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[bookmark: _Toc237377802]Introduction 
[bookmark: _Toc237377803]Background and Context
Patient safety is a important dimension of healthcare quality since effective health services must minimise avoidable harm and provide safe, timely and patient-centred care. In this context, quality assurance mainly relies on effective clinical governance, incident reporting, risk escalation and organisational learning. The Lucy Letby case has represented major patient-safety failures at the Countess of Chester Hospital's neonatal unit during 2015-2016, when an unusual number of neonatal deaths and unexplained collapses occurred (Lawrence and Conn, 2024). Letby, a neonatal nurse who was working at the unit, was subsequently convicted of the murder of seven babies and the attempted murder of six others (Levitt, 2026). Additionally, the case has also exposed significant weaknesses in the Trust’s clinical governance and quality-assurance arrangements, particularly concerning the management of emerging safety concerns and organisational responses to clinical warnings (Lawrence and Conn, 2024). 
[bookmark: _Toc237377804]Quality Assurance Failure
The principal quality concern assessed in this report is the failure of organisational systems for recognising, escalating, investigating and responding effectively to repeated indicators of potential neonatal harm (Lawrence and Conn, 2024). Instead of interpreting the events solely as individual professional misconduct, a systems-based perspective identifies the simultaneous failure of multiple safety barriers. Application of the Swiss Cheese model has recognised delayed managerial response, poor incident reporting, weak governance, staffing pressures and a defensive organisational culture as interconnected contributory factors (Wiegmann et al., 2022). 
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Figure 1: NHS Workforce Nutshell
(Source: The King’s Fund, 2024)
The wider NHS workforce context has further demonstrated the operational pressures facing healthcare organisations, with 121,000 vacancies (8.4%) and 154,000 staff leaving their posts (10.7%) reported in England in the year to September 2023 (The King's Fund, 2024). This workforce evidence has provided contextual pressure but does not have developed a direct causal interconnection with the events at the Countess of Chester Hospital. 
[bookmark: _Toc237377805]Consequences for Service Provision
The quality failure has impacted several dimensions of service provision. In this context, recognised avoidable neonatal harm as the primary quality consequences, while delayed investigations have prolonged organisational exposure to risk and contributed to subsequent external scrutiny (O'Donoghue et al., 2023). The case has also impacted interconnections between the organisation and families, with concerns regarding transparency, patient safety, responsiveness and patient-centred care. Additionally, evidence from patient-safety research has indicated that organisational safety culture is mainly linked with adverse-event outcomes, by demonstrating the significance of leadership, staff engagement and safety-related organisational practices in reducing the risks (Vikan et al., 2023). 
Aim and Analytical Approach
This report aims to critically analyse the organisational causes underlying the quality failure and establish evidence-based approaches for sustainable service improvement. The Fishbone Diagram will categorise the recognised contributory factors, while the Donabedian Model will assess failures across the structure, procedures and outcomes, extending the quality management analysis. Additionally, a SWOT analysis will evaluate the organisational context for development. Based on the identified root causes, endorsements will be developed and operationalised finished the PDSA framework, concentrating on clinical governance, growth of concerns, occurrence reporting, administrative learning and patient-safety declaration.
[bookmark: _Toc237377806]Main Body 
[bookmark: _Toc237377807]Critical analysis of the quality problem
The central failure was systemic instead of attributable significantly to an individual practitioner. In this context, at the Countess of Chester Hospital, concerns regarding the repeated neonatal deaths and collapses were not meaningfully escalated or examined, while feebleness in clinical governance, incident reporting and leadership reduced opportunities for timely intervention have been recognised (Lawrence and Conn, 2024). A systems-based clarification will be more appropriate, as patient-safety failures can be emerged through connections between administrative structures, procedures and human factors instead of only through a single factor (Mistri, Badge and Shahu, 2023). Therefore, this provides the investigative base for suggesting the Fishbone Diagram, Donabedian Model and SWOT analysis.
