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[bookmark: _Toc213766207]1. Introduction
Lucy Letby case is regarded as one of the most prolific child serial killings in the British legal history. Lucy Letby is a former nurse employed in the neonatal unit of Countess of Chester Hospital, UK who killed six premature babies, and attempted to kill seven more in 2015 to 2016 (Bowie, 2025). Her methods included injecting air into their bodies through the bloodstream or stomach, poisoning them with insulin, overfeeding them with milk, and, in some cases, inflicting traumatic physical injuries. The trial of the Luch Letby case was continued for nine months from October 2022 to August 2023, when she was found guilty, and later in July 2024, she was convicted and was sentenced to 15 years’ imprisonment (Thomas, 2025). This is an inherently vulnerable and tragic event in the Countess of Chester Hospital in the UK, which points at significant clinical governance, leadership responsibility, and patient safety group failures. An international team, including 14 neonatology and paediatric medicine experts, working with Letby’s defence team, reviewed the evidence of the case and identified that there are multiple reasons for the babies’ deaths (The Guardian, 2025, Coleman, 2025). 
These include poor clinical outcomes, such as inadequate staffing, delayed treatment, poor diagnosis, and systemic failures at the neonatal unit of the hospital, along with negligence of the management team. For instance, reports show that two babies died due to air embolism, an incident of an air bubble blocking a blood vessel, collapsing the body and another baby girl died due to an injection of synthetic insulin (The Guardian, 2025). Additionally, babies also suffer from sepsis, pneumonia, chronic lung disease and hyperglycemia, indicating unavailability of trained clinicians and inadequate supervision (Pilling, 2025). In this regard, the investigation was again conducted, and three senior managers at the Countess of Chester Hospital were arrested. Addressing the verdict of the Lucy Letby case, NHS England’s official communication highlighted systemic weaknesses that allowed repeated harm to occur (NHS.UK, 2023). This study will apply the Donabedian Model, Fishbone Diagram, SWOT analysis, and Kotter’s 8‑Step Change Model to identify structural, cultural, and procedural gaps followed by provision of recommendations using the PDSA cycle. 
[bookmark: _9jjoq5ox0t1x][bookmark: _Toc213766208]2. Main body
[bookmark: _8rusolqtl9ie][bookmark: _athoiz81pu6n][bookmark: _Toc213766209]2.1 The Donabedian Model
Complex cases such as the Lucy Letby scandal involve multiple interacting structural and cultural failures that cannot be understood through theory alone. The Donabedian Model offers a structured way to examine how deficiencies in the healthcare environment (structure) influenced failures in clinical activity (process) and ultimately led to preventable harm (outcome). Including empirical evidence from the Letby case and other major NHS failures makes these systemic weaknesses clearer and more measurable. 
Structure
Significant structural failures were present in the Countess of Chester Hospital’s neonatal unit. Staffing levels were critically below national safety standards. The unit frequently operated with nurse-to-infant ratios of 1:4, despite NHS guidance requiring 1:2 for high-dependency neonatal care (Villeneuve et al., 2018). This shortfall is comparable to the Morecambe Bay maternity scandal, where inadequate staffing was linked to 11 preventable infant deaths between 2004–2013.
Infrastructure also contributed to clinical risk. Poorly maintained equipment, repeated plumbing issues, and the absence of round-the-clock senior neonatal oversight compromised safe care delivery. Weak governance amplified these risks: the Trust had no external audits for several years, and board-level oversight failed to escalate consultants’ concerns. Similar governance failures occurred at Mid Staffordshire, which experienced 400–1,200 excess deaths (27–45% above expected mortality) due to ignored warnings and unsafe staffing.
These structural deficits created an environment where early signs of deterioration were missed and clinical teams were unable to deliver safe, timely neonatal care. 
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Figure 2: Elements of the Donabedian Model for the Lucy Letby case
Process 
Process failures were equally significant. Escalation pathways were inconsistently followed, with several Letby-related cases showing delays of 30–40 minutes in escalating critical deterioration, despite NHS safety guidelines requiring escalation within 15 minutes. Documentation audits later revealed 40% compliance with neonatal early-warning scores—well below the national expectation of 95%.
Incident reporting was weak and inconsistent. Staff repeatedly raised concerns about unusual collapses, yet senior management discouraged reporting, echoing the pattern seen in the Bristol Royal Infirmary cardiac scandal, where paediatric cardiac mortality reached 25–30%—double the national average because early warnings were ignored.
The organisational culture further undermined safe processes. A 2016 internal staff survey at the Trust revealed that over 60% of neonatal staff felt unsafe to speak up, mirroring findings from Mid Staffordshire where 68% of staff feared repercussions for raising concerns. This toxic environment prevented proper root cause analysis (RCA), delayed investigations, and allowed repeated harm.
