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Executive Summary
The Countess of Chester Hospital case of Lucy Letby (2015-16) led to shocking lapses in infant neonatal governance issues at the hospital, leading to the deaths of seven babies and ten others being injured. There was a 40% staffing shortage, no mortality surveillance, and a culture of not reporting marking but these were only a small part of the root causes of the harm that could occur. A systemic error in the culture is identified as the main root by analysing using the Donabedian Model, Fishbone Diagram and SWOT framework. Proposed recommendations include real-time mortality dashboards, mandatory compliance reporting of staffing, reforming the way Lean incidents are reported and NHS managers held to account for statutory duties.
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[bookmark: _Toc233364558]1. Introduction
[bookmark: _Toc233364559]Background to the Case
The Countess of Chester Hospital (CoCH) is a district general hospital that serves the population of the Cheshire area and region (neotropic) of some 412,000, who were the centre of the worst neonatal patient safety disaster in the history of modern British healthcare. Former British neonatal (newborn) nurse Lucy Letby has been accused of murdering seven babies and attempted murder of seven more at the Countess of Chester Hospital between June 2015 and June 2016 (The Guardian, 2024). She has been provided 15 complete life sentences, and is never to be set free. Letby’s personal guilt was proven at two Manchester Crown Court trials but the incident revealed an even more alarming and catastrophic failure in the quality assurance systems within the institutions that has allowed the harm to continue after distinct warning signals became apparent (Lawrence and Conn, 2024).
[bookmark: _Toc233364560]The Scale of the Problem	
It was first reported in June 2015 with four infant collapses in their neonatal unit – three of which were fatal. The unit normally recorded two or three deaths a year. This was a quantifiable, visible drop. The data from MBRRACE-UK confirms the doubling of neonatal deaths at CoCH from four in 2014 to nine in 2015, that’s the highest in the UK amongst similar sized units (NHS England, 2019). However, there was no appropriate institutional response. The case study reveals that only 60% of all neonatal nursing shifts were with a nurse and baby ratio that met the BAPM criterion for one-to-one, which is a 40 percentage-point gap. Also, in a national survey of NHS staff (NHS England, 2024), only 71.1% were confident in raising concerns in regards to safety, a gap of 29 points from the ideal open reporting culture.
[bookmark: _Toc233364561]Key Stakeholders Affected and risks
The damage was widespread, affecting several groups. Infants and their families were hit the hardest. Some senior paediatric consultants who voiced concerns were not supported and whistle-blowers appear to have been ignored, to the point of having them apologize to Lucy Letby, reports said. The CQC did not receive details of this external thematic review when readied officers visited the neonatal unit in February 2016, meaning the regulator could not challenge the neonatal unit’s safety record. The Thirlwall Inquiry, which was set up in October 2023, deemed the poor systems in place for investigating ‘unusual deaths’, failure of ‘safeguarding structures’, suppression of evidence, lack of candour with families and persecution of whistle-blowers indicative of a total failure of culture of institutions (NHS England, 2023).
[bookmark: _Toc233364562]Alignment with NHS Strategic Priorities
This case goes against the day’s wishes of the NHS Patient Safety Strategy and the Maternity and Neonatal Safety Improvement Programme. The programme will work with all 134 maternity and neonatal providers in England to help cut down death, stillbirth and brain injury by 50% by 2025. National priorities from NHS 2024/25 operational planning guidance include ensuring collective focus on ensuring that the quality and safety of maternity and neonatal services remains a national priority (House of Commons Library, 2025).
[bookmark: _Toc233364563]2. Main Body
[bookmark: _Toc233364564]Donabedian Model Analysis
Structural level
There were significant gaps in critical resources within the neonatal unit at the structural level. Considering all shifts, only 60% achieved the 1:1 nursing staff-to-baby ratio that was recommended by the British Association of Perinatal Medicine (BAPM) which is the national standard for the ratio of nursing staff to babies, with a gap of 40% identified between nurses and national standards (Lawrence and Conn, 2024). A unit set up to increase from the existing size of a Senior paediatric consultant cover proved is not good enough for the additional cases that were increasingly thrown at it (Gill, 2026). Governance systems were also poorly formed: with no board member dedicated to a role of clinical audit, there was no mechanism in place that would alert to clusters of death and the board had no independent safety oversight body that routinely reviewed outcomes in the neonatal period (Lewis, 2023). The Donabedian Model reinforces the idea that all other quality dimensions that nurse excellence requires are dependent upon structure: Structural dimensions must be well-defined and measured against outcome dimensions.
Process level
