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[bookmark: _Toc226630788]1. Introduction
[bookmark: _Toc226630789]1.1 Summary of the Case Study
The Lucy Letby Countess of Chester Hospital NHS Foundation Trust (COCH) is one of the most tragic occurrences of clinical governance and quality assurance failures in the history of the NHS. From June 2015 to June 2016, neonatal nurse Lucy Letby killed seven babies and attempted to kill seven more in the Level 2 neonatal unit of the hospital (Thirlwall Inquiry, 2023). Systemic and institutional failures enabled Letby to engage in crimes which were unnoticed for more than a year (Robayet Ferdous Syed, 2024).
Formal concerns regarding a suspicious number of infant deaths were first voiced by senior pediatric consultants, headed by Dr Stephen Brearey, as far back as June 2015, and they continually referred to Letby being present at the time when the deaths happened. Instead of being taken seriously, these issues were ignored, silenced, and the consultants were ordered by the hospital management to compose a written letter of apology to Letby. In 2014, the neonatal death rate was four, and in 2015, it increased to nine deaths (the highest among similar-sized units in the UK) (Knight et al., 2021). An inspection by the Care Quality Commission (CQC) in February 2016 did not reveal this high mortality rate and rated the children's services of the trust as good (Anders Bach-Mortensen, Goodair, and Michelle Degli Esposti, 2024). A systemic governance investigation and escalation, as well as a cultural failure audit, has also been instituted through the Thirlwall Inquiry, which specifically discusses the systemic governance, escalation, and failures that enabled these to occur (Thirlwall Inquiry, 2023).
[bookmark: _Toc226630790]1.2 The meaning and significance of quality assurance will be presented.
Quality Assurance (QA) is the process of assessing, tracking, and enhancing the caring quality in healthcare in operation to guarantee patients high-quality treatment that is safe, effective and patient-friendly (Donabedian, 1988; World Health Organization, 2006). The NHS outlines the concept of quality to include three fundamental dimensions, which include clinical effectiveness, patient safety, and patient experience (Howick et al., 2024).  Due to the lack of effective QA systems, patient harm and death became inevitable. Within the framework of neonatal care, QA is a life-and-death issue: due to the frailty and needs linked to neonatal patients, the quality of each governing process is crucial (Beichler, Grabovac and Dorner, 2023).
[bookmark: _Toc226630791]1.3 Scope of the Report
This report will evaluate the case of Lucy Letby using various quality improvement and change management models, such as the Donabedian Model, Fishbone Diagram, 5 Whys Analysis, SWOT Analysis, the Six Sigma DMAIC cycle, and the 8-Step Change Model developed by Kotter. This report will also provide evidence-based recommendations and a before-and-after benchmark that will show the expected changes after the interventions proposed are implemented at the COCH.
[bookmark: _Toc226630792]2. Main Body
[bookmark: _Toc226630793]2.1 Donabedian Model
In his 1988 masterpiece, Avedis Donabedian suggests a three-fold model on the assessment of healthcare quality, his Donabedian Model, which demands assessment of three interdependent domains of healthcare quality: Structure, Process, and Outcome (Donabedian, 1988). This model is specifically suitable in the case of Letby because quality assurance failures had been found in all three domains at the same time, and unidimensional analysis would not be able to reflect the systemic character of the failure (Ayanian and Markel, 2016).
Structure- The COCH neonatal unit had a low-level structural inadequacy in various aspects. In their 2024 inspection, the CQC reported a lack of adequate staffing of nurses, which exposed patients to risks. The unit was a Level 2 service that normally received babies who were not within the clinical competence of its staff, did not have sufficient specialist staffing, equipment, and supervision to care for them at that level (CQC, 2024). The governance was not resilient: the hospital had three chief executives and three chairs within three years, which brought numerous changes to the management. It lacked controlled management of the NHS, whereby the top leaders who had a history of underperformance had no professional responsibility (Hansard, 2023).
Process- There were widespread process failures. Such concerns were not dealt with in a proper manner when they were filed by consultants in June 2015 using serious incident review mechanisms (Thirlwall Inquiry, 2023). The serious incident committee of the trust misaligned deaths as medication errors. The February 2016 CQC inspection was made without information regarding the higher mortality rate, which is one of the basic breaches of the duty of candour (CQC, 2024). A study conducted by Leonard et al. (2004) showd that a considerable percentage of negative outcomes in a healthcare environment are due to communication failures, which are reflected directly in the Lucy Letby COCH case.
Outcome- The consequences of these structural and process shortcomings were disastrous. Seven babies were killed, and seven others were disabled. Besides the direct harm to the patients, there were also such outcomes as a statutory inquiry in the country, a police inquiry into corporate manslaughter, and NMC fitness-to-practice inquiries. The case has precipitated a demand for fundamental change in the regulations of NHS management (Hansard, 2023).
[bookmark: _Toc226630794]2.2 Fishbone (Cause-and- Effect) Diagram.
The Fishbone Diagram created by Kaoru Ishikawa in 1968, is a tool that is used to systematically analyse the root cause of a problem. When applied to the central issues in the Letby case of the problem the Fishbone Diagram shows the failures in the protection of neonatal patients at COCH against avoidable harm and that persistent issues with culture, staff and processing were systemic and not isolated, the following categories of causes are identified:
· People- Senior management did not react to mounting clinical issues; it lacked a hierarchical service culture where frontline clinicians were cancelling (Hansard, 2023).
· Process- There are no or weak incident reporting systems, there are safeguarded deaths instead of probative evidence; the failure to work with SBAR or the structured escalation tools (Thirlwall Inquiry, 2023).
· Policy- There is no compulsory control of the NHS managers, no enforceable whistleblowing protection, and poor duty of candor implementation (Hansard, 2023).
· Environment- Professional aspect of fear where expressing apprehensions was punitive; lack of psychological security of the clinical personnel (Edmondson, 1999).
· Equipment/Materials- Poor physical conditions of the neonatal unit; unsanitary conditions are reported; the deterioration of patients is not adequately monitored (CQC, 2024).
· Measurement- Lack of systematic monitoring of neonatal mortality and comparison of this data to national standards at the board level; MBRRACE-UK data is available but not implemented (Knight et al., 2021).
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AI-generated content may be incorrect.]Figure 1 Ishikawa Fishbone (Cause-and- Effect) Diagram: Lucy Letby COCH