[bookmark: _Toc237377808]Rationale for the Quality Improvement Frameworks 
In the context of the Countess of Chester Hospital, repeated neonatal deaths and collapses have been accompanied by concerns from senior clinicians which were not significantly escalated or investigated, along with weaknesses in clinical governance, incident reporting, communication and organisational culture.  These interlinked failures are requiring complementary analytical approaches. The Fishbone Diagram will be appropriate for categorising contributory factors across leadership, staffing, communication, reporting and governance, supporting systematic recognition of interconnected causes (Mistri, Badge and Shahu, 2023). The Donabedian Model will allow the assessment of how weaknesses in organisational structure and care procedures contributed to the adverse outcomes. Moreover, a SWOT analysis will also inspect organisational assets, faintness, chances and threats by impacting the feasibility of improvement. Therefore, these frameworks will enable the recognised failures to be disapprovingly inspected from harmonising organisational and service-quality viewpoints.
[bookmark: _Toc237377809]Fishbone Analysis: Recognising the Root Causes 
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Figure 2: Fishbone Diagram
(Source: Self-Created)
At the Countess of Chester Hospital, the Fishbone Diagram has recognised leadership and governance, communiqué, staffing, incident journalism and organisational culture as consistent contributors to the neonatal safety failure (Lawrence and Conn, 2024). 
In this context, Leadership and Governance have been significant weaknesses as clinical concerns were not interpreted into timely administrative action. Delayed managerial responses and inadequate governance have demonstrated weaknesses in responsibility and escalation (Lawrence and Conn, 2024). This indicates that the problem has involved not only the availability of clinical information but also the organisational capacity for identifying its significance and initiating appropriate intervention. 
Additionally, incident reporting and monitoring have additionally weakened occasions for organisational learning. Inadequate incident reporting and failures are significant in distinguishing the patterns of harm as significant systematic weaknesses (Lawrence and Conn, 2024). Moreover, staffing and organisational culture provide additional interacting factors. Staffing pressures and a defensive organisational culture were identified as contributory issues (Mistri, Badge and Shahu, 2023).
Overall, it can be interpreted that the Fishbone analysis has demonstrated that the quality failure resulted from interrelating organisational faintness rather than a single lacking process, supporting a systemic approach to service development.
[bookmark: _Toc237377810]5 Whys Analysis: Tracing the Underlying Causes
At the Countess of Chester Hospital, the central problem was failure to translate clinicians' concerns into timely organisational action. In this context, the 5 Whys analysis will recognise the following causal sequences. 
Why 1: Why were concerns not acted upon? 
Between the years 2015 and 2016, seven babies were murdered, and seven others were the subject of attempted-murder convictions, while concerns about unusual neonatal events were raised by clinicians (Lawrence and Conn, 2024). The neonatal unit also has experienced an unusually high number of deaths, with at least 13 babies dying between June 2015 and July 2016, compared with four deaths during the previous year (Humphries, 2025). 
Why 2: Why was escalation ineffective? 
Senior clinicians have raised concerns about the pattern of deaths and collapses, yet organisational responses did not prevent further incidents. A review assessed four unexplained infant collapses, three of which resulted in deaths, with Letby on duty at each event (BBC, 2022). 
Why 3: Why were emerging patterns not acted upon? 
The hospital did not inform the CQC about the spike in baby deaths during its February 2016 inspection, representing a significant weakness in external regulatory communication (Lawrence and Conn, 2024). 
Why 4: Why did governance mechanisms fail to generate timely learning? 
The neonatal service was reported to have experienced chronic understaffing, inadequate expertise and poor morale, while concerns about leadership and management responses have become central to subsequent scrutiny (Lawrence and Conn, 2024). 
Why 5: Why did these weaknesses persist? 
The subsequent Thirlwall Inquiry was particularly developed for assessing whether earlier suspicions should have been raised, whether concerns were appropriately responded to and whether the Trust's culture, management and governance structures contributed to failures in protecting the babies or not (Clover, 2025). 
Therefore, this model supports the systematic interpretation which has been developed through the Fishbone analysis instead of attributing the quality failure solely to the individual practice. 