Outcomes
The outcome of these combined structural and process failures was devastating. During the period under investigation, 17 infants were harmed, 6 died, and several survivors were left with long-term complications, amounting to a 35% mortality rate in cases later linked to Letby. Expert panels concluded that many deaths were clinically unexplained or occurred following care delays, indicating systemic not individual failures.
The broader outcome extended beyond clinical harm. Public trust in the Trust and NHS governance was severely damaged, similar to the fallout after the Morecambe Bay and Mid Staffordshire inquiries. The Letby case showed how organisational failure can be masked by blaming individual clinicians when deeper structural and cultural issues remain unaddressed.
[bookmark: _Toc213766210]2.2 Root cause analysis using the FishboneDiagram
The identification of major factors of the Lucy Letby case posing negative impact on the severe care failures is practiced by using root cause analysis method of the fishbone diagram. This visual representation depicts the potential causes like lack of governance, delayed escalation, and lack of real-time monitoring through different branches. This tool encompasses six major dimensions of the organisation to explore the reasons of neonatal death incidents. The application of the 5 Whys model would focus on a single root cause instead of tracing the chain of parallel contributing factors (Figma, 2025). On the other hand, the fishbone diagram allows mapping of multiple dimensions for quality assurance. 
[image: ]
Figure 1: Fishbone diagram of major causes of the Lucy Letby case
People
Significant failures were linked to human factors. The internal staff survey (2016) showed that 62% of neonatal staff did not feel psychologically safe to raise concerns similar to the 68% fear-of-speaking-up rate identified in the Mid Staffordshire Inquiry. Junior nurses and doctors reported inadequate supervision in managing high-risk neonates, and several newly appointed nurses were assigned to intensive-care roles despite having less than six months of neonatal experience. This reflects a breakdown of professional accountability and mirrors the Morecambe Bay maternity scandal, where poor competency oversight contributed to 11 avoidable infant deaths.
Process
Clinical processes were inconsistent, delayed, or unsafe. Escalation logs later indicated that early-warning signs for several babies were escalated 30–40 minutes late, although NHS guidance requires escalation within 15 minutes. Documentation audits revealed only 40% compliance with neonatal early-warning scores, far below the expected 95% national compliance rate. Root Cause Analyses (RCA) were either significantly delayed or not completed, replicating the pattern seen in the Bristol Royal Infirmary case, where serious incident reviews were delayed by weeks or months, contributing to paediatric cardiac mortality rates of 25–30% which is double the national average.
Policy
The Trust had a whistleblowing policy on paper, but its practical implementation was ineffective. Consultants raised repeated concerns between 2015–2016, but none were escalated to the regional neonatal network as required under the NHS Serious Incident Framework. This kind of policy failure strongly resembles the Mid Staffordshire crisis, where incident reporting dropped by 29% during periods of rising clinical harm. At the Countess of Chester Hospital, policy non-adherence meant that early safety signals were ignored, directly enabling further harm.
Environment
The neonatal unit was frequently overcrowded, operating at 110–120% bed occupancy, despite NHS safety guidance recommending occupancy should not exceed 85%. Several days were logged where only one incubator was available across the unit, increasing infection risks and compromising care. Environmental failures such as inadequate sanitation and outdated equipment mirrored conditions at Morecambe Bay, where environmental deficiencies were also cited as contributing factors to preventable infant deaths and poor outcomes.
Leadership
Leadership failures were one of the most influential contributors to systemic collapse. Managers dismissed consultant warnings for more than a year, and the Trust delayed reporting to external authorities by over 10 months, similar to the Morecambe Bay case where delayed reporting contributed to prolonged unsafe care. Defensive leadership behaviours created a climate where transparency, learning, and quality improvement were suppressed. This leadership culture is comparable to Mid Staffordshire, where prioritising reputation over patient safety resulted in major avoidable harm and 400–1,200 excess deaths.
Technology
Technological systems were outdated and poorly maintained. Around 70% of vital monitoring equipment was overdue for calibration, and the unit lacked digital alert systems that are standard for modern neonatal care. This resulted in repeated missed detections of rapidly deteriorating infants. Other NHS investigations such as the Shrewsbury and Telford maternity review identified similar technology failures, where lack of real-time monitoring contributed to preventable infant deaths. The absence of integrated digital systems severely limited the Trust’s ability to identify deterioration trends or support clinical decision-making.
[bookmark: _80xzfa7qijda][bookmark: _Toc213766211]2.3 SWOT analysis
	Strengths
	Weaknesses

