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Service improvement and quality assurance (QA) are the key elements of safe, effective, and patient-centred healthcare systems (Bhat and McCammon, 2021). On a more advanced level of practice, these concepts go further than compliance with the procedures to include organisational culture, leadership responsibility and evidence-based decision making. Malfunctions of QA systems may cause extensive damage, such as avoidable morbidity and mortality, and the detection and control of quality issues is an urgent priority in the context of the fields of public health and social care(Young and Smith, 2022). 
 Background
The current report is based on the case study of Component 1, which reviewed systemic failures that accompanied the Lucy Letby case to critically analyse a significant quality problem and suggest evidence-based service improvement plans.
The chosen case presents the serious failure of the clinical governance and patient safety systems in a neonatal care environment. As described in the Component 1, there was a drastic increase in unexpected infant deaths as well as recurring issues voiced by clinicians that were not well addressed. The scenario is not just a symptom of personal failure but, more fundamentally, a structural vulnerability of healthcare management, such as poor communication, inefficient incident escalation procedures, and leadership response. At Level 7, it is important to go beyond descriptive narrations and critically involve themselves in the way such failures arise out of complex interactions of organisational structures, processes and human factors.
Significance
The issue identified in the case is supported by more extensive evidence in healthcare systems, which proves that negative patient outcomes are always associated with ineffective quality assurance and ineffective safety cultures. The lack of effective early warning mechanisms and the inability to take action based on the trends in clinical data in the case under consideration suggest the shortcomings in both proactive risk control and a reactive investigation procedure. Moreover, the absence of a good whistleblowing system and organisational responsibility as found in the case study points to a culture that might deter transparency and learning- crucial aspects needed in the pursuit of continuous quality improvement.
Theoretically, the intricacy of the issue requires the use of well-known quality models to comprehend the underlying causes. An example is the Donabedian Model, which outlines a method of assessing the quality of healthcare in terms of the interdependence of structure, process and outcomes (Guzmán-Leguel and Rodríguez-Lara, 2025). The structural problems, including understaffing and ineffective leadership, and process failures, such as ineffective communication and insufficient incident reporting, have led to deleterious patient outcomes, in particular, higher infant mortality in this situation. Likewise, the Fishbone model highlights the cause and effect of the latent and active failures to form opportunities to cause harm, which underscores the importance of multi-level interventions (Kumah et al. 2024).
This report will seek to critically examine the quality concern identified through the application of the applicable theoretical models and the current literature as per the assessment brief. It will examine the root causes of the collapse of clinical governance, measure the suitability of the current policies and practices and measure the general implications on service delivery in the health and social care. The report will combine insights of theory with real-life evidence to provide a solid basis of creating evidence-based strategic recommendations that will enhance patient safety and organisational performance. This report will also discuss this case as one of the major public health issues, showing that the vulnerability of the system in terms of quality control can lead to dire results. It also preconditions the path of a critical, theory-based analysis, which is aligned with Level 7 expectations, with the focus on depth of knowledge, critical analysis, and the use of knowledge to address complex healthcare issues.
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In the Component 1 scenario, clinicians noticed that there is a tendency to associate deaths with particular shifts but did not effectively escalate their concerns, which showed failure in early warning systems. Such failures were not unique to the NHS, as Davies (2024) reported that NHS inquiries go further to confirm that such failures are indicative of the weaknesses in governance, leadership, and safety culture within the system. For example, the case highlighted that the consideration of the concerns expressed by clinicians was not properly addressed and promptly, which led to further patient damage. Importantly, this problem is consistent with broader NHS problems, such as a lack of confidence in staff in reporting patient safety concerns and the absence of organisational support to whistleblowers (Bovis et al. 2018). The case also brings to light the impact of defensive leadership and organisational reputation on patient safety as a way of amplifying risks. Such failures are especially dire through the prism of public health, with the neonatal care being susceptible to patients, who are extremely vulnerable and dependent on a solid monitoring system. 
