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Introduction 

Quality assurance is a critical aspect of healthcare systems because it helps in making sure that the 

services delivered are of acceptable levels of safety, effectiveness and accountability. It is the 

methodical surveillance and evaluation of healthcare procedures in order to decrease the risks and 

enhance patient outcomes (Donabedian, 2002). The issue of patient safety is specifically crucial 

when discussing the neonatal care as newborn babies are very vulnerable and require safe clinical 

practices and successful organisational control (Shenoy, 2021). The issue of healthcare quality 

failure and the organisational forces that lead to patient harm has been in the spotlight in the past 

few years (Raab, 2006). The Lucy Letby incident at the Countess of Chester Hospital is a 

significant patient safety incident in which deaths of infants and unexplainable clinical collapses 

happened between 2015 and 2016 (Lewis, 2023). Inquiries indicated that the vulnerable areas in 

the governance, leadership, and incident reporting frameworks did not allow raising the concerns 

expressed by clinicians and acting upon them (Chakravorty, 2023). These breakdowns were severe 

impacts on the safety of patients and hurt people in their checks towards the National Health 

Service. The report thus evaluates the quality assurance failures in the case through improvement 

models with the view of identifying root causes, weaknesses in the organisation and recommending 

service improvement strategies. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



Overview of Quality Assurance 

Definition of Quality Assurance 

Quality assurance (QA) in healthcare describes a systematic procedure that is applied to identify 

that healthcare services are delivered as per prescribed standards of quality, safety and 

effectiveness. It entails the systematic checking, assessing and bettering of the healthcare practices 

with the aim of ensuring safety and trustworthy care of the patients (Donabedian, 2002). The 

quality assurance systems enable healthcare organisations to determine whether clinical 

procedures, organisational structures and health care outcomes are within the professional and 

regulatory standards required (Alghrani et al., 2023). Quality assurance is also concerned with 

avoiding mistakes and enhancing the performance of healthcare process by the way of constant 

assessment and enhancement. Through the study of healthcare structures, processes and outcomes, 

organisations will be able to define areas of weakness and take corrective actions to improve the 

quality of services and patient safety (Shenoy, 2021). Consequently, accountability and 

transparency in healthcare systems are upheld under the influence of quality assurance, and a 

continuity of high-quality care is encouraged. 

Importance of Quality Assurance in Healthcare 

Quality assurance plays a significant role in the healthcare sector since it can be used to enhance 

patient safety and minimize medical errors. The systems of healthcare have complicated clinical 

procedures, and there is a need to establish effective monitoring systems to detect risks and avoid 

causing any damage to the patients (Bhat and McCammon, 2021). Through quality assurance, the 

healthcare organisations are able to identify the possible issues at an early stage and initiate 

reparatory measures before the unfortunate incidents arise. The effectiveness of healthcare services 

and efficiency are also enhanced by quality assurance. The regular audits and assessments help 

organisations evaluate the extent to which healthcare interventions deliver the expected results and 

correspond to professional standards (Manzanera et al., 2018). Moreover, quality assurance 

enhances accountability of organisations by facilitating adherence to guidelines and ethical 

conducts by the healthcare professionals (Balding, 2008). These procedures aid in the development 

of popular confidence in healthcare systems and in supporting the ongoing development of patient 

care. 



Quality Assurance in the NHS 

Quality assurance is closely related to clinical governance in the National health service (NHS) 

where the latter offers a framework that can be utilised to ensure high standards of care are 

observed in all healthcare organisations. Clinical governance enhances responsibility, risk control 

and constant quality enhancement in healthcare provision (Buka and Truman, 2024). Healthcare 

organisations must have systems of governance that check their performance and mitigate the issue 

of safety. Quality assurance in the NHS is also facilitated by the patient safety framework and 

reporting systems. Healthcare personnel can use incident reporting systems to report negative 

events and determine the possible risks in healthcare services (Johansen et al., 2021). Other 

policies like the duty of candour promote more transparency and accountability since organisations 

are obliged to discuss with patients and their families all errors/safety issues in an open way 

(Oliver, 2024). These processes contribute to increasing patient safety and achieving sustained and 

constant healthcare quality improvement. 

Case Study Analysis 

The Lucy Letby case is one of the high-profile patient safety failures in the neonatal unit in 

Countess of Chester Hospital in the United Kingdom. Several non-explainable infant deaths and 

acute clinical failures happened in 2015-2016 in the neonatal ward, causing concerns among the 

members of the healthcare staff who worked at the unit (Challacombe et al., 2024). These shocking 

events made senior clinicians wonder whether there were any underlying clinical or organisational 

problems which were driving the recurring adverse events. With time, several clinicians reported 

the emergence of abnormal trends of infant decline and death in the neonatal unit. Although these 

concerns were communicated internally, the organisational reaction was sluggish and had no 

efficient procedures of escalation (Whiteing, 2024). The limitation to the possibility of detecting 

and managing the potential risks at an early stage was related to the lack of timely investigation 

and clearly-defined communication mechanisms in the organisation. 