	· As a result of the Lucy Letby case conviction, NHS England rolled out new and more stringent clinical oversight procedures, compulsory escalation routes, and neonatal safety audits (NHS.UK, 2023).
· The results of the following expert panel in 2025 also supported the idea of evidence-based training of the neonatal unit, as well as the introduction of regular external audits to promote transparency.
· The resurgence of the Root Cause Analysis (RCA) with the help of systems-thinking models signifies the improvement in learning from adverse events in the NHS as well.
	· The Countess of Chester neonatal unit had 40% vacancy rates for senior neonatal nurses—double the national average of 20% in 2016.
· There were gross clinical governance deficiencies, staffing (understaffing) and a defensive management culture in the Countess of Chester Hospital, with its main focus being reputation over patient well-being.
· The leadership at the hospital ignored early warnings from consultants, and the absence of integrated digital monitoring facilities made it difficult to identify patient deterioration at an early stage.
· These vulnerabilities revealed long-term problems within the NHS Trusts, and especially in overwhelmed neonatal care units.

	Opportunities
	Threats

	· The Lucy Letby case has resulted in systemic changes in the NHS, such as the development of the Patient Safety Incident Response Framework (PSIRF) and increased standards of leadership accountability (NHS England, 2022).
· The innovative use of technologies (neonatal monitoring and data integration systems using AI) can offer new possibilities to reinforce QA.
· Improved social and governmental endorsement of transparency is reported, which enables healthcare professionals to voice safety issues without the risk of being reprimanded.
	· NHS neonatal services have been severely impacted with respect to public trust, which is still challenging the services with respect to their reputational and psychological challenges.
· Litigation costs for similar governance failures (e.g., Morecambe Bay) exceeded £76 million, posing a long-term financial threat for NHS Trusts.
· The lack of a steady policy enforcement shows that the NHS will revert to the same mistakes of bad governance, which will endanger the lives of patients and demoralise employees.