[bookmark: _Toc237377811]Donabedian Model: Structure-Process-Outcome Analysis 
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Figure 3: Donabedian Model
(Source: Yang et al., 2025)
At the Countess of Chester Hospital, weaknesses in clinical governance, leadership, staffing and mechanisms for escalating safety concerns have created structural vulnerabilities within the neonatal service (Lawrence and Conn, 2024). Within Donabedian's framework, these weaknesses represent structural deficiencies, as organisational resources, governance arrangements and accountability mechanisms influence the conditions in which care is provided (Donabedian, 1988).
1As an example, NHS England's Learning from Deaths programme requires the Trust to record the total deaths, deaths reviewed and the percentage reviewed, along with the findings which have been discussed at board level. This was introduced after a CQC review found that some providers were not giving priority to learning from deaths, resulting in missed opportunities for quality improvement (NHS England, 2024). 
The case has resulted in the deaths of seven babies and endeavoured manslaughters of six others, followed by significant organisational scrutiny and consequences for public confidence (Lawrence and Conn, 2024). These outcomes validate how weaknesses in administrative arrangements and safety developments can have unadorned consequences for facility quality.
However, the model can appear comparatively linear, whereas the Trust failures have involved interacting leadership, announcement, cultural and interactive factors instead of independent phases (Lawrence and Conn, 2024). Therefore, it can be stated that this model provides a useful quality-assessment structure between the identified root causes. 
[bookmark: _Toc237377812]SWOT Analysis: Organisational Capacity for Improvement 
Strengths
The Trust had access to developed NHS governance structures, professional expertise and senior clinicians capable of recognising safety concerns (Lawrence and Conn, 2024). In this context, the subsequent Thirlwall Inquiry has particularly assessed existing governance, escalation and professional-regulation arrangements, which indicates that these structures provide a foundation for organisational learning (The Thirlwall Inquiry, 2025). Thus, existing governance and professional expertise should be redirected towards stronger escalation, accountability and safety oversight.
Weaknesses
The most significant weaknesses were delayed managerial responses, ineffective escalation, inadequate incident reporting and weaknesses in organisational culture (Mistri, Badge and Shahu, 2023). Concerns raised by clinicians did not result in sufficiently rapid investigation or effective organisational action (Lawrence and Conn, 2024). Reports show workforce capacity has also represented a wider neonatal-system-concern due to 15% of neonatal nursing-staffing gaps and 10% reported medical-staffing gaps, indicating a requirement for addressing escalation, reporting, staffing oversight and leadership responsiveness (GIRFT, 2025). 
Opportunities
The case provides opportunities to strengthen clinical governance, multidisciplinary escalation, incident-learning mechanisms and staff confidence in raising concerns. Developing an open safety culture could improve communication between frontline professionals and managers (Vikan et al., 2023). By addressing these opportunities, Trust can translate the lessons into mandatory escalation pathways, structured incident reviews and measurable governance indicators.
Threats
Workforce pressures, resistance to organisational change, reputational damage and reduced public confidence could undermine sustainable improvement. National staffing data has demonstrated that workforce gaps have remained a measurable neonatal-service challenge (Kalyan et al., 2025). Thus, the Trust should combine workforce monitoring with leadership accountability and continuous quality measurement for mitigating these threats. 
Overall, the SWOT transitions the diagnosis into four improvement priorities: governance and escalation, incident learning, workforce capacity and safety culture, which directly inform the subsequent PDSA-based recommendations. 
[bookmark: _Toc237377813]Critical Synthesis of the Findings 
The analysis has established that the quality failure at the Trust was multifactorial, with leadership, governance, communication, incident journalism and organisational culture interrelating to weaken the patient-safety safeguards. Additionally, anxieties regarding neonatal deaths and failures were not interpreted into sufficiently timely organisational action, demonstrating weaknesses in escalation and governance (Lawrence and Conn, 2024). Moreover, the Fishbone analysis has effectively identified these interconnected root causes, while the Donabedian Model has demonstrated how weaknesses within the organisational structure and care procedures were interlinked with severe adverse outcomes (Donabedian, 1988). Besides that, the SWOT analysis has further indicated that current NHS governance arrangements and specialised expertise provide opportunities for improvement (Lawrence and Conn, 2024). Therefore, a systems-oriented improvement approach should order stronger governance, actual escalation, vigorous incident education and an open security culture for providing the foundation for the evidence-based endorsements and PDSA application policy. 
