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[bookmark: _Toc]1.0 Introduction
Patient safety and quality assurance are integral to the role of healthcare organisations, as a failure to ensure these areas of governance, communication and organisational learning are robust can lead to incidental harm being inflicted on patients. This case of Lucy Letby at the Countess of Chester Hospital NHS Foundation Trust highlights the importance of good recognition, escalation and investigation of emerging clinical concerns to avoid serious consequences. The Thirlwall Inquiry was formed to investigate when concerns were raised; the hospital's response; the effectiveness of the speaking-up processes in place; and how the hospital's culture helped or hindered these processes (Thirlwall Inquiry, 2025). Post-criminal trial, NHS England (2023) also identified the importance of the need for greater monitoring of patient safety, speaking up systems and robust board-level governance in NHS organisations.
The key quality concern that is explored in this report is when the neonatal service and governance system does not identify the pattern of potential harm and then takes timely and systematic action to address concerns that persist. The initial case analysis revealed interrelated leadership, staffing, communication, reporting, escalation and psychological safety weaknesses. Speaking up arrangements are not just about the formal arrangements, but also about staff confidence, responsive leadership and an organisation's culture that encourages challenge and learning (Delpino, Lees-Deutsch and Solanki, 2023). This reflects the principles of the Patient Safety Incident Response Framework of learning from incidents, meaningful involvement of those affected and systems-based approaches, rather than single cause explanations (NHS England, 2024).
This report analyses the organisational and systemic factors which have led to the quality failure identified in this report, in a critical manner. The fishbone analysis and the 5 Whys will uncover root causes, and Donabedian's Structure – Process – Outcome Model will be used to evaluate the relationships between the organisation's structure, the process of care and the outcomes of care. The Swiss Cheese Model and Systems Theory will offer additional insights into why things go wrong and the interdependency of organisations. SWOT analysis will be done to review the strategic improvement environment, and then evidence-based recommendations will be made using Plan-Do-Study-Act and change-management principles.
[bookmark: _Toc1]2.0 Main Body: Critical Analysis of the Quality Concern
[bookmark: _Toc2]2.1 Nature and Scale of the Quality and Patient-Safety Failure
The failure in quality was not due to the criminal actions of one individual but also due to the failure in organisational protections for abnormal clinical risks. The case study below highlights delayed recognition/escalation, fragmented reporting, staffing constraints, leadership vulnerabilities/lack of psychological safety as interrelated factors that contribute to ineffective organisational learning. The Thirlwall Inquiry also looks at responses to management, oversight by the board of management, escalation processes and the role played by the Trust culture and governance in failing to protect babies (Department of Health and Social Care, 2023). NHS England (2023) then emphasised the need for quick responses and effective board oversight of speaking up arrangements where staff concerns are raised. This is important because fear, hierarchy and leadership that fails to respond can have a negative impact on speaking up and weaken patient-safety surveillance (Delpino, Lees-Deutsch and Solanki, 2023). Research on systems-based safety reminds us that individual accountability is still critical, but that preventing serious incidents requires looking for vulnerabilities and interacting organisational controls to be continuously prevented (Weaver, Stewart and Kay, 2021). 
[bookmark: _Toc3]2.2 Root-Cause Analysis: Fishbone Diagram and 5 Whys
Root-cause analysis shows that this safety failure in the neonatal unit was not a single fault, but a combination of organisational weaknesses (Pietsch et al., 2024). The Fishbone (Ishikawa) analysis breaks up contributory factors into six areas: leadership and governance, systems/processes, communication, reporting and escalation, organisational culture and workforce (Glevitzky et al., 2025). The previous analysis pointed to the following areas of delayed escalation, staffing pressures, poor psychological safety, and disjointed organisational learning. Fishbone analysis is also shown to be useful in contemporary healthcare quality-improvement studies to detect a number of contributing factors before an intervention is designed (Bayisa et al., 2024). Mainly, however, Fishbone is diagnostic; it charts out likely causes without determining their causal power, and conclusions can be based on available evidence and stakeholder judgement.