[bookmark: _Toc226630795]2.3 Five Whys Analysis
This 5 Whys was coined in the Toyota Production System and is a qualitative iterative method employed that aims to investigate the cause-and-effect connection to a specific issue (Gupta, Sarmah and Gqibani, 2024). In relation to the Letby case, the biggest process failure - the unwillingness of the management to act upon the clinical concerns:
· Why 1- The management did not believe the concerns to be credible evidence because they did not consider the deaths to be medication errors, and they eliminated the sense of urgency (Hostiuc and Gherghiceanu, 2026).
· Why 2- Misclassification of deaths occurred due to the lack of independence in the performance of the serious incident committee of a trust, and because of a self-protective organisational culture.
· Why 3- There was no independent oversight, as the structure of governance at COCH did not require outside scrutiny of critical incidents.
· Why 4- insufficient governance. Because NHS management in England lacks sufficient regulation, there would be no professional standards bodies or mechanisms to hold them accountable, as there are with clinicians (Hansard, 2023).
· Why 5 (Root Cause)- NHS management is not regulated because there was opposition by successive governments to reform regulation despite the recommendation of the Kark Review (2019), and numerous other inquiries. The lack of professionalism among managers forms an enabling condition systemically in cases of governance failure in the NHS.

[bookmark: _Toc226630796]2.4 SWOT Analysis
SWOT Analysis is a strategy model that focuses on looking at internal Strengths and Weaknesses as well as the external Opportunities and Threats (Helms and Nixon, 2010). It has been chosen instead of PESTLE because the major emphasis in this report is on quality improvement interventions at the organisational level, at COCH, and not a macro-level political or economic perspective. The subsequent SWOT analysis is used concerning the governance and quality assurance capacity of COCH after the verdict:
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[bookmark: _Toc226630797]2.5 Six Sigma DMAIC Cycle
Six Sigma is a quantitative quality enhancement approach and statistical data improvement concept that was developed by Motorola during the 1980s and is being extensively used in healthcare institutions (Antony et al., 2007). The type of DMAIC used is the: Define, Measure, Analyse, Improve, Control- this is used because report is focused not on creating new systems but rather on upgrading the older ones (Coughlin and Posencheg, 2023). The defect is as follows: The inability to raise the clinical issues regarding patient safety to the proper management and regulatory authorities within specified timeframes.
· Define- The research problem is the structural malfunctioning of the governance and growth processes at COCH. The critical to quality (CTQ) indicator is: 100 percent of pertinent cases in the neonatal unit to be examined by an autonomous clinical board within 72 hours of reporting.
· Measure- It is baseline data that the neonatal deaths increased to nine in 2015 when they were compared to four in 2014 without evoking further review (Knight et al., 2021). CQC (2024) found that compliance with serious incident reporting was weak.
· Analyse- The root causes are as follows: lack of an independent check in incident classification; unrestricted management; a culture that punished clinical concern; and the lack of real-time mortality tracking by the board (Silva et al., 2024).
·  Improve- The proposed services are: (1) compulsory independent clinical examination of all significant incidents within 72 hours; (2) neonatal mortality dashboard; (3) management training on psychological safety; (4) compulsory management regulation; (5) anonymous reporting reflects straight to CQC (Edmondson, 1999).

