisational resources and circumstances, such as staffing, professional competency, leadership, governance structures, information systems, and organisational policies, that affect the provision of care. (Institute of Directors, 2026). Structural factors in the Lucy Letby case include the newborn service’s governance structure and the senior officials’ access to channels for receiving and addressing clinical concerns. NHS England highlights that companies must have efficient mechanisms for recognising hazards, exchanging information, and upholding proper governance and accountability in order to ensure patient safety (Patient Safety Learning, the hub, 2023). 
Process. 
Process refers to the actual actions taken in the administration and provision of care. Clinical decision-making, communication, monitoring, documenting, incident investigation, and raising concerns are all included in this. The efficiency of procedures for identifying patterns of unanticipated deterioration and raising concerns is especially crucial in this situation. Opportunities for learning and prevention may be wasted when issues are brought forward but are not promptly investigated or appropriately escalated. Organisations should use incident responses to comprehend what happened, identify system elements, and turn learning into improvement, according to NHS England's Patient Safety Incident Response Framework. (NHS England, 2015). 
Outcome. 
The term "outcome" describes the effects of healthcare procedures, such as patient experience, safety, and health. In this instance, infant fatalities and attempted murders constitute very serious patient-safety consequences. (Government. UK, 2024). Donabedian's model has a significant drawback in that poor outcomes cannot always be linked to a specific structural or procedural flaw. The model should be used in conjunction with other systems-based approaches because outcomes can be influenced by a variety of clinical and environmental factors (PubMed Central, 2025). 
Critical Evaluation. 
The SPO model shows that structure, process, and outcome are not separate but rather related concepts. The way issues are handled could be impacted by a governance structure flaw, which could then have an impact on safety results. This reinforces the NHS's focus on creating safer organisational cultures and systems as opposed to depending only on personal responsibility (NHS England, 2025).  As a result, the model offers a useful framework for pinpointing areas that need improvement, but in order to completely comprehend the complexity of the situation, it should be integrated with methods like systems thinking and patient-safety incident investigation.

5. SWOT Analysis of Patient Safety and Service Delivery. 
A SWAT analysis offers a strategic framework for analysing an organization's external possibilities and threats as well as its internal strengths and weaknesses. When the framework is applied to the Lucy Letby case, it might indicate organisational weaknesses that need to be strengthened while identifying areas that could assist safer newborn services. SWAT, however, has drawbacks since it can oversimplify complicated healthcare issues and fails to identify causal links. Therefore, rather than taking the place of the previously described systems-based approaches, it should enhance them. (Agency for Healthcare Research and Quality, 2026). 
Strengths 
The NHS's well-established patient-safety institutions, which include clinical governance, event reporting, professional regulation, and channels for staff to voice concerns, are one potential asset. With a focus on disseminating safety information and empowering employees and patients, the NHS Patient Safety Strategy centres continuous development around safety culture and safety systems (NHS England, 2019).  The availability of these methods gives organisations a starting point for developing safer procedures.
Weaknesses 
The case demonstrates possible shortcomings in governance, escalation, communication, and leadership. In particular, the Thirlwall Inquiry looks into whether the Trust's governance, management, and culture led to its inability to safeguard infants and if issues were properly raised and addressed.  These problems show that formal processes are not enough if organisational leaders do not make good use of safety information. Inadequate psychological safety can also deter employees from questioning choices, which reduces the chances of early intervention.

Recommendations for Service Improvement. 
The analysis shows that rather than concentrating solely on individual conduct, enhancing patient safety necessitates a systems-based strategy that addresses leadership, governance, communication, and organisational culture. Healthcare organisations should first improve their escalation procedures and Freedom to Speak Up. Employees should be able to escalate complaints through well-defined channels, have their concerns independently assessed when necessary, and receive feedback from the person who expressed them. This is in line with research showing that psychological safety allows medical personnel to voice concerns and confront risky behaviour (Edmondson, 2019; Grailey et al., 2021). Effective speaking-up arrangements are crucial for creating safer organisational cultures, according to NHS England (2026).
Lastly, quantifiable indicators such as the promptness of escalation, the completion of incident investigations, staff confidence in speaking out, and proof that recommendations from investigations are put into practice should be used to track safety learning. This would assist in turning the lessons learned from the Lucy Letby case into long-lasting enhancements to the provision of health and care services.











Conclusion. 
Examining patient safety from a systems-based viewpoint is crucial, as the Lucy Letby case illustrates. While Donabedian's model showed how flaws in organisational structures and procedures might affect patient-safety results, the Fishbone and Five Whys investigations highlighted interacting aspects involving communication, escalation, leadership, governance, and organisational culture. The SWAT analysis also emphasised the necessity of addressing organisational vulnerabilities and bolstering the NHS's current safety measures. 
The case shows that strong leadership, psychological safety, efficient escalation, and ongoing organisational learning are all necessary for good patient safety in addition to policies and procedures. Therefore, it may be possible to lessen the chance of similar failures by putting in place organised speaking-up systems, bolstering clinical governance, and testing and evaluating improvements using PDSA. In order to ensure that patient safety stays at the centre of service delivery, sustainable progress ultimately depends on establishing healthcare settings where concerns are actively welcomed, investigated, and addressed.
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