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Fishbone Diagram (Ishikawa) is chosen because it allows identifying root causes systematically in such categories as human factors, processes, and organisational systems (ASQ, 2024). This is aligned with the case where failures were not centralized but disseminated in both leadership, communication and governance structures. In addition, the Donabedian Model is especially applicable to the assessment of the quality of healthcare, as it analyses the interdependence between the structure, the process, and the outcomes (Guzmán-Leguel and Rodríguez-Lara, 2025). Here, structural problems (understaffing and poor leadership) and process failures (poor communication and incident reporting) were the direct cause of poor outcomes, such as higher mortality. This model enables one to do a comprehensive analysis of the conversion of systemic vulnerabilities to patient injury. SWOT analysis aims to determine the organisational capability of improvement through identification of internal strengths and weaknesses as well as the external opportunities and threats (Teoli et al. 2023). This is essential in making analysis translate into actionable plans of service improvement as stipulated by the assignment brief. 
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Figure 1: Ishikawa diagram
(Source: Self-created)
Figure 1 visually arranges the reasons why more babies die in the hospital, categorising them into major groups, which is the basic concept of Ishikawa analysis the interconnection of several causal factors and one negative event. This diagram shows that the patient safety failure could not be caused by one factor but by the combination of various vulnerabilities on the system level. For example, an absence of professional accountability and governance is demonstrated by human factors (ignored clinical concerns) and management failures (defensive leadership). Likewise, process problems, including inefficient incident reporting and the absence of systematic investigation procedures, reflect the shortcomings of procedures that did not allow early intervention. The operational constraints, including understaffing, further contribute to the discussion of how environmental pressures can contribute to risk in high-dependency environments, like neonatal care. Notably, the core of organisational culture, in which fear of escalation and weak whistleblowing systems support various other categories, is also revealed in the diagram. 
Although the Fishbone model is useful in mapping the causal relationships, it is weak in ranking the causes or reflecting the dynamic interaction among them. This is why it should be used alongside other frameworks to have a more detailed and practical analysis.
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Figure 2: Donabenian Model
(Source: Self-created)
The Donabedian Model (Figure 2) is a methodical model that can be used to assess healthcare quality by connecting structure, process, and outcomes, with a better structure anticipated to positively affect processes and eventually patient outcomes. Using this on the case, the diagram shows clearly a cause-and-effect link between organisational weaknesses and negative clinical outcomes. Organisationally, challenges like understaffing, poor leadership, and flawed governance systems were a weak care environment (Amir, 2025). These gaps directly impacted the processes of care delivery as demonstrated by the lack of communication, slow escalation, and lack of effective reporting systems, which failed to intervene in time despite early indications of problems, as shown in Component 1. 
As a consequence, such failures had serious consequences, such as higher neonatal deaths, patient injuries, and a lack of trust in the healthcare system. This is in line with the claim made by Donabedian that outcomes are a measure of the overall effect of care on patient health and system performance.
Although the model is quite effective in proving linear causality, it simplifies the complex interactions. An example is the organisational culture, which is reflected in the avoidance of escalating issues and which cuts across the structure and process, but is not explicitly represented (Bogale and Debela, 2024). 
[bookmark: _lyjuzuykybrz][bookmark: _Toc227169430]SWOT Analysis of the Organisation’s Quality and Safety Systems