Other weaknesses in the healthcare organisation that were brought to the fore in the case were 

those related to governance and leadership. The lack of a well-developed incident reporting system 

and low managerial response led to the fact that they only discovered the severity of the situation 

later (Buka and Truman, 2024). Subsequently, the ineffectiveness of the governance structures 



enabled the safety risks to continue in the neonatal unit. The consequences of these events were 

great both to patients and healthcare personnel. Families suffered the traumatic loss of newborn 

babies and medical workers were also in a state of emotional distress and further examination of 

their working conditions (Efstratiou, 2024). The case hence demonstrates the effect on the 

healthcare services and trust of the population in case of organisational failures in quality assurance 

and patient safety systems. 

Root Cause Analysis Using Theoretical Models 

Donabedian Model 

Donabedian Model is a popular model of assessing the quality of healthcare through the prism of 

analysis of three important elements, structure, process, and outcomes. The structure element is 

the organisation environment in which healthcare is provided, staffing, resources, leadership and 

governance systems (Mathew, 2023). The process component addresses issues regarding the 

delivery of healthcare services such as communication, reporting processes and clinical practices. 

Outcomes are the eventual effect of healthcare services to patient health and safety (Donabedian, 

2002). This model assists healthcare organisations to pinpoint areas of weaknesses in service 

delivery through the analysis of the impact of structural and procedural factors on patient 

outcomes. 

Structure In the Lucy Letby case, there were various structural weaknesses that were 

observed in the neonatal unit. There were poor organisational supervision due to 

problems like staffing, poor good governance and absence of effective leadership 

accountability (Manzanera et al., 2018). These organisational issues hindered the 

hospital from identifying and reacting promptly to arising safety issues. 

Process This case also had major process failures. The lack of effective incident reporting 

systems, as well as the inception and articulation of the escalation process, 

complicated the process of clinicians voicing and discussing concerns regarding 

bizarre clinical events. Because the organisation failed to conduct timely 

investigations and clinical audits, it was unable to detect the risk patterns within 

the neonatal unit (Johansen et al., 2021). 



Outcome Due to these structural and process failures, severe consequences took place in the 

neonatal unit. Some babies passed away or showed some unexpected clinical 

worsening, which has an enormous impact on patient safety and family wellbeing 

(Mpungu, 2020). These happenings also hurt the confidence and affected the image 

of the NHS. 

 

Fishbone Diagram (Cause and Effect Analysis) 

The Ishikawa diagram or the Fishbone Diagram is a root cause analysis instrument that is 

employed to determine the various causes that lead to a problem in an organisation. It assists 

organisations in investigating various causes of an issue by classifying them as either people, 

processes, management, environment and policy (Ishikura, 2008). This model is popular in 

healthcare to investigate the cases of patient safety and establish systemic deficiencies capable of 

causing negative outcomes. 

 

Figure: Fishbone Diagram (Ellis and Ellis, 2023; Johansen et al., 2021; Prosser, 2024) 

In the Lucy Letby case, there are a number of factors that led to the failures in the neonatal unit. 

In the eyes of the people, the failure of leadership and staff empowerment hindered the capacity 

of medical workers to raise the issue in an effective way (Mpungu, 2020). Management failed to 

offer its staff the appropriate support in a timely manner in response to noticeable instances of 

irregular clinical occurrences, which lowered the levels of trust in the reporting procedure (Ellis 

and Ellis, 2023). Process wise, the deficiencies in the incident reporting systems and inefficient 

ways of escalating the issues resulted in the inability to identify unusual patterns of infant 



deterioration at the earliest. Important warning signs were not explored timely without the effective 

reporting mechanisms (Johansen et al., 2021). The management factors were also instrumental 

since the lack of good governance oversight and risk management systems slowed down 

organisational reaction to safety issues. Moreover, the extreme pressure neonatal care setting 

complicated the process of identifying and resolving the arising safety concerns. Inadequate policy, 

especially the failure to have an effective whistleblowing system, also restricted transparency and 

prevented open disclosure of issues (Prosser, 2024). The combination of these reasons proves that 

organisational weaknesses led to the neonatal unit patient safety system failure. 