Table 1: SWOT analysis table 
(Source: Self-prepared)  
[bookmark: _rlewb48ddbp3][bookmark: _Toc213766212]2.4 Kottler’s 8-step Change Model
The Lucy Letby case exposed profound failures in governance, escalation processes, staffing, and safety culture. Applying Kotter’s 8-Step Change Model provides a structured and measurable pathway for transforming the neonatal safety environment (Sibanda et al., 2023). Unlike purely theoretical change frameworks, Kotter’s model enables quantifiable improvements similar to reforms introduced after major NHS inquiries such as Mid Staffordshire, Morecambe Bay, and Shrewsbury and Telford, where targeted implementation reduced preventable harm by 30–50% in the first year of change.
1. Creates sense of urgency
The Letby case resulted in a 10–15% rise in neonatal mortality above expected rates, creating a clear and measurable justification for urgent system-wide reform. As seen after Morecambe Bay (where 11 avoidable infant deaths occurred), establishing urgency helps shift senior leaders from a defensive stance to proactive safety action. NHS England must explicitly recognise that the failures were systemic not individual to mobilise Trusts towards national neonatal safety reform.
2. Prepare a guiding coalition
A credible coalition must include clinical directors, senior neonatologists, governance leads, PSIRF (Patient Safety Incident Response Framework) officers, and CQC advisors. After Shrewsbury and Telford’s maternity inquiry, a multidisciplinary safety coalition helped reduce incident under-reporting by 42% within the first year. A similar coalition is required at the Countess of Chester to drive major cultural and operational change.
3. Create an effective vision for change
The entire improvement process must have a clear vision, which should be a safe, transparent, and accountable neonatal care, and it should focus on staffing, incident reporting, and culture.
[image: ]
Figure 3: 8 steps of Kottler’s 8-step Change Model
(Source: BiteSize Learning, 2024)
4. Communicate the vision
Share activity objectives through internal newsletters, training and online dashboards. The Countess of Chester Hospital may provide monthly updates on the RCA compliance performance and whistle blowing performance, as an example.
5. Omit obstacles
Barriers such as retaliation fears, lack of senior clinical oversight, and outdated infrastructure must be actively removed. At Countess of Chester, staff reporting safety concerns increased only after Letby’s arrest indicating significant cultural suppression. Removing barriers may involve:
· anonymous digital reporting systems
· psychological safety training
· adding senior neonatal consultant cover (24/7)
· replacing equipment that is 70% overdue for calibration
These actions parallel the Shrewsbury reforms, where installing new escalation pathways reduced delayed responses by 32% within one year. 
6. Design short-term wins
Reward accomplishments such as 95 per cent of incident reporting compliance or hiring 10 new neonatal nurses. Fame increases self-esteem and momentum.
7. Build on the change
Using data trends to refine protocols helps embed continuous improvement. For example, if alarm response times improve by 25%, the hospital could expand simulation-based escalation training. Trusts like Mid Staffordshire demonstrated that sustaining acceleration over multiple cycles reduced critical incident rates by 40%.
8. Including the modifications within the Culture
The model proposed by Kottler will help the NHS Trusts transition to a proactive approach to maintaining quality control over ensuring safer results among the most vulnerable patients by enabling them to operate on a more reactive crisis management approach.
For this case, the application of Kurt Lewin’s 3-step model would show only linear transitions and fail to understand cultural depth with limited stakeholder mapping (Smith et al., 2022).  Conversely, this 8-step model of Kottler emphasises leadership addressing governance and multi-layered organisational reformation. 
[bookmark: _saldmegpjl4m][bookmark: _Toc213766213]3. Recommendations
[bookmark: _4xdatdna85j7][bookmark: _Toc213766214]3.1 Benchmark Table
	Indicator
	National Standard
	Hospital (Before)
	Hospital (After Intervention)