Process level incident reporting was compromised. There had been deaths and collapses deemed to be incorrect, there had been a lack of timely root cause analysis at the time of the incident and there was a lack of themes being reviewed internally and turning up in their reports to the Care Quality Commission (CQC) during their inspection in February 2016. Having open dialogue with colleagues who raise their voice plays an important role in keeping the NHS safe, by improving the patient care delivered as well as the staff experience (Wilkinson et al. 2025). In addition, it has a key part to play in highlighting safety and quality concerns, and identifies areas for improvement in leadership and governance (Murdoch and Group10, 2024). At CoCH, this was perverted; where ever concerns were raised on consultants had to apologise to Letby not having concerns investigated. 
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Figure 1: Donabedian Model
(Source: Stokel-Walker, 2024)
Outcome
At outcome level, the impact was devastating, with the number of neonatal deaths doubling from four in 2014 to nine in 2015, the highest in the country in similar units in the NHS and the issue of the ‘clustering’ of deaths left unacted for more than thirteen months. The results were both measurable and heart-wrenching at CoCH (Stokel-Walker, 2024). There were two and nine neonates who died during the 2014-15 and 2015-16 periods respectively, twice the rate recorded in the previous year; this was the highest neonatal death rate of any similar unit across the country. Throughout 13 months, 17 babies were injured in 13 months without any effective interventions (Bartle et al. 2026). Beyond death, this resulted in a total breakdown of trust within the family, a total lack of candour being had by consultants with bereaved parents and professional marginalisation of those consultants from raising legitimate concerns about their safety. 
[bookmark: _Toc233364565]Fishbone (Ishikawa) Diagram Analysis
A cause-and-effect (fishbone diagram) is a technique used in healthcare to determine the underlying cause of a quality-related issue, like decreased performance or safety events. The five domains in the CoCH case for mapping the root causes are: People, Policy, Process, Environment and Equipment/Systems (Seong et al. 2025).
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Figure 2: Root causes
(Source: Liu et al. 2022)
People: For People, the most important reasons were the pushing down of clinical concerns and lack of Trust and Climate for Consultants. The mortality mystery emerged as early as mid-2015 and was squandering the minds of senior clinicians. One of the marked dependencies was between professional courage and institutional power structures (Liu et al. 2022). There was a formal documentation of concerns by senior paediatric consultants at CoCH, who, when dismissed, were also actively penalised with a need to issue an apology, on a personally signed capacity, to Letby after management intervention. This is a basic switch in the function of truthfulness. This psychological burden imposed on clinicians who were institutionally silenced from reporting of unexplained infant deaths is an occupational injury in itself.
Policy: The NHS Whistleblowing policy (Freedom to Speak Up – FTSU) aimed to safeguard whistle-blowers within the NHS was ineffective in the trust setting. A culture of bullying, impacting morale within NHS trusts can stop staff from reporting concerns with organisations being very resistant to acknowledging adverse views and to sharing criticism. This is definitely how it worked at CoCH. There was no professional accountability for NHS managers, as the GMC and NMC regulate doctors and nurses, also there was no requirement to regulate NHS managers (Braga et al. 2023). 
Process: Root cause analyses were not done after each unexplained death (Process). This was hidden by errors in the classification of the incidents. Why did babies die? First of all was due to the lack of observance of harm. Why undetected? Secondly, due to misclassification of incidents. Why misclassified? Incident Reporting (no stands are present for independent). Why no oversight? Due to weak governance frameworks that were isolated and dominated by the boards. Why insular? Due to organisational culture which is more important when it comes to reputation than transparency. The most basic underlying cause as reported by this chain is a cultural cause as opposed to a procedural cause (McDermott et al. 2023). 
Environment: In the organisational context of CoCH, the institutional reputation was synonymous with the quality of governance; this entailed a board culture. Mortality data was interpreted in a self-serving manner as opposed to by virtue of a duty to be accountable for patient safety. This setting was in no way by chance; it was fortified by the absence of the triggers for external scrutiny, the lack of external/non-executive challenge as well as a regulatory gap which meant that internal reviews could be hidden from the CQC (AÇIL and Atalay, 2025).
Equipment/Systems: With no technological safeguards because there was no real time mortality surveillance systems and no automatic anomaly detection systems (Equipment/Systems), the protection offered by people and governance was not present.
At CoCH, then and now, the interdependency of the categories is crucial: the combination of staffing inadequacies (People) and process (effective incident reporting) and environment (suppressive culture) resulted in compounding failure modes which could only have been addressed through the combination of all three interventions.
[bookmark: _Toc233364566]SWOT Analysis
	STRENGTHS
	WEAKNESSES