SWOT Analysis 

SWOT analysis is a strategic tool that is employed to analyze an organisation in terms of its 

strengths, weaknesses, opportunities and threats. This framework has been useful in the healthcare 

sector to enable organisations to evaluate the internal capacity and external issues that can impact 

on the quality of service provision and patient safety. It also assists in making decisions showing 

the spheres in which healthcare systems need to be enhanced (Shah and Godambe, 2020). Using 

SWOT analysis of Lucy Letby case assists in determining organisational issues that led to the 

failure of the neonatal unit. 

Strengths 

The presence of developed NHS governance 

structures to ensure ongoing care standards and 

patient safety was one of the major strong 

points of the organisation. These models tend 

to give directives on risk management, 

accountability and quality control (Mpungu, 

2020). Moreover, the neonatal unit had 

qualified health workers trained to offer 

special services to the newborn babies who 

were vulnerable. 

Weaknesses 

In spite of these strengths, there were a number 

of organisational weaknesses that had been 

observed. The reporting systems about the 

incidences were weak and issues that were 

raised by clinicians were not promptly 

escalated (Neville, 2023). Inadequate 

leadership and poor safety culture also worked 

against the organisation when it came to their 

capacity to react to emerging patient safety 

risks (Harrison, 2025). These vices increased 

laxity and slowness in taking proper action. 

Opportunities Threats 



Healthcare improvement opportunities can 

also be presented in the case. The reforms on 

service improvement, quality improvement 

training and better governing systems might 

improve the monitoring process and decision 

making (O'Dowd, 2023). These enhancements 

can be used to enable healthcare organisations 

to detect the risks sooner and improve the 

systems of patient safety. 

The incident however posed serious threats to 

the organisation after the incident. They 

involved severe patient injuries, potential legal 

liability and sustained loss of confidence in the 

healthcare services (Rimmer, 2023). To deal 

with these threats, leaders and better quality 

assurance mechanisms in health care 

organisations are needed. 

 

Evaluation of the Case Study 

Impact on Healthcare Quality 

The case of Lucy Letby was a severe blow to quality healthcare in the neonatal unit. The recurrent 

infant mortality and unexpected clinical failure revealed the obvious deterioration of the patient 

safety and insufficiency of quality assurance frameworks (O'Dowd, 2023). Good governance 

structures help healthcare organisations to spot the risks and provide safe services. Nevertheless, 

in the present instance, issues raised by clinicians were not properly handled, which signified 

organisational controls (Mahase, 2025). Lack of responsiveness to safety issues in the hospital was 

caused by poor governance and slow decision making. These shortcomings demonstrate that the 

lack of effective leadership and monitoring systems may ruin the quality of healthcare services and 

endanger the well-being of frail patients. 

Impact on Patients and Families 

Patients and their families were the most adversely affected by the case. A number of babies have 

died or had unexpected clinical decline and this has had devastating effects to families who 

anticipated of having their babies who were supposed to be safely taken care of (Efstratiou, 2024). 

The patients of neonatal care are extremely susceptible and require protection by safe healthcare 

systems (Challacombe et al., 2024). Such events had a major impact on the trauma of the emotions 

of the families affected by it and distress in the long term. Healthcare professionals who worked 



in the unit were also impacted by the case since they were under emotional strain and had moral 

issues on patient safety. 

Impact on NHS Reputation 

The case had great impact on the image of the NHS. Transparency, accountability and efficacy 

patient safety systems are the pillars of public trust in healthcare organisations. In severe accidents 

in safety, the confidence of the population in health institutions may be undermined (Oliver, 2023). 

The incident was widely publicized and caused a heightened level of investigation into the NHS 

governance and patient safety policies (Efstratiou, 2024). This has posed critical issues concerning 

the manner in which healthcare organisations are able to deal with the aspect of risk and react to 

any clinical issues. 

Lessons for Healthcare Organisations 

The case points to the need to devise a robust safety culture in healthcare organisations. The 

employees should be empowered to raise issues in order to prevent any potential risks by 

identifying them at an early stage (Highton, 2024). The other important lesson is that of 

accountability in leadership. The leaders of healthcare have to make sure that the system of 

governance is operating properly and issues related to safety are being reported and examined in a 

timely manner (Mpungu, 2020). The organisational culture and control should be enhanced to 

avoid such occurrences in future. 

Change Management Framework 

Kotter’s 8 Step Change Model 

The 8 Step Change Model created by Kotter offers an organisation a systematic procedure that can 

be used to achieve sustainable enhancement through reinforced leadership, communication and 

organisational culture (Shah and Godambe, 2020).  