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Figure 1: Root Cause Analysis
(Source: Self-Developed)
The 5 Whys gives a deeper causal understanding as to why the concerns have not been addressed in a timely fashion when they recur. This was due to a lack of leadership urgency, governance structures that did not always provide challenge and independent review, as well as an organisational culture of hierarchy, weak psychological safety and learning that was fragmented. Patient-safety incidents are frequently found to be related to multiple communication, teamwork, information-flow and workload issues and not to single errors (Halinen et al., 2024). However, root cause analysis is not enough to ensure safer outcomes without finding improvement actions (Martin-Delgado et al., 2020). So, Fishbone sets the stage for causal breadth while 5 Whys looks at systemic depth.
The analysis indicates that the root of the problem was a general lack of pattern recognition, communication of concerns, of raising risk escalation, and finally of effective organizational pattern investigation and learning. This offers a clear guide to leadership, governance, communication, incident investigation and patient safety culture recommendations.
[bookmark: _Toc4]2.3 Donabedian Model: Structure-Process-Outcome Analysis
The Structure–Process–Outcome (SPO) model of Donabedian is useful for analysing how the conditions of the organisation affect the delivery of care and the outcomes of care (Kim, Kim and Kim, 2026). Resources and organisation around care are key factors in its structure; its process is what is undertaken, and its outcome is the consequences of the care (McCullough et al., 2023). The weaknesses that were identified in the Countess of Chester case were: staffing pressures, leadership and governance arrangements, reporting systems, board oversight, Freedom to Speak Up systems and access to effective external review. Delays in recognition and escalation of risk were similarly identified as linked to staffing, reporting, culture, communication and governance, in the initial case analysis. 
Reliable implementation of policies was a concern at the process level, not just that they were in place. Some of the failures related to recognition of abnormal clinical patterns, review of deaths, escalation of concerns of consultants, communication across professional and managerial boundaries, initiating safeguarding responses and learning from repeated incidents. These are highlighted in the Thirlwall Inquiry's review of concerns raised, processes, management responses, the board's oversight and governance (Department of Health and Social Care, 2023). The outcomes were a delay in identifying risks, ongoing exposure of infants to hazards, parents losing faith and trust in the staff, regulatory reassessment and significant organisational and public relations issues. 
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Figure 2: Donabedian Model
(Source: Self-Developed)
The model is useful in that it is able to transform a complex failure in safety into a relationship between organisational capability, practice and consequences that is analysable. But its seeming linearity is a downside as well. Findings from current applications show that structure, process and outcomes may go hand-in-hand (instead of in sequence) (Tossaint-Schoenmakers et al., 2021). Thus, Donabedian is used to pinpoint quality problems, and systems-based theories are needed to account for the interplay among the quality problems.
It also highlights the importance of good communication amongst the front line staff, clinical leaders and senior management. Any concerns should be investigated as soon as possible, objectively and transparently and should have escalation processes where risks continue to be not resolved (Eloranta, Ketola and Ikonen, 2026). The prevention of emerging clinical concerns becoming major patient-safety failures therefore hinges on the accountability of the individuals meeting with questions of patient safety, on staff members' confidence about speaking up when they notice these matters, on the effectiveness of incident investigation, and on the learning which results from these investigations (McCullough et al., 2023).Seeking to prevent emerging clinical concerns from becoming serious patient-safety failures therefore depends on leadership accountability, staff members' confidence to speak up when they notice patient-safety matters.
[bookmark: _Toc5]2.4 Strategic Analysis: SWOT
The focused SWOT analysis presents the organisation's strengths to implement sustainable patient-safety improvement.
Strengths: This SWOT analysis of the Countess of Chester Hospital NHS Foundation Trust focussed on the organisational factors which impacted on the identification, prioritisation and exploration of new clinical concerns. The strengths are the Trust had established mechanisms for identifying patient safety issues through clinical governance arrangements, through the use of incident reporting systems and by the use of multidisciplinary teams (Coch.nhs.uk, 2024). These facilities afforded the opportunity to record, review and escalate concerns as appropriate. There was also the provision of external regulatory framework that offered opportunities for organisation learning and accountability. There are existing NHS governance frameworks in place, multi-professional clinical skills, incident reporting systems and national safety frameworks to underpin standardised escalation and learning (Eloranta, Ketola and Ikonen, 2026). 