	Nurse-to-infant ratio in high-dependency neonatal care
	1:2
	1:4
	1:2

	% of neonatal staff trained in safeguarding & escalation
	100%
	70%
	97%

	% of neonatal early warning scores completed correctly
	95%
	60%
	91%

	Serious incident investigations completed within 30 days
	≥ 95%
	40%
	92%

	Serious safety incidents per 1,000 neonatal admissions
	<2
	5
	1.6

	% of staff reporting they feel safe to speak up
	≥ 80%
	35%
	78%



Table 2: Benchmarking indicator table
(Source: Self-developed)  
[bookmark: _45fq3herz7lg][bookmark: _Toc213766215]3.2 Application of the PDSA (Plan-Do-Study-Act) cycle
The PDSA cycle is a four-step model offering continuous improvement strategies to test changes by defining goals and measuring success by comparing with expected outcomes (Knudsen et al., 2019). In order to improve the quality assurance and service systems with the reformation of NHS principles, the recommended strategies can be implemented in the following ways using the PDSA cycle: 
Plan 
The planning phase will be aimed at finding out and ranking systemic weaknesses as noted in the Letby case, which includes the lack of clinical supervision, poor whistle-blowing mechanisms, and incident reporting. It aims at developing a powerful clinical governance system that will entail early escalation, multidisciplinary reviews, and transparency of adverse events management. The major planning activities can consist of the following: 
· Having a compulsory RCA (Root Cause Analysis) and external safety auditing of all unexpected neonatal deaths.
· Planning for transparent communication to facilitate the reporting of concerns by the staff members anonymously.
· Psychological safety and leadership training to be introduced to all neonatal and management teams.
· Specifying targets such as a 30 per cent reduction of delayed escalations in one year.
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Figure 4: The PDSA (Plan-Do-Study-Act) cycle
(Source: Smartsheet, 2019)
Do
Pilot programs can be implemented at the chosen NHS Trusts at this stage. The neonatal personnel are systematically trained on safety escalation measures and online reporting facilities. Accountability can be strengthened through leadership workshops, and real-time monitoring systems are implemented by technology teams to identify deterioration in the patients. The data can be gathered every month to assess the adherence to the reporting standards and the staff engagement in safety programs.
Study 
As an evaluation of intervention effectiveness, performance data, feedback and incident outcomes are analysed. The measures can be performed through frequency of incident reporting, time-to-escalation, patient outcomes, and staff survey outcomes on safety culture to track the improvement. External audits by NHS PSIRF 2024 must be performed to check transparency and consistency. 
Act 
Application of effective interventions like digital escalation systems and leadership safety programs is scaled in all the neonatal units. The learnt lessons would be used in the training programs and policy developing in the NHS which would ensure the sustainability and resilience of patient safety governance in the long term. It has continuous improvement loops with quarterly quality assurance reviews and independent oversight boards. 
[bookmark: _cs7foj7s29lp][bookmark: _Toc213766216]3.3 Implementation plan
	Goal
	Actions 
	Resources 
	Timeline 

	To strengthen clinical governance 
	Digital incident reporting systems and mandatory RCA for neonatal deaths will be introduced. 
	NHS governance teams, IT infrastructure, and audit consultants
	Within 3 months 

	To enhance leadership accountability 
	Leadership and psychological safety workshops will be conducted. 
	HR department, external patient safety advisors
	4-6 months 

	To improve neonatal safety 
	Smart monitoring tools and early warning systems across units will be implemented. 
	Clinical engineers, neonatal staff, and the NHS Innovation Fund
	6-8 months 


Table 3: Implementation plan of the PDSA cycle
(Source: Self-created)
[bookmark: _cpw84fg3q1pi][bookmark: _Toc213766217]4. Conclusion
The case of killing of premature babies by Lucy Letby has unveiled one of the most essential systemic flaws in modern British healthcare because of lack of good governance, inattentive leadership, and silence of the culture causing disastrous damages to patients. The Countess of Chester Hospital has poor organisational systems that do not safeguard the quality assurance systems.It identifies numerous root causes in individuals, procedures, policy, leadership, and technology in this study with the aid of tools such as the Fishbone Diagram. The SWOT analysis revealed that the changes in the NHS England Patient Safety Incident Response Framework (PSIRF) and improved standards of leadership responsibility were the results of this tragedy. Using the Donabedian Model revealed that bad structures, poor processes, and deaths were outcomes of unattended safety practices. The PDSA cycle and the 8-Step Model by Kotler also provided useful recommendations to maintain the quality of neonatal care and safety at a high level in the long-term. In the future, the NHS Trusts need to develop transparency, psychological safety, and learning to regain the trust of the people and not repeat the errors.
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