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[bookmark: _Toc215669971]1. Introduction
The case of Lucy Letby is one of the biggest failures in patient safety and quality that has occurred in the history of the NHS. There were various cases of unexplained neonatal deaths and collapses between 2015 and 2016 at the Countess of Chester Hospital, and the warning signs were ignored or poorly raised. Further studies such as CQC reports, NHS England investigations and ONS neonatal mortality statistics have identified systemic governance failures, lax oversight and adamant rejection of clinical issues. It is thus possible to view this case as a critical prism through which one can analyse how ineffective leadership, reporting, culture and monitoring may lead to the devastating population health damage. These quality failures are crucial to understanding not just to enhance justice and accountability, but also to enhance the public trust and protect future patients and improve organisational resilience.
[bookmark: _eyxeaxqfcfah][bookmark: _Toc215669972]1.1 Background to the Case
In 2023, Letby, a neonatal nurse, was found guilty of killing and attempting to kill babies who were under her care. With the increasing mortality rates and frequent alarms by the top clinicians, the managers were unable to prompt investigations, escalation to third parties and focused more on reputation protection, neglecting clinical protection. This was a clear case of systemic and preventable failure, as later discovered by the CQC to have poor incident reporting, poor governance structures and unsafe staffing practices.
[bookmark: _lpre7zuo8rrb][bookmark: _Toc215669973]1.2 Identified Quality Problem for Component 2
The central aspect of quality to be considered in this assignment is that of failure of incident reporting and escalation. This case shows that there have been persistent obstacles to reporting adverse events, a culture of silence among clinicians, and resistance from the leadership that hindered an immediate response (Elseesy et al. 2025). These deficiencies ensured that patterns of harm remained unnoticed and unchecked, and showed that there is a serious failure of core safety systems that should be present in NHS neonatal care.
[bookmark: _vk6etwrf71e][bookmark: _Toc215669974]1.3 Rationale for Investigating This Issue
Patient safety, transparency, equity and quality improvement are based on effective incident reporting. The problems in this area contribute to avoidable damage, erosion of trust, and breaches of critical principles of clinical governance (Nacu, Constantin and Rogozea, 2025). The structure-process-outcome model presented by Donabedian, along with the Root Cause Analysis (RCA), helps in analysing this issue to understand that system-level gaps can expose someone to risks over an extended period of time.
[bookmark: _n9ad57t76kus][bookmark: _Toc215669975]1.4 Aim and Objectives
Aim:
To critically examine the systemic quality failure root causes in the neonatal unit by using the existing theories of quality management and formulating the evidence-based improvement strategies.
Objectives:
· To examine the chosen incident reporting and escalation issue according to Fishbone, 5 Whys and Donabedian models.
· To determine contextual and organisational issues that have been affecting failures using SWOT or PESTLE analysis.
· To refresh the policy, governance and organisational weaknesses with the help of modern literature.
· To recommend quality improvement based on PDSA/PDCA, Lean method, and Six Sigma method.
[bookmark: _y2zxaef70u1g][bookmark: _Toc215669976]2. Main Body
[bookmark: _3oeugooy7ljz][bookmark: _Toc215669977]2.1 Understanding the Chosen Quality Issue
The main quality concern that was investigated in this analysis is the lack of incident reporting and escalation in the neonatal unit of the Countess of Chester Hospital over the years, related to the Lucy Letby case. An essential part of the NHS clinical governance is incident reporting, which allows anticipating the risks early and learning about the negative occurrences and avoiding future damage (Sirrs, 2024). In that regard, major weaknesses in safety processes and organisational culture were manifested in recurring issues brought up by senior consultants, which were either denied, postponed or poorly escalated.
Such failure is directly incompatible with the NHS quality dimensions: safety, as it has been permitting the harm that can be prevented, effectiveness, as it has been weakening evidence-based risk management, and patient experience, as it has been dismantling the trust in maternity and neonatal services. Internal review and subsequent external studies of mortality indicated statistically abnormal increases in neonatal collapses and mortality, but these were not addressed (Zaurez Afshar and Hussain Shah, 2025). Reports such as CQC reports and even the independent Letby Inquiry found that there were avoidable delays, poor documentation and disjointed responses to serious incident triggers (Jesudason, 2024). It led to the long-term risk phase during which repeated negative occurrences were not properly analysed and escalated to the external regulating authorities so that systemic vulnerabilities could be tolerated.
[bookmark: _gc6ti03jh191][bookmark: _Toc215669978]2.2 Application of Theoretical Models
[bookmark: _pw87he42nvpz][bookmark: _Toc215669979]2.2.1 Fishbone (Ishikawa) Diagram Analysis
Fishbone analysis indicates several interacting factors in each of the major categories:
People: Employees were afraid of being reprimanded, which led to underreporting. Clinicians who sounded off were gagged or asked to apologise, which indicated the absence of psychological safety (Berry, 2021). The juniors did not have the training and were not sure of the incident escalation pathways.