	· Adding the internet resources to a national learning platform through the Thirlwall Inquiry.
· Consultation on the new NHS Patient Safety Strategy (2019)
· MBRRACE-UK is the national mortality surveillance infrastructure.
· National Guardian for Freedom to Speak Up in post
· Neonatal Operational Delivery Networks (ODNs) available
	· This report indicates that the authorities have failed to ensure that regulations are applied by the manager.
· The mechanisms that do not function at trust level at FTSU.
· Incomplete calendar holds on the CQC inspection gaps which didn’t receive internal review.
· Too great an emphasis on reputation over safety.
· The ratio of the number of nurses in a unit is below the mandated level for that duty by 40%.

	OPPORTUNITIES
	THREATS

	· A proposed Three Year Delivery Plan for Maternity and Neonatal Services (2023)
· Post-Thirlwall reform-legislation for the NHS (accountability for managers)
· Patient safety digital dashboards/realtime alerting tools
· Health and Care Act 2022, ICB running of neonatal services
	· The CQC National Review of England’s maternity services gave 47% of services a rating of requires improvement in the safety component. 
· However, for the foreseeable future, there is an ongoing shortage of NHS staff members to improve staffing.
· Internal opposition to change the cultural system
· The risk of the same issues being raised in the future in low-scrutiny units.


Table 1: SWOT analysis
(Source: NHS England, 2024)
SWOT analysis feedback for prioritising actions is clear. The weak FTSU culture combined with the requirement of the Thirlwall Inquiry, to look into NHS manager accountability, makes a strong argument for statutory reform of NHS manager accountability being a direct consequence the one apparent structural failure that has most likely changed the outcomes at CoCH. Clinical governance is about holding the health service to account for making sure that the quality of services is constantly improved that assessment is undertaken across the following areas: safety, training, effectiveness of clinical services, experiences, leadership, audit, and learning from experience (Vilela et al. 2023). Given that there has been a third of parents’ maternity services identified as being in need of improvement for safety (threat) and the existing system of institutionalising monitoring of deaths, MBRRACE-UK (strength), the rationale for monitoring of deaths in real time, supported by automatic external escalation, seems to be as loud as any other and it is the very same system which was not in place at CoCH in 2015. Both reforms are included in a policy vehicle, the Three Year Delivery Plan (opportunity) (The Guardian, 2024).
[bookmark: _Toc233364567]3. Recommendations
[bookmark: _Toc233364568]Rationale
The PDSA (plan, do, study, act) cycle was applicable in the context of CoCH as the issues identified during the failures were errors of procedure rather than major system or cultural changes that would necessitate taking apart the wheel. Unlike linear improvement models, the PDSA process lets the process be tried at a small scale, thoroughly understood, and adjusted; an important element in neonatal care, evaluating changes with inherent patient risk. The three recommendations below are presented as independent PDSA cycles and with a solid implementation plan (Jones et al. 2022).
PDSA Cycle 1 - Real-Time Neonatal Mortality Surveillance
Plan: To create a real time neonatal mortality dashboard based on the MBRRACE-UK bench-marking data; configure to automatically alert when any unit has a mortality rate above the national network average by more than 2SD over any 90 day rolling window period. Alerts to alert in accordance with the policy to ensure that the CQC and appropriate Neonatal Operational Delivery Network (ODN) Lead are alerted within 24 hours (Harrison and Deputy, 2023).
Do: Introduce dashboard to 6 neonatal units in the NHS - 2 high volume, 2 mid volume, 2 low volume units over 6 months. Have a named ODN safety lead at every pilot site who will be in charge of the alert response and escalation procedures.
Study: Review true/false accuracy of alerts, staff response times and the effectiveness of escalation paths. Collect qualitative data from neonatal teams on usability, impact on workloads and perceived safety improvements with validated staff surveys (Pushkar, 2023).
Act: Improve the alert levels and escalation procedures on the basis of the pilot experience and then commit to the worthwhile implementation across all 134 maternity/neonatal providers in NHS settings by 12 months, within the current Perinatal Quality Oversight Model.
PDSA Cycle 2 - Freedom to Speak Up and Governance Reform
Plan: Ensure there are Independence of Purpose Freedom to Speak up (FTSU) Guardians at neonatal unit level who have independent lines of report, not just to trust executives, to IGB. Create a consistent whistle blower audit sheet, detailing employee confidence in raising concerns, response timeliness and transparency of outcomes (Dhanani et al. 2024).
Do: Over 6 months, piloting independent verification of FTSUs reporting in 10 NHS trusts and psychological safety and unconscious bias training for all neonatal unit managers and board members.
Study: Analyse NHS Staff Survey FTSU confidence scores at pilot sites pre and post intervention. Monitor the number of concerns raised, dealt with and resolved in agreed timeframes. Evaluation of staff support for protection from professional repercussions after disclosure (Nauta et al. 2022).
Act: Increase by statistically significant amount, implement FTSU across the country. Implement independent manager accountability regulation for anybody in line with GMC and NMC requirement, to rectify the structural governance gap that was identified as a key root cause at CoCH.
PDSA Cycle 3 - BAPM Staffing Ratio Compliance
Plan: Implement nurse:baby ration condition as a contractual Key Performance Indicator, in all neonatal unit NHS services specifications, to report monthly to trust boards and publish them in annual NHS neonatal unit quality accounts.
Do: Deliver national-ledting recruitment initiatives within the neonatal nurse pathway and implement Band 5-6 development paths, to support by ring-fenced Health Education England workforce investment in all 14 NHS regions (Joseph, 2025).
Study: Review six-month and twelve-month compliance information about staff. Compare the neonatal safety incident rate to purposes those expectations were tested and the hypothesis was tested that better staffing levels is related to fewer adverse events.
Act: If compliance does NOT reach a minimum of 85% after 12 months mandatory CQC review and ICB escalation and further workforce support put in place within 28 days.
Benchmarking Table
	Indicator
	CoCH 2015–16 (Baseline)
	National Standard / Benchmark
	PDSA Target (12 months)
	Measurement Source