[bookmark: _Toc237377814]Recommendations 
[bookmark: _Toc237377815]Strengthening Clinical Governance and Escalation
The Trust should develop a mandatory neonatal safety-escalation pathway which requires concerns about the unexpected deaths, collapses or repeated clinical deterioration to be reviewed by a multidisciplinary governance panel within a defined timeframe (Nuffield Trust, 2024). This will directly address the delayed managerial responses and governance weaknesses which were recognised in the case study (Lawrence and Conn, 2024). Additionally, senior clinicians should also have an independent escalation route to the Medical Director or Chief Nurse when the concerns remain unresolved. Moreover, a documented escalation register should record the concern, responsible manager, action taken and closure date. This would strengthen accountability and reduce the risk of safety information ultimately becoming organisationally inactive (Antonopoulou et al., 2024).
However, implementation of this strategy may face barriers, including managerial resistance, increased administrative workload, unclear responsibility for reviewing concerns and possible duplication of existing governance procedures (Farahani, 2024). These risks can be mitigated by defining clear escalation criteria, assessing named accountability, integrating the register into existing governance systems and providing staff training (Franz et al., 2026). Therefore, the pathway should be designed as a proportionate accountability mechanism instead of an additional administrative burden, ensuring that concerns are converted into documented action. 
[bookmark: _Toc237377816]Developing an Open Reporting and Safety Culture
In the context of reducing the risk of safety information becoming organisationally inactive, the trust must strengthen incident reporting, the Freedom to Speak Up, and psychological safety, so that the corporation's staff can raise concerns without any fear of professional or managerial consequences (Hughes, 2019). This recommendation significantly responds directly to the communication and defensive-culture weaknesses recognised through the Fishbone analysis. Additionally, the anonymous reporting options, regular multidisciplinary safety meetings and feedback to staff on actions taken should be introduced. In this context, reports have indicated that safety cultures significantly support engagement of the staff and safer organisational practices (Oweidat et al., 2023). 
Although implementation may encounter barriers, including fear of retaliation, low trust in management, reporting fatigue and scepticism if previous concerns have not resulted in visible action. Simply increasing reporting volumes can create a misleading impression of improvement (Davis et al., 2025). However, mitigation can involve confidential reporting routes, leadership training, regular feedback on actions taken and monitoring of both reporting and resolution rates (Kumah, 2025).
Thus, it can be stated that successful improvement requires a balance between stronger accountability and a supportive safety culture. Escalation systems will be ineffective if staff do not trust them, while an open reporting culture will have limited value unless leadership consistently converts concerns into measurable corrective action. 
[bookmark: _Toc237377817]PDSA Implementation
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Figure 4: PDSA Cycle
(Source: Brown et al., 2018)
A Plan-Do-Study-Act (PDSA) cycle must be implemented by the Trust for initially piloting the revised escalation and reporting pathway within the neonatal service. During the plan stage, the Trust should develop baseline measures, including the time taken to escalate concerns, proportion of incidents reviewed within the required time frame and staff confidence in reporting the concerns (Jerjes et al., 2026). Additionally, in the Do stage, the revised pathway should be introduced by the Trust for a defined pilot period with staff training. Also, during the Study stage, the governance leaders should compare baseline and post-intervention measures and review qualitative staff feedback (Ginsburg et al., 2025). Later, during the Act stage, successful elements should be standardised, while ineffective procedures should be modified and retested. In this context, PDCA cycles would support incremental learning instead of imposing an untested system across the organisation (Brown et al., 2018). Hence, it can be stated that this cycle is appropriate as the organisation can test the intervention on a limited scale before wider implementation.  
[bookmark: _Toc237377818]Lean Approach to Reducing Process Delays
Lean principles should be utilised for assessing the patient-safety reporting and escalation pathway for unnecessary delays, duplication and hand-off failures. In this context, a procedure map should recognise each stage from initial clinical concern for governance review and action closure. Additionally, unnecessary approval stages should be removed, while clear responsibility should be assigned at each stage (Mahmoud et al., 2021). This will directly address the case's delayed response to the clinical concerns (Lawrence and Conn, 2024). Therefore, it can be interpreted that, in the context of Countess of Chester Hospital, the Lean approach should be applied selectively for improving the flow of safety information instead of being treated as a mechanism for reducing staffing or resources. 