Policy: The policy regarding incident reporting and whistleblowing was either old-fashioned, not well conveyed, or not uniformly enforced. The Trust did not adhere to the protocol of the NHS Serious Incident Framework, which postponed RCA processes.
Processes: There was an inconsistency in incident documentation, and reviews were not thorough. Escalation levels were not clear, and this resulted in frequent incidences of failing to see patterns in neonatal deterioration (Bellini et al. 2025). The poor communication between teams also tore apart learning and response systems.
Environment: An organisational culture that valued reputational safety instead of transparency did not encourage open communication of safety issues (Lindhout and Reniers, 2022). Hierarchy rendered clinicians weak and entrenched managerial control in narrating incidents.
Equipment: In spite of the fact that equipment failure was not the cause of the mortality pattern, the lack of effective monitoring tools, data dashboards and audit systems made no possibility to identify the abnormal trends in time (Boppana, 2023).
Leadership: Denial, defensiveness and minimisation of risk characterised leadership. Managers were not open to outside scrutiny, were unwilling to take consultants' advice, and their organisational culture stifled worries. This was the most crucial leadership failure that led to the failure in governance.
Fishbone analysis points out that the problem was not caused by one operational failure but by a complicated combination of human, structural, and cultural factors.
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Figure: Root Cause Analysis of Incident Reporting Failures
(Source: Self-made)
[bookmark: _eupeojyajcv3][bookmark: _Toc215669980]2.2.2 5 Whys Root Cause Analysis
Issue: Major accidents were not handled properly.
1. Why? Consultants had issues that were dismissed.
2. Why? Managers felt that the anxieties were overstated and wanted to escape the reputational harm.
3. Why? Instead of focusing on patient safety, the leadership culture became normalised in terms of the denial culture and minimisation of risks.
4. Why? The governance arrangements gave too much freedom to the managers in regard to the incidence classification and the inclusion of external bodies.
5. Why? The design of the organisation had no independent checks or balances, and the leadership had an opportunity to focus on the reputation of the institution instead of safety.
The 5 Whys proves that the most fundamental cause was a leadership culture that was impervious to questioning, with the assistance of a poor governance system and a lack of accountability systems. They were the key issues that were not considered before due to the lack of internal forces to trigger the escalation, discouragement of the whistleblowers, and no effective external checks were activated (Iwasaki, 2025). This is an indication of an organisation in which certain structural deficiencies allowed destructive cultural trends to be left alone.
[bookmark: _7d1icdnogdy0][bookmark: _Toc215669981]2.2.3 Donabedian Model (Structure–Process–Outcome)
Organisation: The Trust was weak in terms of workforce deficiency, inadequate neonatal specialist coverage, and senior clinical leadership deficiency (Kaur et al. 2023). The system of governance was not clear, and the data systems failed to pick up abnormal mortality trends early. Incident reporting and safeguarding were not regularly trained.
Process: The most important process failures were incident reporting, RCA and escalation. The events that passed the criteria of serious incident classification were done in an informal manner or rejected. There were delayed and incomplete RCA reports. The concerns of clinicians were not channelled to the governance structures, like the morbidity and mortality meetings or risk committees (Goldman et al. 2025). The inability to refer to the police, CQC and regional neonatal networks indicated a serious failure in the required processes.
Outcomes: The resulting outcomes were preventable neonatal deaths and collapses, critical reputational losses to the Trust, reduction of trust in the community and safety culture failure (Edwards, 2021). Employee morale went down, whistleblowers were sidelined, and patient safety became jeopardised.
Most importantly, the Donabedian model reveals very high interdependences: structural vulnerability (inadequate oversight, inappropriate staffing), compromised processes (reporting, review, escalation), which resulted in disastrous consequences (Tenkorang-Twum, Atibila and Gyapong, 2024). Better structures would have forestalled process malfunctions, which point to systemic rather than individual-oriented reform.
[bookmark: _bfkkjig0pf80][bookmark: _Toc215669982]2.3 Strategic Analytical Tools: SWOT
SWOT analysis of the Trust for the period provides:
	Strengths:
· Special neonatal consultants who were also concerned with raising concerns.
· Some set up governance committees, but unusually utilised.

	Weaknesses:
· The denial of leadership and resistance to escalation.
· Ineffective data surveillance and RCA processes.
· Lack of psychological safety and malfunctioning whistleblowing channels..


	Opportunities:
· National neonatal networking to compare rates of mortality.
· Enhancing governance and whistleblowing.
· Implementation of digital surveillance to identify irregularities.
	Threats:
· Additional injury to patients occurs in cases of ignoring signals.
· Governmental penalties and loss of reputation.
· Personnel burnout and turnover lower the service quality.