	Neonatal mortality rate
	9 deaths (2015) - highest nationally
	MBRRACE-UK network average
	Within 1 SD of network average
	MBRRACE-UK annual report

	BAPM 1:1 staffing ratio compliance
	60% of shifts compliant
	100% BAPM standard
	≥ 85% compliance
	Monthly trust board report

	Root cause analysis completion
	0% completed within 30 days (2015)
	NHS PSIRF: 100% within 30 days
	100% completed within 30 days
	CQC inspection / trust audit

	FTSU staff confidence score
	Not measured / culture of silence
	NHS Staff Survey national average 71.1%
	≥ 80% confidence at pilot sites
	NHS Staff Survey annual

	CQC neonatal safety rating
	Inadequate - systemic failures
	Minimum 'Good' rating
	All pilot units rated 'Good'
	CQC inspection report


Table 2: Benchmarking table
(Source: AÇIL and Atalay, 2025)
[bookmark: _Toc233364569]Anticipated Impact and Sustainability
The most critical short-term failure at CoCH is the detection to escalation delay and PDSA Cycle 1 is expected to eliminate this time gap from months to hours. Cycles 2 and 3 (Medium) focus on cultural and structural conditions that created opportunities for harm to flourish in the medium term. It is important that all three cycles are effectively integrated into the NHS England maternity and neonatal clinical programmes to ensure they are established more long term, as part of the lessons learnt from CoCH rather than being part of one catastrophic instance (Liu et al. 2022). 
[bookmark: _Toc233364570]4. Conclusion 
The Lucy Letby case of Countess of Chester Hospital is one of the worst and therefore most educational scenario in the modern history of clinical governance within the NHS. Analysis via the Donabedian Model shows that a lack of prevalence of structural deficiencies such as inadequate staffing, absence of mortality surveillance systems, non-functional governance elements and poorly defined processes involving suppression of whistleblowing and mistaken classification of patient incidents culminated in catastrophic and preventable outcomes for patients. The results of the Fishbone analysis showed that there were deeper root causes that were of a systemic and cultural nature, far beyond any individual or procedure. The SWOT results also show that attempts to improve the processes at the national level and the availability of monitoring and surveillance systems are stymied by a culture of resistance to transparency within organisations.
The biggest leadership eye opener of this case study is that governance systems are as effective as culture in which they function. There is no software system, policies, practice agreements or any other structure that can replace an environment where clinicians have the confidence to raise a concern without repercussions for them professionally. Improving and sustaining improvement depends on the accountability of managers, monitoring of mortality in real time, and having independent verification of FTSU mechanisms in place throughout all NHS neonatal services. Additional research into the relationship between a board’s governance culture and the reporting of safety incidents by frontline individuals will have profound ramifications for future work in improving safety reporting so that lessons from CoCH lead to long term, system-wide implications.
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