	Strengths
	Weaknesses

	• Presence of trained multidisciplinary clinical staff with expertise in neonatal care
• Established NHS patient safety frameworks and policies in place
• Availability of clinical data and monitoring systems (though underutilised)
• Organisational structure capable of supporting governance systems
	• Failure to escalate clinicians’ concerns despite repeated warnings.
• Weak leadership accountability and defensive management culture
• Ineffective incident reporting and delayed escalation processes
• Poor communication between teams and a lack of coordinated response
• Failure to analyse mortality trends and recognise patterns early

	
	

	
	

	
	

	
	

	Opportunities
	Threats

	• National inquiries and policy reforms creating pressure for improvement and accountability
• Implementation of stronger quality assurance systems and digital monitoring tools
• Staff training in patient safety, leadership, and whistleblowing
• Development of an open safety culture aligned with the NHS patient safety strategy
	• Loss of public trust due to high-profile patient safety failure
• Risk of repeated adverse incidents if systemic issues persist
• Legal, regulatory, and reputational consequences for the organisation
• Workforce burnout and retention issues due to an unsafe working environment

	
	

	
	

	
	


Table 1: SWOT analysis
(Source: Self-developed)
Table 1 emphasises the role of organisational weaknesses (poor governance, failure of leaders) in comparison to the strengths, thus contributing directly to patient harm. Importantly, whereas SWOT aids in decision-making, it is only descriptive and does not have the depth of causal analysis and thus must be coupled with analytical models in order to help facilitate successful service improvement.
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Analysis of the Fishbone revealed that unaddressed clinical issues, lack of proper reporting systems, and defensive leadership were all factors that were involved in harming patients. The Donabedian Model also established that structural weaknesses, including poor governance and staffing, directly affected process failures, which resulted in negative outcomes, including more deaths of newborns and the loss of confidence in medical services. One of the most important findings is the centrality of the organisational culture, specifically the inability to take action on exposures despite long-lasting warnings of clinicians. This indicates a culture of lack of transparency and accountability, and this does not contribute to patient safety (Vikan et al. 2023). There is an indication that the enhancement of structure and process is strongly correlated with the enhanced results, which supports the necessity of systemic reform. From a service improvement perspective, the results imply that technical solutions, like enhanced reporting systems, cannot be effective without cultural and leadership change (El-Sayed et al. 2025). Any successful improvement should thus bring together governance reform, empowerment of staff and active risk management. Finally, the systems-based approach is necessary to secure the sustainability of the quality improvement and avoid such failures in future.
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One of the main problems that caught my eye in Component 1 was the inability of the leadership to take action in response to the rising clinical issues, which indicated poor governance systems. Thus, clinical governance needs to be reinforced to be accountable and timely in decision-making (Macfarlane, 2019). These are the introduction of compulsory escalation measures, periodic mortality assessments and external control measures. The leadership should take a just culture stance where patient safety is a priority for organisational reputation. More importantly, governance reforms have to shift to behavioural transformation, rather than on structural changes. The case showed that leadership action was not taken to eliminate risks as there were obvious warning signals. Technical interventions will not work without integrating accountability in the leadership practice.
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PDSA is an iterative process, with a structure that allows testing and improvement of changes in a real-world context (Taylor et al. 2014). 
[image: How to Implement PDSA in Your Organization | Smartsheet]
Figure 3: PDSA Cycle
(Source: SmartSheet, 2019)
Plan: Revamp the incident reporting system, with the introduction of a clear escalation schedule and accountability point. 
Do: Implement the modified system in the neonatal unit, staff training, and involvement.
Study: Examine information about reporting rates, response time, and patient outcomes. 
Act: Streamline the procedure and roll out at scale throughout the organisation. Importantly, PDSA encourages life-long learning and enables small-scale experimentation before full deployment, which decreases risk and enhances flexibility (Taylor, 2014). There is, however, evidence that bad implementation of PDSA cycles may constrain effectiveness, provided the data collection and evaluation are not good enough.
[bookmark: _5cl1343e0j4u][bookmark: _Toc227169435]Continuous quality monitoring using the PDCA cycle
PDCA (Plan–Do–Check–Act) cycle must be incorporated into the daily quality monitoring process, so that patient safety outcomes can be assessed continuously (Lean Enterprise Institute, 2023). 
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Figure 4: PDCA Cycle
(Source: Naydenov, 2024)
