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The ex-neonatal nurse at the Countess of Chester Hospital, Lucy Letby, was convicted in August 2023 of the murders of seven babies and attempted murders of six others. The conviction is one of the greatest failures in terms of patient safety and quality governance in the modern history of the NHS (Thirlwall Inquiry, 2023). The following statutory inquiry headed by Lady Justice Thirlwall uncovered a pattern of systematic disregard of warnings, delays in investigations and defensive reactions of the organisation leading to prolongation of patients' harm (Thirlwall Inquiry Legal Team, 2024; Nuffield Trust, 2025).
Healthcare quality can be considered as the multidimensional concept including dimensions of safety, effectiveness, patient-centredness, timeliness, efficiency and equity (Institute of Medicine, 2001; Greenhill, 2026). Safety – absence of any patient harm – is one of the most important dimensions because other dimensions become meaningless without it. In the NHS, these dimensions are managed by means of clinical governance – the system of accountability in the quality improvement and maintenance of high care standards (Donaldson et al., 2021). Patient safety culture that can be described as the set of shared beliefs, values and behavioral norms determining risks management in the organisation is one of the key determinants of effective functioning of the above governance structures (NHS England, 2023). In the case under discussion, we have the nearly complete failure of these structures: leadership accountability broke down, a defensive culture prevented speaking up, and the usual mechanisms of reporting were not efficient enough to protect the patients (Dyer, 2024; Harrison, 2025; Mohamed Badran et al., 2026).
This report is devoted to the evidence-based investigation of the reasons behind such failures in the quality assurance mechanisms. For the explanation of the interdependencies between structure, culture and process, the Structure–Process–Outcome Model by Donabedian, Fishbone (Ishikawa) Diagram, SWOT analysis, PDSA (Plan–Do–Study–Act) cycles, and Kotter's 8-Step Change Model are used. Based on the analysis of the Swiss Cheese Model and benchmarking carried out in Component 1, the aim of this report is to shift from the description of the problem to its explanation and generate practical recommendations for the service improvement grounded in the current national policy and the peer-reviewed evidence (NHS England, 2023; Thirlwall Inquiry, 2026).

[bookmark: _Toc235899927]2. Critical Analysis of Systemic Failures and Improvement Frameworks
[bookmark: _Toc235899928]2.1 Application of the Donabedian Model
Donabedian’s Model is still considered one of the most popular models of analysis of quality of care because it implies that quality of care may be analyzed via interconnection between Structure, Process, and Outcome (Shah and Godambe, 2021; Endalamaw et al., 2024). Its use in the analysis of the case of Letby will help to see how organizational structure and processes of care caused tragic outcomes.
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Figure 1: Donabedian Model Applied to the Letby Case
(Source: Self-Developed)
The Structure element in this context was defined by chronic understaffing, lack of sufficient medical supervision, and the absence of proper investments in safety-related equipment and training programs (Nuffield Trust, 2025; The Guardian, 2024). This was the structural context within which any individual mistakes or intentional malpractice were likely to have an overly great effect. The Process component was reflected in the failure to investigate the clusters of infant deaths effectively, the lack of efficient communications among clinical and managerial personnel, as well as the absence of efficient morbidity and mortality review procedure (Dyer, 2025; Thirlwall Inquiry Legal Team, 2024). All these process-based factors made it possible to ignore any warning signs.
The Outcomes of such structural and process problems were devastating for the organization, leading to avoidable infant deaths, severe traumas for the families and a major loss of trust towards NHS (Thirlwall Inquiry, 2026). As shown by Donabedian's Model, improving the outcome through the changes within healthcare systems is possible only when interventions are implemented in both structures (such as the resources, staffing, governance framework, physical environment) and processes (such as the way care was provided, concerns were communicated and addressed, as well as the learning process took place). The one-dimensional approaches are likely to be inefficient (Anders, 2025; Greenhill, 2026). 
[bookmark: _Toc235899929]2.2 Fishbone Diagram Analysis
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Figure 2: Fishbone Diagram: Root Causes of Failures
(Source: Self-Developed)
By adopting a Fishbone (Ishikawa) diagram methodology, the principal areas of failure may be categorised in the areas of People, Process, Leadership & Management, Governance & Oversight, and Regulatory Controls (Rani et al., 2026). With regards to the 'People' aspect, the most notable areas of failure were a lack of staff in the neonatal ward, variations in terms of competency and confidence of staff in recognizing and dealing with clinical decline, and a culture of fear that prevented communication from taking place (Nuffield Trust, 2025; The Guardian, 2024).
