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A Service Improvement Report: Analysing quality Management Failures in the lucy Letby case at Countess of Chester Hospital



1. [bookmark: _Toc237034338] Introduction
Patient safety is one of the key areas of healthcare quality and forms the cornerstone of safe, effective,  person-centred healthcare. High quality care is not solely dependent on the skill of individual healthcare professionals but also relies on the effectiveness of organisational systems, leadership and clinical governance.  Failures of systems can be disastrous,  especially for the most vulnerable patient groups. Clinical governance is the mechanism through which healthcare organisations are held to account for continually improving services and ensuring the delivery of high-quality care (Scally and Donaldson, 1998).  An effective governance framework comprises engaged and inclusive leadership,  regular incident reporting, organisational learning and an environment where staff are encouraged and supported to share concern without fear of recrimination (NHS England, 2022).

The case of Lucy Letby at the Countess of Chester Hospital represents one of the greatest patient safety failures within the history of the NHS. Within the Countess of Chester hospital maternity ward between June 2015 and June 2016, a pattern of unexplained infant deaths and unexplained collapses had taken place. The censure of Lucy Letby for the killing of 7 babies and the attempted murder of several others showed that there was a degree of individual criminality involved; however,  the investigation revealed that other factors also played a part on top of individual biological failure and criminality which accumulated to create the tragic and significant failures of quality and patient safety.  Referring to evidence heard within the Thirlwall Inquiry, the report showed how ‘repeated concerns by senior clinicians were not acted upon in a timely fashion’ and how ‘failures in leadership, incident reporting, communication and organisational culture ‘menaced’ repeated opportunities for intervention’ (Thirlwall Inquiry, 2024).

The case has raised a lot of debate about the organisational accountability of the healthcare system.  According to research, catastrophic events in patient safety usually are not the outcome of one single mistake but the combination of many organisational failures over time (Reason, 2000). Healthcare organisations should be able to implement a system which recognizes the hazards in the early stages of the process,  enable the communication among members of different disciplines and ensure that the concerns are investigated and addressed in a timely fashion. National patient safety strategies are focused more and more on promoting the learning from the incidents rather than blaming the individuals as the solution depends on robust organisational systems (NHS England, 2022).

This report looks at the quality management failures in the Lucy Letby case, by identifying the use of quality improvement tools and techniques. Root cause analysis will be performed to look at factors through the Fish bone Diagram, the Five Whys and the Donabedian Model that contributed to the failures. SWOT analysis will then look at the organisational context, leaving room for improvement to take place.  Evidence based recommendations will be made through the use of the Plan-Do-Study-Act (PDSA) improvement cycle to look at how healthcare organisations can improve their governance procedures, prevent the occurrence of future similar incidents and ultimately improve patient safety.  It is hoped to show the importance of harnessing leadership qualities, organisational learning and applied,  continuous quality improvement theories,  in the delivery of safe,  quality healthcare services.
2. [bookmark: _Toc237034339]Main Body
2.1 [bookmark: _Toc237034340]Root Cause Analysis: Fishbone Diagram and the Five Whys
Determining the reasons for patient safety incidents is how to understand and make quality improvement.  Healthcare organisations are required to go beyond the immediate causes of failure to the organizational and systemic influences that lead to and allow failure to happen.  Fishbone Diagram and 5 why-like questions are two of quality improvement tools used to identify the proximate and ultimate causes of failures (Ishikawa, 1985; Ohno, 1988).

The Fishbone Diagram categorizes causes of problems into categories including people,  environment,  processes and policies. In the case of Lucy Letby,  a number of organisational failures were apparent, many at the ‘people’ level,  where the response to the issue was excessive. Examples of this include how senior consultants repeatedly raised concern after detecting an unusual pattern of death among babies,  however their concerns were seemingly dismissed (Thirlwall Inquiry, 2024). This would appear to be evidence of poor communication between intermediate and senior management.

The process category found there was poor incident reporting and investigations.  Although a number of incidents occurred which were not foreseen, their root cause was not identified promptly or reviewed externally and corrective action taken delayed. Clinical governance involves effective incident reporting which allows organizations to monitor incidents in order to learn from them and improve safety.

Poor management was also a factor in quality concern.  Key personal in the organisation seem not to have taken action at the appropriate times and the problem had lingered far too long untreated. For instance, the senior managers and the trust management team did not address the issue of preventing Letby from practice.