Weaknesses: Weaknesses are still very strong, including failures to escalate, make decisions at the top, have a culture of psychological safety, and staffing pressures and lack of organisational learning. Notwithstanding, some of the shortcomings made the whole process of this trust ineffectual. The most serious issue was the failure to see various clinical incidents as part of a broader concern (Thirlwall Inquiry, 2025). When signs of a problem do not connect, chances of early intervention are missed. Poor communication between the medical staff, management and the senior management can further delay the situation from escalating (Department of Health and Social Care, 2023). Problems with incident investigation and learning from mistakes lead to repeated occurrences of the same serious issue in the future
Opportunities: Improved implementation of PSIRF, arrangements for Freedom to Speak Up, and independent review procedures and digital safety surveillance systems that can detect patterns earlier (Newman et al., 2025). These opportunities are, however, contingent on responsive leadership, as technology and/or policy will not change culture. Therefore, there are many opportunities for improvement. The Trust can use early-warning systems to identify unusual clinical outcome patterns and conduct a series of meetings to review these problems. To create a culture of open communication and reporting, various training programmes can be implemented to improve the reporting process (Martin-Delgado et al., 2020). Moreover, the Trust can also benefit from the experience of the other organizations.
Threats: Staff shortages, fatigue to improve, lack of trust in the organisation's reputation, limited resources, and superficial adherence to safety procedures. In turn, threats to the system include lack of personnel, large workload, organisational structure, poor communication and resistance to change (Halinen et al., 2024). These factors can make employees reluctant to escalate the emergencies. If the threat signals are ignored, the consequence might be harmful to patients, attract the attention of the regulatory bodies and damage the organization’s reputation.
It is therefore essential that the strategic priority is to build on the strengths of governance in the culture, accountability of leaders and effective escalation systems, with improvement systems holding real tangible impact on frontline safety practice.
[bookmark: _Toc6]3. Evidence-Based Recommendations and Implementation Strategy
[bookmark: _Toc7]3.1 Establish a Standardised Neonatal Safety Escalation Pathway
Delayed escalation, unclear accountability and poor coordination should be covered in a standardised neonatal safety escalation pathway. It should outline clinical triggers (such as unexplained deterioration or mortality clusters) that need to be reviewed at a high level, in a timely manner. A named executive patient-safety lead should be responsible for addressing unresolved and/or high-risk issues – with independent review and escalation to the board as appropriate. This corresponds to what PSIRF expects to see in effective incident-response systems (NHS England, 2026a). But there needs to be professional judgment. The performance should be monitored using review times, escalation compliance and independent scrutiny rates.
[bookmark: _Toc8]3.2 Strengthen Freedom to Speak Up and Psychological Safety
Produce safe and secure speaking up options, Freedom to Speak Up support, clear protection against adverse treatment, executive response times, regular multidisciplinary safety huddles and feedback to staff who raise concerns. This directly tackles hierarchy and organisational silence or low psychological safety found in the root cause analysis. There is now more accountability for individual healthcare organisations to ensure effective Freedom to Speak Up arrangements are in place with a national policy and support functions (NHS England, 2026). But simply introducing a new reporting system is not enough to influence behaviour if leadership are not responsive to the report. Leadership receptiveness and a staff culture where concerns are treated seriously are cited as critical factors for the success of speaking-up systems (Delpino, Lees-Deutsch and Solanki, 2023). So, leadership accountability should be paired with confidential reporting, psychological-safety surveys, and tracking of response and closure rates.
[bookmark: _Toc9]3.3 Develop Integrated Safety Surveillance and Organisational Learning
The general components of a neonatal safety intelligence dashboard should include mortality, unexpected deterioration, staffing and incidents, complaints, clinical concerns, and recurring trends, and should be reviewed by multiple people at a minimum monthly. NHS England's patient safety approach focuses on using a multitude of information sources to gain intelligence on emerging or under-recognised risks, and the national LFPSE system allows organisations to access and analyse locally captured data on safety events for improvement (NHS England, 2026; NHS England, 2026a). Predefined clinical triggers and actions/existence of evidence should be included in the board report as outstanding. However, dashboards should be used as a tool to complement, not supplant, clinical judgment: unreliable data or an overload of indicators could lead to a false sense of security. Thus, the completeness, timeliness, and closure of action on data should also be audited.
[bookmark: _Toc10]3.4 Strengthen Leadership, Governance and Accountability
Patient safety should be clearly defined at executive and board level and backed by safety reviews, escalation audits, monitoring of Duty of Candour and external scrutiny. Transformational leadership can help improve trust, empowerment and safety culture and thus nurse safety and patient outcomes (Ystaas et al., 2023). In a similar study, Hamdan et al. (2024) connect transformational leadership with enhanced safety practices by way of patient-safety culture. But clear escalation responsibilities, audit requirements and responsibilities are still needed as transactional controls. Thus, good governance must be a combination of empowering staff while having enforceable leadership responsibility.