Process-related failures included a sub-standard and inadequately functioning system for reporting incidents, lack of effective procedures for reviewing mortality figures and an ineffective process for escalation whereby issues raised by clinical staff were not being escalated to a relevant authority (Thirlwall Inquiry Legal Team, 2024). Failures in leadership and management entailed a defensive and sometimes aggressive attitude when concerns of consultants were raised, lack of curiosity with respect to unusual mortality trends and a preference for protecting the hospital's reputation as opposed to patient safety (Dyer, 2024; Harrison, 2025). Governance and oversight was found to be inadequate on the Board-level, with not enough independent oversight of the safety data and lack of involvement of clinical staff in strategy formulation.
[bookmark: _Toc235899930]2.3 Strategic Analysis: SWOT
A SWOT analysis provides a strategic overview of the internal and external factors relevant to service improvement in the context of the Letby case. 
Table 1: SWOT Analysis – Countess of Chester Hospital and NHS Response to Patient Safety Concerns
	Strengths
	Weaknesses

	· Existing national frameworks (Freedom to Speak Up, PSIRF, Duty of Candour) (NHS England, 2019; 2023) 
· Highly skilled clinical workforce 
· Strong professional regulatory systems on paper 
· Growing national focus on patient-safety culture (Jones et al., 2022)
	· Defensive organisational culture 
· Weak Board-level oversight of safety data 
· Ineffective escalation of concerns 
· Poor organisational learning from incidents (Harrison, 2025; Nuffield Trust, 2025; Kane et al., 2023)

	Opportunities
	Threats

	· Implementation of Just Culture programmes (Mohamed Badran et al., 2026) 
· Strengthened Freedom to Speak Up Guardians 
· Use of PDSA cycles for continuous improvement 
· Enhanced national scrutiny following Thirlwall Inquiry (Endalamaw et al., 2024)
	· Continued defensive leadership behaviours 
· Resource constraints and staffing pressures 
· Risk of superficial compliance without cultural change
· Potential for similar failures in other trusts (Thirlwall Inquiry Legal Team, 2024; Harrison, 2025)


The strengths that were found in this case study are the fact that there are at least on paper, formal policies and frameworks in place for incident reporting, Freedom to Speak Up and clinical governance (Jones et al., 2022). However, this was done without corresponding cultural norms and leadership practices that would make these frameworks function properly.
Among the numerous weaknesses found in this case are a defensive, sometimes even punitive leadership culture, lack of Board-level oversight regarding safety data, lack of psychological safety for staff and lack of robust and independent systems for investigation of adverse events and lessons learning (Kane et al., 2023; Delpino et al., 2023; Nuffield Trust, 2025).
Opportunities for improvement are considerable and include the current drive at the national level to implement the NHS Patient Safety Strategy, Patient Safety Incident Response Framework (PSIRF) as well as increasing awareness across NHS on the importance of just culture and psychological safety (NHS England, 2019; 2023). Threats include current workforce challenges as well as risks for similar cases to arise in other NHS Trusts with comparable weaknesses in governance (Harrison, 2025).
[bookmark: _Toc235899931]2.4 Quality Improvement through the PDSA Cycle
The Plan-Do-Study-Act (PDSA) cycle is an approach to test and enhance change on a smaller scale before implementing them widely (NHS England, 2023; Greenhill, 2026). Root-cause analysis revealed problems with escalation, incident review, and mortality monitoring processes that are inconsistent and ineffective. A PDSA program will enable solving this issue.
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Figure 3: PDSA Cycle applied to clinical escalation improvement
The Plan stage can include developing an escalation protocol and visual tool to prompt escalations in collaboration with the neonatal staff. The Do stage includes testing the protocol for three months through training and coaching. The Study stage involves analysis of both quantitative data and qualitative feedback provided by the staff and parents. The Act stage includes fine-tuning the protocol and scaling the successful parts of it, and starting a new cycle. Several cycles will be conducted to develop the organizational capability for improvement and learning (Endalamaw et al., 2024; Anders, 2025). In addition, Lean approaches can be utilized to improve reporting processes.