The Five Whys tool reinforces this problem solving approach because it forces organisations to investigate the causes of the problem.  When using the Five Whys it became clear that the deaths were due to a lack of escalation of issues, but this was due a failure in escalation by senior staff and the wider culture of the organisation.

Together both the causal and failed systems frameworks illustrate how events leading up to this case can be viewed as a failure of several organisations, supporting Reason‘s (2000) systems approach to patient safety,  where he implies most safety incidences are caused by a series of numerous fundamental weaknesses in organisations. Therefore what is needed is not organisational growth,  but strengthening of systems in communication, leadership and clinical governance.
2.2 [bookmark: _Toc237034341]Application of the Donabedian Model
The Donabedian Model (Donabedian, 1988) is a well-known model used to evaluate healthcare quality by three factors: structure, process and outcomes. By providing structure factors, this model allows to demonstrate how the organisational systems interact with patient‘s safety and therefore healthcare quality.

Structure, including the organisational context for the provision of care, staffing, leadership, governance and resources. In the Lucy Letby case,  the weaknesses of structure resulted in weak leadership team,  which cause a flimsier system of decision and governance arrangement, even though the consultant pointed out many times, the organisation were failed to respond in timely manner, representing the flaws in hospital management system. (Thirlwall Inquiry, 2024).

Process relates to how care is delivered. Effective communication, incident reporting and clinical decision making are intrinsic in the safe delivery of care.  Consultant and higher management communication was poor, and a prompt investigation could have been undertaken.  As stated by NHS England (2022), incidents involving patient safety should be promptly investigated. 

Outcomes measure health care impact on culture and performance of patients and organisations. Outcomes from Scilly were awful. For example loss of the baby, emotional trauma, effect on the public and families, reputation loss. Trust- criminal investigation and public investigation.

The Donabedian Model provides a straightforward concept of healthcare quality and directs attention to particular quality issues but is limited in that it fails to take into account the relevance of staff behaviour and organisational culture to patient safety. Several other tools for quality improvement should be used with the model to address organisational matters.

Overall, the model may make apparent that patient safety can be achieved only if patient safety is safe by concluding that clinical process is implemented well and is performed by a proper organisational structure.
2.3 [bookmark: _Toc237034342]Strategic Analysis Using SWOT
A SWOT analysis is a strategic tool used for the identification of an organisation’s strengths, weaknesses, opportunities and threats (Gurel and Tat, 2017).  This approach can be used to assess the internal and external forces affecting service development.

 A strength in the Lucy Letby case was the professionalism of senior consultants who recognised unusual clinical patterns and persistent concerns. The NHS also had policies on patient safety in place to support safe practice.

 Nonetheless these strengths had their major weaknesses which resulted in them being ineffective.  Weaknesses within the hospital‘s leadership, communication system and decision making and incident reporting delayed concerns from being recognised and rectified (Thirlwall Inquiry, 2024). These organisational weaknesses hindered the hospital‘s ability to protect patients.

The case provided opportunity for improvement. NHS organisations can enhance their whistleblowing pathways,  refine leadership training and adopt the PSIRF to focus learning from incidents, instead of blame (NHS England, 2022). 

There are also many other looming threats such as personnel shortages,  new demand for care,  and financial stress affecting NHS organisations (The King‘s Fund, 2024).  Such challenges may also have a negative effect on the ability of the organizations to carry out successful quality improvement strategies.

 In general, SWOT analysis reveals that better performance will be achieved with positive actions aimed at overcoming organizational weaknesses. It is necessary to capitalize on opportunities for better governance, communication and patient safety.

	Strengths
	Weaknesses

	Experienced neonatal consultants identified unusual patterns.
	Weak leadership and delayed decision-making.

	National NHS patient safety policies.
	Poor communication between clinicians and managers.

	Skilled multidisciplinary clinical team.
	Weak incident reporting and escalation systems.

	Professional commitment to patient safety.
	Organisational culture discouraged timely action.




2.4 [bookmark: _Toc237034343]Critical Discussion of Quality Management Frameworks
The case of Lucy Letby highlights how failures on patient safety are not one single cause,  but they accumulate due to a number of organizational, managerial and human factors. For this reason,  it is advantageous to use different quality management tools as they give different perspectives and focus on different aspects. The Fishbone Diagram, the Five Whys analysis, the Donabedian Model and SWOT analysis are tools that help the healthcare provider go from causes to effects to identify long term service improvements.