[bookmark: _Toc237377819]Six Sigma for Incident-Reporting Reliability
A Six Sigma DMAIC approach, which involves Define, Measure, Analyse, Improve and Control, could complement the implementation of the PDSA cycle within the Trust by reducing variation in investigation of the incident. The Trust should define the reporting problem, measure investigation completion times and overdue cases, analyse recurring causes of delay, implement standardised investigation procedures and develop control measures through monthly governance dashboards to fix the reporting delays in medical procedures (Mangus et al., 2024). This would create measurable accountability for management of the incidents and allow persistent deviations to be recognised early. Thus, it can be stated that this approach would complement Fishbone Analysis by moving from recognising causes to monitoring whether the causes are being systematically reduced. 
[bookmark: _Toc237377820]Monitoring and Sustaining Improvement
In the context of Countess of Chester Hospital, sustainability should be examined by utilising indicators, such as 100% documentation of escalated neonatal safety concerns, timely completion of incident investigations, staff confidence and closure of corrective actions. For this, results should be reviewed monthly by the clinical governance committee and reported to senior leadership. Along with that, staff and family feedback should inform subsequent improvement cycles (Malveira et al., 2026). These indicators should convert recommendations into measurable quality outcomes instead of one-off organisational actions. Therefore, the approaches will address the structural, procedural, and organisational weaknesses, which have been recognised through the Donabedian, Fishbone and SWOT analyses and provide a measurable pathway towards sustained patient-safety improvement. 
	[bookmark: _Toc237377821]Action
	Responsible
	Timescale
	KPI

	Introduce escalation protocol
	Clinical Governance Lead
	0-3 months
	20% concerns escalated within target

	Strengthen incident reporting
	Patient Safety Team
	0-3 months
	Reporting and response rates

	Conduct safety training
	Education/GR Team
	3-6 months
	Training completion

	Hold safety reviews
	Clinical Leadership
	Monthly
	Number of actions closed

	Monitor staffing levels
	Service/HR Team
	0-6 months
	% shifts meeting staffing standard

	Conduct safety-culture surveys
	Governance Team
	6-monthly
	Safety-culture score

	Conduct PDSA reviews
	Qualify Improvement Lead
	Quarterly
	Improvement against KPIs


Conclusion 
From the above discussion, it can be concluded that the Lucy Letby case has demonstrated a systematic quality and patient-safety failure at the Countess of Chester Hospital instead of a problem attributable exclusively to individual professional conduct. Additionally, concerns regarding the unusual neonatal deaths and collapses were not converted into sufficiently timely organisational action. Weaknesses in clinical governance, leadership, communication, incident reporting and organisational culture have effectively enabled vulnerabilities within the safety system to persist. Moreover, the Fishbone Analysis has recognised interconnected root causes across leadership and governance, communication and escalation, incident reporting, staffing and organisational culture. The Donabedian Model has significantly demonstrated how weaknesses in organisational structures and care procedures were linked with serious adverse outcomes. 
Besides that, the SWOT analysis has further developed that existing governance arrangements and professional expertise have provided opportunities for improvement, while the recommendations have given priority to stronger clinical governance, effective escalation, open incident reporting, psychological safety, multidisciplinary oversight and measurable accountability. In this context, the PDSA approach has provided a mechanism for testing and refining interventions, while the Lean approach will be able to reduce unnecessary delays and Six Sigma can strengthen the reliability of incident-reporting procedures. In combination, these approaches provide a practical framework to address the recognised quality weaknesses within the Trust. 
Overall, it can be interpreted that sustainable improvement requires more than introducing additional policies or procedures. The corporation must establish a safety system which will be capable of recognising concerns, escalating risks, investigating incidents, learning from failures and demonstrating that corrective actions have been implemented. Addressing these interconnected organisational factors is necessary for strengthening patient safety and reducing the possibility of comparable failures. 
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