[bookmark: _Toc235899932]2.5 Kotter’s 8-Step Change Model
Change management is essential for sustainable cultural and governance change. Kotter's 8-step model provides an effective approach to implementing organizational change in complex healthcare organizations (Kotter, 1996). The use of the model in the post-Letby setting will facilitate the translation of research findings into tangible organizational improvements.
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Figure 4: Kotter’s 8-Step Change Model applied to service improvement after the Letby case
(Source: Self-Developed)
Establishing urgency is based on the inquiry findings related to preventable harm and the potential recurrence of such patterns across other parts of the NHS. The formation of a coalition made up of Board members, clinical leaders and Freedom to Speak Up Guardians provides the required combination of authority, credibility and cross-hierarchical reach. The need to develop a clear vision statement such as “no concern ignored; all unexpected deaths thoroughly reviewed” has to be conveyed via different channels several times so that it is known by everyone within the organization. Empowerment of broad-based action will require removing any existing hierarchical barriers, providing protected time to carry out improvement efforts and creating an organizational safe space for people speaking up. Short-term visible wins, which can include decreased escalation times or improved psychological safety survey results, are needed to prove that change is possible. Gains consolidation and generating more changes should include scaling-up of pilot efforts and their integration into national frameworks like PSIRF. Lastly, installing the new approach in the culture means making the expected behaviors part of the appraisal process, induction programs, Board KPIs and language used on a daily basis (Mohamed Badran et al., 2026; Anders, 2025; Kotter, 1996). Otherwise, merely technical improvements may turn out superficial and easily reversible.
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Through the analysis done using the Fishbone Diagram, 5 Whys, and the Donabedian Model, the root causes that were discovered for the failure within Countess of Chester Hospital include poor governance and Board supervision, a defensive culture where nobody felt comfortable talking out about things, poor escalation and incident review process, and problems with staffing and safety systems. Below are some of the recommendations that will be made after the analysis done and will be focused on improvement of services mainly with use of Plan-Do-Study-Act (PDSA) model with elements of Lean and Just Culture approaches.
[bookmark: _Toc235899934]3.1 Strengthening Psychological Safety and Freedom to Speak Up
In this case, consultants found that their concerns regarding the pattern of deaths were met with reluctance and inertia on the part of the management (Dyer, 2024; Patient Safety Learning, 2023). The existence of a Freedom to Speak Up policy was no help due to the existing culture of fear and defensiveness within the organization. The root cause can only be solved by ensuring that the implementation of such policies goes beyond mere formality. It is important to have clear visibility and commitment to encourage challenge, periodic review of emerging themes at the Board level as well as an independent mechanism for raising issues through which one does not have to go via line management when needed. Training in Just Culture principles for all managers and leaders is imperative to distinguish human error from recklessness and to ensure protection of staff who come forward to report concerns (Mohamed Badran et al., 2026; Jones et al., 2022).
[bookmark: _Toc235899935]3.2 Enhancing Governance and Accountability Structures
Donabedian’s analysis pointed out major deficiencies in terms of structure and process, especially the failure to have an independent audit of safety information at the Board level (Nuffield Trust, 2025). Thus, it is important for the Trust to improve their Board governance through appropriate clinical representation within the quality and safety committee, conducting periodic “deep dives” into safety issues like neonatal mortality, and cross-referencing their quantitative safety information with qualitative information provided by staff members and families. Peer review and independent facilitation must be considered part of the process to avoid the organizational insularity of Countess of Chester (Harrison, 2025). Effective accountability measures are essential, particularly the accountability of the Board for the safety performance of the organization.
[bookmark: _Toc235899936]3.3 Implementing Quality Improvement through PDSA Cycles
From the root cause analysis, it became evident that the processes of escalation, reviewing incidents, and mortality monitoring were not efficient and inconsistent (Thirlwall Inquiry Legal Team, 2024). It is suggested to develop a structured quality improvement program for the entire Trust based on PDSA cycles to explore and refine the change in these critical areas. For instance, in order to increase efficiency in clinical escalations, it may be possible to design a protocol and a visual triggering tool through the process of co-design in the Plan stage of PDSA. This will be piloted within the neonatal unit for a period of three months with relevant training and support (Do). At the next stage, data will be analyzed along with qualitative feedback (Study) followed by the refinement and scaling of the protocol (Act). This systematic approach to learning from small-scale tests ensures organizational capacity in quality improvement (Greenhill, 2026; Endalamaw et al., 2024). Multiple cycles need to be employed to solve various issues.