The SWOT analysis substantiates the fact that strengths were not the most dominant factors, but instead weaknesses and threats, which substantiates the weakness of the organisation to systemic failure.
[bookmark: _hkje50r2rk8y][bookmark: _Toc215669983]2.4 Linking Findings to Literature
The studies on whistleblowing highlight the significance of psychological safety, effective reporting mechanisms, and leadership that promotes speaking up. The sources on clinical governance emphasise that the management of risks depends on the ability to identify the risks promptly, the openness of the reporting, and the external scrutiny. The research on patient safety indicates that hierarchical cultures negatively impact reporting, resulting in delayed responses and avoidable damage (Reader, 2022).
This was, however, not the case with the Countess of Chester and the whistleblowers were muted down, the committees of governance never did anything, and the leadership was concerned about organisational image. The evidence that has been published emphasises that any indications of early warning should set an immediate review, but in this scenario, the issues were discussed as an interpersonal conflict, and not as a clinical risk (Ahmed et al. 2023). Other deficiencies that are reflected in the literature are that safety cultures fail when accountability is not involved, as happened in this instance.
[bookmark: _a45j1z4qfe0b][bookmark: _Toc215669984]2.5 Summary of Key Root Causes
The major systemic underlying causes are:
· Leadership denial and risk minimisation.
· Has faulty channels of whistleblowing and fear of reprisal.
· Poor clinical governance instruments and ineffective escalation (Sutton et al., 2025).
· Lack of data, audits and trend analysis.
· A blame culture that was toxic and silenced the voice of the staff.
· Shortage of staff and specialist training in neonatal care (Kaur et al. 2023).
· Lack of independent oversight and regulation accountability.
These underlying causes worked together to provide extensive safety failures, and it showed that there was a need to improve the entire system.
[bookmark: _lwu3cnbbos4e][bookmark: _Toc215669985]3. Recommendations & Implementation Strategy
[bookmark: _mt6ziq2yx8oz][bookmark: _Toc215669986]3.1 Overview of Improvement Priorities
The root cause analysis found that critical failures were observed in incident reporting, leadership behaviour, governance structures, use of data and capabilities of the workforce. The areas of improvement are thus concerned with making the reporting systems stronger, having transparent escalation, a high-quality safety culture, closer oversight, and competence of the staff (Chau, 2024). The following recommendations can be used with the help of evidence-based quality improvement (QI) tools, i.e., PDSA, Lean, and Six Sigma, to implement structured, sustainable and measurable change.
[bookmark: _xieageemy5k1][bookmark: _Toc215669987]3.2 Detailed Recommendations Using QI Tools
[bookmark: _3d4h4q5lv1ol][bookmark: _Toc215669988]3.2.1 PDSA Cycle Recommendation
(Concentrated on Incident Reporting Improvement)
Plan: Standardise the incident reporting system digitally using automated triggers of escalation. Present simple flow charts that would define reporting procedures, escalation limits and managerial roles (Yap et al. 2023). Offer standard training to all neonatal staff about the proper documentation of incidents, their classification and the right to whistleblow.
Do: Introduce the system in the neonatal unit on an initial basis of eight weeks and with oversight of a Patient Safety Champion and risk management team, who will guide in real time.
Study: Calculate the change in the incident reporting rate, the mean time between incident and documentation, and the rate of escalation (de la Torre-Pérez et al. 2023). Perform surveys of the staff on the issues of confidence, knowledge, and psychological safety. Compare results with baseline information.
Act: Improve reporting templates and triggers. Implementation with quarterly audits to ensure compliance and learning should be rolled out after making adjustments and implemented on a trust-wide basis (Hudon et al. 2025).
[bookmark: _styqlfxamzz8][bookmark: _Toc215669989]3.2.2 Lean Approach Recommendation
(Optimising Reporting and Escalation Channels)
The lean methodology tries to eliminate process waste, including process delays, duplication, lack of clarity, and variation. Recommendations include:
· Development of a uniform escalation pathway of neonatal incidence to substitute informal methods (Okai, Fair and Soltani, 2024).
·  Implementing value stream mapping to detect bottlenecks and simplify reviews.
·  Implementation of the so-called stop-the-line authority that gives employees the right to stop processes when there are safety issues.
· Serious Incident (SI) reviews: Developing standard operating procedures to make sure that reviews are timely and consistent (Porter et al. 2025).
This standardisation enhances clarity, eliminates redundant steps, and well predictability in and timely manner.
[bookmark: _374y6cbq8b60][bookmark: _Toc215669990]3.2.3 Six Sigma Recommendation Using DMAIC
(Reducing Variation in Mortality Reporting)
Define: Irregular mortality surveillance and lack of consistency in categorising mortality were factors in lagged risk warning (He et al. 2024).
Measure: Collect measures of reporting whether timely, complete, and varied in departments.