[bookmark: _Toc11]3.5 Implementation Through PDSA
	PDSA Stage
	Implementation Actions
	Measures / Expected Outcome

	Plan
	Record baseline information on escalation delays, incident reviews and staff speaking-up experiences. Identify the current escalation chain and discuss and agree new escalation rules and triggers with independent review (Rutherfoord, Jassal and Galloway, 2026). Establish the SMART Goal: 95% of neonatal safety concerns at escalation level will be reviewed with a documented senior review within 6 months and within 24 hours.
	Baseline escalation time; current compliance rate; staff psychological-safety scores; number of unresolved concerns.

	Do
	Conduct a pilot run of the new pathway in the neonatal unit (Irimu et al., 2025). Start staff training, multi-disciplinary safety huddles, a safety-surveillance dashboard and staff-safe routes to speak up. Identify named clinical and executive leads.
	Training completion; pathway utilisation; number of concerns escalated; dashboard completeness.

	Study
	Compare the pilot results to baseline data. Review process measures: escalation compliance rate, escalation investigation time (Yu et al., 2023). Outcome measures: unresolved safety concerns, staff's psychological safety, family's experience. Balancing measures: workload, unnecessary escalations.
	Determine whether improvements are statistically and clinically meaningful and identify unintended consequences.

	Act
	Standardise good practices, make changes to ineffective practices, and conduct additional PDSA cycles prior to the broader implementation of practices in other high-risk services (Manandi et al., 2023). 
	Sustained compliance, reduced escalation delays and evidence of organisational learning.



Table 1: PDSA Implementation Plan
(Source: Self-Developed)
[bookmark: _Toc12]3.6 Sustaining Organisational Change 
Lewin's Change Management Model can be used to help with the sustainability of the proposed improvements in the longer term (Pubodhya and Rajapakshe, 2025; Amina, Kassem and Sleem, 2022). In unfreezing, leaders should share some of the governance deficiencies and create a sense of an emergency and break the cycle of silence. The change stage should include new escalation plans, staff training, safety dashboards, independent review and multidisciplinary safety huddles. Successful practices need to be built into organisational policies, induction practices, audit processes, staff appraisal, board-level reporting and further PDSA cycles through refreezing. This is similar to the previous case study which focused on the application of Lewin's model to the redesign of governance, and highlighted the need for involvement, communication, training and ongoing review and monitoring for sustainability of healthcare changes.
[bookmark: _Toc13]3.7 Applying Lean for Process Improvement
Lean should be used in conjunction with PDSA to minimise non-value-added delays, duplication and other activities in neonatal escalation of safety events (Bradley et al., 2024). Lean is about optimising workflows, standardising processes and focusing on activities that contribute to patient safety (Barr and Brannan, 2024). A Value Stream Mapping exercise might illustrate the process of identifying a clinical concern, reporting it, having it reviewed by a senior, investigated, and reported to a board (Davies et al., 2023). This would assist in identifying delays in waiting times, unnecessary approval stages, unclear handovers and duplicated documentation that may result in a delay in action. Standard Operating Procedures would then identify what is expected of each person, what constitutes an escalation and the expected response time. Lean should not be used solely as a cost-cutting tool, as this may lead to placing too much pressure on over-extended employees. These are therefore the key factors that must be considered during its implementation: safety, reliability and staff involvement. In tandem with PDSA, Lean can reduce the escalation process and retesting redesigned workflows to make sure they stay effective and sustainable.
[bookmark: _Toc14]4.0 Conclusion
The analysis highlights the interconnected nature of the failures in leadership, staffing, communication, escalation and reporting and organisational processes that led to the failure to keep the baby safe at birth, and shows that there is no single failure that is responsible. The fishbone and 5 Whys exercise helped uncover the underlying causes, and Donabedian Model demonstrated how organisational environment and care processes led to adverse outcomes. Growth opportunities and hurdles in attaining sustainable change were identified through SWOT analysis too. A standardized hierarchy of escalation, better speaking up systems, and safety surveillance and accountability for leaders should be considered to make improvements. The use of PDSA would help you in the process of testing and improvement, while using the Lean method would allow you to get rid of waste, redundancy, and inefficiency.
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