 I found the Fishbone Diagram useful as it to show a wide variety of reasons that lead to this quality failure, and that it was the participation of many other factors such as communication, leadership, organisational culture and staffing and governance issues that lead to this quality failure. This links to the systems approach to patient safety which argues that errors result from the interaction of numerous system failures that progressively build over time,  rather than the fault of one individual (Reason, 2000).  One limitation is that the diagram represents findings,  however it does not illustrate how these varied factors inter-relate and which should be prioritised to focus re-design efforts (Ishikawa, 1985).

The Five Whys proved useful in complementing the Fishbone Diagram,  by investigating the failure causes further. It uncovered failures in governance, leadership and organisational learning.  Yet, the investigator’s knowledge and judgement influence the results of the Five Whys, which can therefore diverge significantly between teams, as different conclusions can be reached (Ohno, 1988).  It works best when used with other quality methods.

The Donabedian Model was designed to offer a more holistic evaluation of quality by examining the structure, process and outcomes to quality in healthcare (Donabedian,1988).  This introduced another dimension to previous quality assessments by illustrating how organisational deficiencies,  organizational leadership and governance,  influence the delivery of clinical care and the subsequent patient results.  The strength of this was its structural approach to the association with patient safety,  however many believe that health care providers are intricate and that the safety of the patient is subject to numerous factors which did not fit into the 3 elements within its Organisational structure (Ayanian and Markel, 2016).

The SWOT added a new element of strategic thinking to the analysis, investigating the internal and external forces likely to enhance or curtail organisational change.  Unlike the models which were primarily focused on analysing failure,  this encouraged reflection on future opportunities e.g.  Strengthening the whistleblowing culture,  re-educating clinical leaders through training and actual use of the Patient Safety Incident Response Framework (PSIRF).  It also identified external threats e.g.  Workforce trends,  increasing demand for NHS services,  potentially derailing collective efforts to deliver quality improvement actions plans (The Kings Fund, 2024).  It does not specify how the change should be achieved.

In conclusion, it appears that no single framework provides a comprehensive explanation of the Care of Lucy Letby.  They each have particular strengths and address different angles of quality in healthcare. The Fishbone Diagram and Five Whys enable root cause analysis of failures, the Donabedian model explains how organisation affect the delivery of patient care and the SWOT framework supports future planning. Using all five frameworks collaboratively provides a more complete analysis with the potential for more valid recommendations.

3. [bookmark: _Toc237034344] Recommendations
The case of Lucy Letby reflects that the major failure of leadership, communication, incident reporting and clinical governance contributed to the patient safety failure. Healthcare organisation should apply evidence based recommendations to implement changes for learning, governance improvement and developing a culture of openness. The summary recommendations are based on root cause analysis and good practice learning.
[bookmark: _Toc237034345] Enhancement of leadership and clinical governance. 
The first recommendation is to strengthen clinical leadership and governance.  Hospital management should be more responsive to and open with issues about patient safety reported by front line staff and explore circumstances surround unexpected deaths or recurrent clinical incidents appropriately and promptly. A robust governance structure should be in place to clarify the roles, responsibilities and escalation pathways for complex death reviews or recurring clinical issues.  Education for leadership should focus on transparency and improvement in patient safety and risk management.  It was found that effective leadership could embed patient safety within the culture of the organisation and maximise organisational performance (West et al., 2015).

[bookmark: _Toc237034346]Improving the reporting of incidents and communication. 
The second strategy to enhance care quality is improved incident reporting and multidisciplinary communication.  The reporting of concerns should be encouraged by promoting the culture of a ‘just culture’ among doctors, nurses and managers. This cultural approach welcomes reporting and identifies risks which are best addressed as a team learning opportunity rather than assigning a culture of blame on the individual (NHS England, 2022).  Routine multidisciplinary clinical safety meetings involving nurses,  physicians and managers should focus on investigating any irregular clinical occurrences and attempting to facilitate early recognition of potential hazardous situations.  Standardized tools of communication in healthcare such as SBAR strongly support effective and complete transmission of information and allow identifier of hazards caused by inadequate communication. (Institute for Healthcare Improvement, 2023)

[bookmark: _Toc237034347]Facilitating a positive patient safety culture. 
A positive organisational culture is essential to prevent failures of the future. Healthcare organisations should continually reiterate the ability to trust whistleblowing channels and make sure staff are well aware of how to use them safely. Guardians should be accessible to all staff,  and ensure the issues raised are addressed.  Regular patient safety training on topics such as safeguarding and human factors should be continued to promote accountability and teamwork (NHS England, 2022).