In contrast to PDSA, PDCA focuses on continuous control and standardisation of processes (Lean Enterprise Institute, 2023). Here, mortality trends, reporting of incidents, and response times can be tracked with the help of PDCA, which was not done in the case. The check phase is especially crucial because it makes sure that anomalies of the anticipated results are detected and resolved as soon as possible. More importantly, PDCA enables organisational learning because of feedback loops, though it requires proper data and being ready to take action based on the results. Without a clear safety culture, as observed in the case, PDCA might turn out to be a mere procedure, instead of a transformative tool.
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The case should be worked on by using the lean methodology to eliminate inefficiencies in communication and workflow processes. Lean aims at eradicating waste and enhancing value by simplifying processes and cutting wastes. Practically, multidisciplinary team coordination can be enhanced with the help of Lean tools, including process mapping and standardised communication frameworks like SBAR (Shrivastava et al. 2025). This directly responds to the inability to address issues and issues in decision-making that is witnessed in the neonatal unit. Importantly, Lean highlights efficiency, yet its success relies on the involvement of the staff and the organisational culture. The case shows that the culture of fear and unwillingness to raise the issues might confine the effectiveness of the Lean interventions. As such, Lean should be used in conjunction with cultural change programs to make sure that better processes will be converted to safer patient outcomes.
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The variability in the clinical decision-making process and incident response process should be minimised using Six Sigma. It is concerned with the detection and removal of defects by analysing data in a data-centered manner, enhancing consistency and quality of care. With the help of the DMAIC method, the organisation will be able to standardise the response time to critical incidents and make sure that the protocols are always followed (Monday, 2022). This directly responds to the case issue of the mixed reactions to clinical concerns and inability to identify trends in mortality data. Six Sigma is an analytical framework, which demands specialised training and resources. Also, it might not be as effective in handling the cultural issues, which were at the centre of failure. As such, Six Sigma needs to be combined with other strategies to warrant technical as well as cultural improvements.
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Cultural transformation was an urgent issue in the case, as the culture of fear and unwillingness to raise the alarm was present. Organisational whistle-blowing mechanisms should be strong to guarantee confidentiality, protection, and assistance to staff members who raise issues (Protect, 2020). The value of transparency and collective responsibility of patient safety must be reinforced through training programmes. It has been shown that a positive organisational culture can help quality improvement initiatives to be more effective.
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The evidence presented in Component 1 has been developed into critically analyzing a significant quality and patient safety failure in a neonatal care environment in this report. The review showed that the problem was not due to the isolated personal mistake but was the outcome of the interconnected systemic failures, such as ineffective clinical governance, poor communication, poor leadership response, and the lack of organisational safety culture. The inability to take action on recurrent clinical issues and identify patterns in patient outcomes can serve as an indication of a major failure of quality assurance mechanisms and risk management procedures.
These failures were understood comprehensively with the application of theoretical models, such as the Fishbone Diagram, Donabedian Model, and SWOT analysis. The Fishbone model found many root causes whereas the Donabedian framework showed how structural and process vulnerabilities were transferred to poor outcomes. SWOT analysis also indicated that the organisation had a low ability to effectively respond with internal weaknesses, especially in the areas of leadership and governance. Moreover, all these models highlighted the fact that organisational culture which is the unwillingness to raise issues is one of the key elements that underlay the failure. Quality improvement methodologies, including PDSA, PDCA, Lean, and Six Sigma, support the recommendations that are suggested in this report and offer a systematic and evidence-based way of resolving these problems. The literature points out that quality improvement programs are vital in promoting patient safety, error reduction, and clinical outcomes with systematic and ongoing improvement. However, the analysis highlights the fact that the technical interventions cannot be effective without a concomitant cultural and leadership change.
Finally, sustainable service improvement means a systems-based approach that incorporates the governance reform, data-driven decision-making, and the creation of a positive safety culture. Discussing the structural and behavioural considerations, healthcare organisations may minimise the harm that can be avoided, regain the confidence of the population, and provide effective, safe, and patient-centred care.
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