· Control Sustainability measures comprise quarterly CQC reporting based on CTQs; the ability to audit serious incident classification; an annual survey of the cultural safety of the staff; and an accountable board-centered viewpoint on the MBRRACE-UK data, which is incorporated into the NHS Patient Safety Strategy (NHS England, 2019).
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[bookmark: _Toc226630798]2.6 Kotter's 8-Step Change Model
Kotter's 8-Step change model offers a systematic framework for leading change in organisations at a large scale in complex and resistant environments (Carreno, 2024). It is chosen over the 3-Stage Model of Lewin because the scope and time of the cultural and governance failures at COCH demand a more detailed approach to change (Mladenova, 2022).
· Step 1 (Create Urgency)- The results of the Thirlwall Inquiry, CQC Inspection reports, MBRRACE-UK mortality statistics, and seven infant deaths provide a clear evidential foundation upon which urgent change must be realiesd. Armenakis and Bedeian (1999) show that readiness to change is much higher when organisational members view the change as an urgent process and when the change is evidence-based.
· Step 2 (Form a Coalition)- Additionally, a trans-disciplinary patient safety coalition, including the medical director, the director of nursing, the senior neonatal consultants, a patient representative, a CQC liaison officer, and an independent governance expert, needs to be built.
· Step 3 (Create a Vision)- COCH will turn into a Trust where every clinical issue will be listened and responded to within specified periods of time; where continuous monitoring of neonatal mortality will take place; and where a culture of psychological safety will be established in the institution and allow staff to voice concerns without professional risk (Edmondson, 1999).
· Step 4 (Communicating the Vision)- The vision should be shared throughout the organisation in all divisions through structured policy briefs via team meetings and written policy. Klein et al. (1995) demonstrate the importance of this rationale through communication of the change to be done through multiple channels, consistently being an influential predictor of successful implementation.
· Step 5 (Empower others to take action)- Structural barriers to action should be eliminated, such as reforming the serious incident committee, requiring outside clinical contribution, and instating an anonymous digital reporting system open to everyone.
· Step 6 (Create Short-Term Wins)- Within three months, 100 percent of the staff trained on updated safeguarding and incident reporting; the complete execution of the real-time neonatal mortality dashboard, and the first independent audit of serious incident classification.
· Step 7 (Consolidate Gains)- Advance reforms to encompass compulsory administration training; cross-fidelity learning networks on neonatal security; and adherence of Family Liaison [Officer] to neonatal administration systems.
· Step 8 (Implement Change)- Because the previous method of teaching and learning burdens an organisation with numerous procedures, unite the new governance culture via organisational policy and onboarding. The national policy framework is offered by the Patient Safety Incident Response Framework by NHS England (PSIRF, 2022). The measurement, reporting, and reward of patient safety governance should be at the board level to be sustainable.
[bookmark: _Toc226630799]3. Recommendations and Benchmark.
[bookmark: _Toc226630800]3.1 Evidence-Based Recommendations.
· Recommendation 1 –Neonatal Unit: Review of Serious Incidents: It is advised that all serious incidents in neonatal units should undergo an external review by a clinical panel within 72 hours, regardless of the trust that the working hospital is part of (Nallamothu et al., 2023). Independent incident review can significantly help to decrease the number of repeat adverse events.
· Recommendation 2- Near misses and errors to address: Real-Time Neonatal mortality monitoring: COCH and all NHS trusts should have real-time dashboards comparing neonatal mortality to MBRRACE-UK national data, which is visible at board level and functions as accessible to CQC quarterly (Knight et al., 2021).
· Recommendation 3 -Safe Staffing in Neonatal Units: The staffing levels must adhere to the staffing requirements of BAPM (2022) and have mandatory requirements of staffing to patient ratios. According to a report by the Royal College of Nursing (2022), the rate of adverse events in a high-dependency environment will decrease by 26 cases per 100,000 patients when the number of nurses per patient shift is increased by one. CQC (2024) also ensured that COCH operated within the safe staffing limits.
· Recommendation 4: NHS Management: It is proposed that the Government must establish a professional regulatory regime relating to NHS managers on the lines of the one which applies to nurses (NMC) and doctors (GMC) which has been suggested by the Kark Review (2019), and the Thirlwall Inquiry (2023).
· Recommendation 5 - Enhanced Whistleblowing Infrastructure: The direct-to-CQC digital reporting (anonymous and direct) should be offered to all NHS clinical personnel. As Mannion and Davies (2015) show, the organisational cultures with high rates of psychological safety report patient safety events much higher.
· Recommendation 6- Cultural and Psychological Safety Training: All NHS trust boards, and senior management will be required to take mandatory training in psychological safety and cultural competence, and this training will be based on the conceptual framework of Edmondson (1999). The culture of compassionate, psychologically safe leadership is linked with much-improved outcomes for patients.