[bookmark: _Toc237034348]Implementation using the PDSA Cycle
The PDSA cycle provides an achievable method of trial and adoption of these proposals as it promotes continuous teaching and learning (Langley et al.,2009).
Plan
A first stage would be to develop an and implement a new patient safety escalation route, in the event of an unexplained neonatal death or unexpected deterioration of the clinical condition. A multidisciplinary team should develop the new pathway,  for example senior nurses, consultants, clinical governance managers and experts in patient safety.
Do
Initial implementation of the new escalation pathway should take place within one clinical area over a period of three months.  Staff within this pilot group should be trained in incident reporting, SBAR and whistleblowing, and leadership courses should be conducted in order to improve decision-making and establish a patient-focused safety culture.
Study
The organisation should evaluate the success of the pilot program using agreed quality indicators. These may include, for example: incident reporting numbers,  investigation times for serious incidents, staff confidence in raising issues and adherence to governance procedures. Staff feedback and patient safety data should be reviewed regularly.


Act
If successful, the pilot can be implemented in the entire organisation. Policies amended, staff retrained and daily audits done during clinical governance meetings. Lessons learnt can then be disseminated to other NHS organisations ensuring the same high standards of patient safety nationwide.

[bookmark: _Toc237034349]Applying Lean principles
Although the PDSA cycle on its own can result in systems improving,  incorporating lean thinking techniques can help sustain that improvement far in the long run. Womack and Jones outlined that Lean methodology works by removing or reducing non value adding activities and minimising delays and time wasting activities.  Applying this concept to Lucy Letby would involve removing delays to communicate concerns and begin investigations,  and reduce duplication,  through the use of standardized procedures. Improved communication between staff and teams could facilitate incident reporting and investigation and resolve patient safety issues more efficiently.  In practice organizations can set out tests of change and adapt the process.

[bookmark: _Toc237034350]Monitoring and evaluation
Sustaining change requires ongoing monitoring. Hospitals could set some performance measures for monitoring the improvement such as Number of incident rate reports increased number and turnaround time for investigations staff surveys reports and staff training and compliance with safety policies.  Continuous monitoring and clinical audit and governance reviews ensure that the change initiatives are sustained over time and safety remains an integral feature in the delivery of care.

 As a whole, these suggestions seem to strengthen and improve leadership,  communication and learning, while supporting a safe patient safety culture; with training and the implementation of the PDSA cycle and Lean tools,  healthcare groups can use these improvements to prevent future incidents of patient safety.


[bookmark: _Toc237034351]Conclusion
This report has employed the Lucy Letby case at the Countess of Chester Hospital (references 1 – 7) to qualitatively assess the quality management failures that have been identified. The report has highlighted that the tragedy was not entirely criminal. Instead, central leaders’ incompetencies,  interpersonal communication failures and lax clinical governance and patient safety systems, added to the lack of investigation to workers’ concerns; and subsequently,  there were missed opportunities to protect patient safety.

 Applying the Fishbone Diagram and the Five Whys also demonstrated the complicated of this case knowledge of the causal factors, it had no one root cause.  Applying Donabedian Model further critically demonstrated organizational structures and clinical processes that contributed towards the patient weak clinical outcome. Furthermore,  using SWOT analysis, the case was critically analysis in term of weakness and Threats, the opportunities for further strengthening governance,  clinical leadership and safety culture of the case were identified.

Based on evidence from her analysis, the report recommended several quality improvement interventions which were evidence based including: improved clinical leadership,  guidance on incident reporting,  openness and transparency, whistleblowing and learning organizations.  Recognising the Plan Do Study Act cycle as most appropriate quality improvement intervention was an important step as it provided a simple framework to implement and assess service change. Lean principles were recommended to address delay and communication issues.

 The Lucy Letby case shows that safeguarding the safety of patients is more than just having capable staff.  Good safe quality care depends on leadership, clinical governance, incident investigation and an organisational culture where staff can speak up and raise concerns.  Healthcare organisations can improve their patient safety systems,  promote organisational learning and prevent future incidents happening by adopting the recommendations in this report.  Ongoing quality improvement should be a priority.
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