[bookmark: _Toc235899937]3.4 Complementary Approaches: Lean and Just Culture
Although PDSA serves as the main tool for improvement, other tools may help increase the success rate. Tools such as Lean, which emphasizes elimination of waste and reduction in unnecessary processes, may be used to streamline reporting processes and get rid of bureaucratic obstacles that hinder people from reporting (Endalamaw et al., 2024). Just Culture is another principle that may be employed to foster the change from a blame culture to a culture of learning, which is important for continuous improvement and reporting (Mohamed Badran et al., 2026). Such tools must be incorporated into the general PDSA program.
[bookmark: _Toc235899938]3.5 Implementation, Measurement and Sustainability
The implementation of these recommendations needs to take place in a series of phases over 18 to 24 months, with appropriate executive sponsorship and improvement resource devoted to the process. The progress achieved through these phases would need to be measured using a set of balanced scorecard metrics, which include both quantitative metrics such as the time taken for investigation after incidents, results of surveys on psychological safety among staff, and mortality review rates; as well as qualitative intelligence derived from staff and family members (NHS England, 2023).
Sustainability can be ensured only if the improvement capability is embedded into the system instead of being developed as part of an ad hoc project approach. This would involve aligning the improvement activities with the existing organisational governance and performance frameworks, integrating improvement capabilities in leadership development programs, and creating a culture in which the pursuit of continuous learning is considered as the essence of safe practice. If not done in a deliberate manner, the risks remain high that the lessons learned from this case might be forgotten over time, leaving similar vulnerabilities in the NHS (Thirlwall Inquiry, 2026).
[bookmark: _Toc235899939]3.6 Benchmarking Application: Before versus After (Comparison with Component 1)
Benchmarking component 1 revealed the areas of critical weakness with regard to the reporting of incidents, patient safety culture, governance and learning organisation. The same findings were validated by the Swiss Cheese model through the identification of multiple layer defensive breakdowns. Prior to implementing the suggested interventions, the usual performance indicators for the Countess of Chester hospital and similar trusts were a low speaking up culture, long delays following serious incidents, lack of Board discussions regarding safety information, poor triangulation between quantitative and qualitative information, and inability to act upon consultant worries regarding mortality rates (Nuffield Trust, 2025; Harrison, 2025). With the implementation of the above mentioned strategies, including enhancing psychological safety and Freedom to Speak Up arrangements, improving governance and accountability mechanisms, repetitive PDSA process improvement cycles, Lean optimisation of the reporting processes, Just Culture approach, and cultural embedding through the eight steps of Kotter, expected improvements will include an increased score for the psychological safety survey, rapid and regular escalation of the concerns, regular Board level analysis of the neonatal mortality issues, successful completion of the morbidity and mortality reviews, and effective organisational learning from the incidents.
[bookmark: _Toc235899940]4. Conclusion
The Lucy Letby case at the Countess of Chester Hospital represents a multi-faceted breakdown in the quality-assurance mechanisms of the NHS. Use of the Donabedian Structure-Process-Outcome framework, Fishbone root cause analysis, SWOT strategic evaluation, PDSA improvement techniques and the 8-step change process of Kotter makes it clear that the incident was due to a combination of cultural defensiveness, inadequate Board level governance, poor escalation and review procedures, as well as structural weaknesses regarding staffing and safety measures. The recommendations offered in this report – enhanced psychological safety and Freedom to Speak Up, improved accountability of the Board, use of the PDSA cycle for improvement, adoption of Just Culture and Lean approaches, and implementation of changes through the Kotter framework – present a holistic solution based on evidence of how the services could improve. In addition, the benchmarking of this component against the findings of Component 1 provides tangible evidence of the success of the process. What is needed, however, is for the NHS organisations to take the issue of patient safety above organisational reputation, safeguard whistle-blowers, and consider continuous learning as a key feature of safe care provision.
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