Create 

Urgency 

The first one is to generate urgency through an appreciation of the severity of 

the patient safety failures in the neonatal unit. The emphasis on the dangers of 

poor reporting systems and governance failures motivates the organisations to 

focus on the safety improvements (Rimmer, 2023). 



Build a 

Guiding 

Coalition 

The healthcare leaders, safety groups and clinical personnel should collaborate 

to create a guiding group. This team leadership allows to organize the work on 

improvement and provide responsibility in taking care of safety problems 

among patients (Mpungu, 2020). 

Develop a 

Vision 

The vision of safer neonatal care should be developed. This vision must aim at 

enhancing the systems of governance, upgrading the reporting processes and 

safeguarding the vulnerable patients (Alghrani et al., 2023). 

Communicate 

the Vision 

The vision should be conveyed to all health care employees efficiently by 

training, involvement of the leadership and effective communication plans 

(Mathew, 2023). This will assist in making sure that the staff knows their 

contribution to patient safety. 

Remove 

Barriers 

Obstructive practices in organisations which restrict staff to report issues ought 

to be eliminated (Alghrani et al., 2023). It might be possible to enhance 

incident reporting processes and escalation procedures to enable healthcare 

workers to report safety concerns with less effort. 

Create Short-

Term Wins 

Successes at an initial stage, like the enhancement of surveillance mechanisms 

or the refinement of reporting processes, will aid in proving the progress and 

motivate the maintenance of the commitment to the change (Mathew, 2023). 

Sustain 

Acceleration 

Constant monitoring and assessment should be implemented to make sure that 

the improvement is sustained and increased in the long run (Oliver, 2024). 

Anchor 

Change 

Lastly, patient safety enhancements should be a part of organisational culture, 

which should integrate effective leadership accountability and a culture of 

openness and transparency. 

 

Recommendations 

According to the case of Lucy Letby analysis, it is possible to introduce various improvements to 

enhance patient safety and healthcare governance. There is a need to strengthen the system of 

governance to introduce clear accountability frameworks and proper control in healthcare 

organisations (Buka and Truman, 2024). Enhancing incident reporting standards by using digital 



reporting systems and anonymous whistle blowing tools can also help to promote reporting among 

the staff. Moreover, patient safety-oriented leadership training programmes can assist the 

healthcare leaders in reacting better to risks and safety alerts (Mathew, 2023). The healthcare 

organisations can also offer staff training on clinical risk management to ensure that the healthcare 

professionals are in a better position to detect and handle potential safety concerns. Lastly, to 

prevent such mistakes in patient safety in the future, it is necessary to develop a good safety culture 

that promotes open communication and reporting of issues (Prosser, 2024). 

Implementation Strategy Using PDSA Cycle 

Plan During the planning phase, healthcare leaders create a quality improvement plan 

to be used to enhance governance, the reporting system of incidents, and patient 

safety procedures (Shah and Godambe, 2020). There should be clear goals and 

tasks to facilitate the process of improvement. 

Do At this phase, the proposed interventions are put into practice (Mpungu, 2020). 

This can involve the implementation of online incident reporting, offering staff 

training programmes on patient safety and risk management. 

Study During the study phase, the healthcare organisations review the effectiveness of 

the provided changes by examining the safety information, the reports of 

incidents and feedback provided by healthcare employees (Mathew, 2023). 

Act Lastly, companies integrate and reinforce the procedures relying on the results. 

Constant changes contribute to the assurance of positive changes in patient safety 

and service quality over the long term (Shenoy, 2021). 

 

Benchmarking Table 

Benchmark Area Current 

Situation 

Best Practice Improvement Action 

Incident 

Reporting 

Delayed 

reporting 

Immediate digital reporting Introduce digital 

reporting system 



Governance Weak oversight Strong leadership 

accountability (Neville, 

2023) 

Strengthen governance 

structure 

Staff Training Limited safety 

training 

Continuous safety training Implement regular 

training programs 

Safety Culture Staff hesitant to 

report 

Open reporting culture 

(Mpungu, 2020) 

Encourage 

whistleblowing 

Patient Safety 

Monitoring 

Limited 

monitoring 

Regular safety audits Introduce monitoring 

systems 

 

  



Conclusion 

Finally, the case of Lucy Letby points to severe problems in quality assurance, such as bad 

governance as well as deficient reporting systems and lack of leadership in the area. Root cause 

analysis established organisational flaws and inefficiencies in the monitoring of patient safety. The 

implementation of improvement models like the Donabedian model, SWOT analysis and change 

management strategies shows how these problems can be overcome by the healthcare systems. 

This is necessary to strengthen leadership accountability, governance systems and safety culture 

to provide well-developed quality assurance systems and avoid harming patients in the future.  
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