[bookmark: _Toc226630801]3.2 Before and After Benchmark Table
	Benchmark Area
	Before (2015–2016)
	National Standard
	After (Projected Post-Implementation)

	Neonatal Mortality Rate
	9 deaths in 2015 – highest rate in UK for comparable units (MBRRACE-UK)
	National median for comparable Level 2 units
	Target: return to 2–3 deaths/year; monitored real-time via the MBRRACE-UK dashboard

	Serious Incident Reporting
	Deaths misclassified as medication errors; no independent review
	PSIRF (NHS England, 2022): 72hr independent review standard
	100% of serious incidents are reviewed by an independent panel within 72 hours

	Staffing Levels
	Below safe thresholds, CQC found insufficient staffing (2024)
	BAPM (2022) staffing ratios for neonatal units
	Full compliance with BAPM staffing standards; quarterly audit

	Whistleblowing Effectiveness
	Consultants instructed to apologise to Letby; concerns suppressed
	NHS Freedom to Speak Up Framework (2015)
	Anonymous CQC-direct digital reporting; 0 instances of concern suppression

	Management Accountability
	No regulatory framework: senior leaders retained positions post-scandal
	Proposed NHS management regulation (Kark Review, 2019)
	Registered NHS managers are subject to fitness-to-practice standards

	Clinical Governance Culture
	"Good" CQC rating masking mortality data; culture of institutional protection
	CQC Well-Led standards; NHS Culture of Care standards
	Board-level patient safety KPIs; annual staff psychological safety survey

	CQC Compliance
	Failed to disclose mortality data during the 2016 inspection
	Duty of Candor (CQC, 2015).
	Full compliance with Duty of Candor; transparent mortality reporting






[bookmark: _Toc226630802]4. Conclusion
The Lucy Letby incident at the Countess of Chester Hospital is a disastrous and multi-level quality failure in neonatal care in the NHS. The analysis of Donabedian shows that both structure, process, and outcome domains were permeated with failures. The root cause in the Fishbone and the 5 Whys analysis lies in a systemic lack of control, accountable management and a culture that structurally barred the bringing into attention and listening to clinical concerns. The SWOT analysis will determine the challenges that are still institutional as well as the tremendous opportunities that are offered by the Thirlwall Inquiry, CQC scrutiny, and the increasing parliamentary support of management regulation.
To achieve the necessary process changes, the Six Sigma DMAIC model offers a strict and information-based approach to process-driven improvement, which has well-defined CTQ measurements and control systems based on the PSIRF of NHS England (2022). The 8-step Change Model by Kotter gives the organisational leadership structure that is necessary in the cultural change process so that transformation becomes sustainable. As can be seen in the before-and-after benchmark table, the proposed recommendations, including independent review of incidents, real-time mortality, safe staffing, the management regulation, improved whistleblowing, and psychological safety training, are evidence-based, nationally grounded, and quantifiably likely to avoid future occurrences of similar failure.
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Section  Category  Detail  

✔   STRENGTHS  Strength 1  New senior leadership appointed with a commitment to  governance reform.  

Strength 2  Maternity services showed encouraging improvements post - inspection (CQC, 2024)  

Strength 3  Increased public and regulatory scrutiny is driving  organisational accountability.  

Strength 4  The Thirlwall Inquiry provides structured recommendations  for systemic reform  

⚠   WEAKNESSE S  Weakness 1  Inadequate nurse staffing levels identified by CQC (2024)  

Weakness 2  Three CEO and three board chairs in three years  –   institutional instability (RCNi, 2024)  

Weakness 3  Normalisation of corridor care compromising patient safety  and dignity  

Weakness 4  The historical culture of suppressing clinical concerns  remains embedded.  

⬆   OPPORTUNIT IES  Opportunity  1  Thirlwall Inquiry recommendations to drive national policy  reform  

Opportunity  2  NHS England Patient Safety Strategy (2019) provides a  structural framework  

Opportunity  3  Technology investment in neonatal monitoring and mortality  tracking  

Opportunity  4  Introduction of mandatory NHS management regulation  (growing Parliamentary support)  

⚡   THREATS  Threat 1  Ongoing police investigation into corporate manslaughter is  creating legal uncertainty  

Threat 2  Staff recruitment and retention difficulties in a post - scandal  environment  

Threat 3  Public and media scrutiny potentially impede organisational  learning.  

Threat 4  Systemic NHS workforce shortages limiting safe staffing  improvements  

 