Analyse: With the help of Pareto charts and cause and effect matrix, determine the stages that vary most, which are probably clinical documentation and managerial triage (Chia et al. 2024).
Improve: Standardised mortality review templates, automatic digital alerts on clusters and multidisciplinary mortality governance weekly meetings should be implemented.
Control: Long-term performance: quarterly audits, automated dashboards, and the control of regional neonatal networks (Raboin et al. 2024).
[bookmark: _uxjyjalmorxi][bookmark: _Toc215669991]3.2.4 Governance & Leadership Recommendations
· Managerial education about just culture, patient safety, and high-reliability leadership is mandatory.
· Mortality review, incident management, and RCA quality external audit.
· Enhanced whistle-blowing systems, such as anonymous electronic reporting and enhanced Freedom to Speak Up Guardian roles (Berendt and Schiffner, 2021).
· CSRs: The Safety Oversight Committee should be established with the power to go directly to the regulators to minimise managerial gatekeeping.
[bookmark: _okx6fesf9e3o][bookmark: _Toc215669992]3.2.5 Workforce Development Recommendations
·  Equipment: Maintain personnel ratios in line with national neonatal safety measures.
·  Implement competency models on safeguarding, clinical deterioration and escalation.
· Annual compulsory patient safety and human factors training.
· Psychological support, reflective practice and debriefing of incidents in a structured way after the incident to develop resilience (Evans et al. 2023).
[bookmark: _badsw2kumilu][bookmark: _Toc215669993]3.3 Implementation Strategy
Timeline:
· 0-3 months: Tools, train employees, build structures of governance.
· 3-6 months: Pilot PDSA, perform Lean value mapping, start with the DMAIC measurement (Wolfe et al. 2021).
· 6-12 months: Leadership training, mortality dashboards.
· 12+ months: External audits, on-going monitoring, culture review.
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Figure: Timeline
(Source: Self-made)
Roles & Responsibilities:
· Clinical leads: Training and safety standards.
· Risk managers control reporting systems (Rahi et al. 2022).
· Executive leadership guarantees resources and responsibility.
· Safe Reporting: Freedom to Speak Up Guardians.
Resources Required:
E-reporting software, training programs, QI facilitator, data analysts, and backfilling of staff.
Monitoring & KPIs:
· Timeliness and rates of incident reporting.
· Escalation compliance.
· Staff safety culture scores.
· Mortality trend stability.
· RCA fulfilment of time requirements.
Sustainability:
The long-term learning culture will be integrated with the regular feedback loops, open communication, safety meetings, and visible leadership dedication (Adeniyi et al. 2024).
[bookmark: _dfmy2ofoco85][bookmark: _Toc215669994]4. Conclusion
[bookmark: _jt1678scb9l3][bookmark: _Toc215669995]4.1 Summary of Key Insights
This discussion reviewed the significant quality problem of incident reporting and escalation failure in the Countess of Chester Hospital neonatal unit in the case of Lucy Letby. The use of Fishbone, 5 Whys, Donabedian, SWOT and other analysis tools revealed that it was not a one-time lapse but a result of underlying deep systemic weaknesses. The causes were denial of leadership, ineffective governance systems, lack of effective safety culture, ineffective data monitoring, poor RCA process consistency, inadequate whistleblow systems, and poor workforce capability gaps. All these interdependent factors resulted in a climate where recurring negative situations had neither been identified nor magnified, and preventable damage had been sustained.
[bookmark: _fywpxny0tv4f][bookmark: _Toc215669996]4.2 Impact of the Issue on Public Health & Safety
The effect on patient safety and the well-being of the populace was immense. Preventable infant deaths are the disastrous breaches of the obligation of the NHS to do good to the weakest. The failures within the system weakened equity because, instead of being provided with safe and standardised neonatal care, the infants were exposed to avoidable risks. Trust in maternity and neonatal services was harshly harmed, which is one of the factors that caused anxiety and concern in the community regarding NHS governance. The general quality outcomes, such as safety, timeliness, and effectiveness, were compromised, and this led to reputational damages, moral injuries to personnel, and future consequences to the affected families.
[bookmark: _vuibrrew46mp][bookmark: _Toc215669997]4.3 Final Statement on Improvements Needed
The results highlight the importance of the immediate necessity of a learning culture based on transparency, accountability, and psychological safety being developed throughout the system. Considerable leadership behaviour, more definite governance structures, and better systems of control are required to make sure that concerns are listened to, responded to, and audited separately. Reporting can be redefined through continuous quality improvement, in the form of PDSA cycles, Lean standardisation, and reduction of variation using Six Sigma can help to establish effective escalation pathways and assure the timely presence of risk signals. The suggested strategies will contribute to restoring trust, strengthening safe clinical practice, and eliminating such significant failures in the future so that patient safety will be kept at the core of NHS care.
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