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Introduction 
Healthcare quality improvement is a continuous, systematic process that aims to enhance patient safety, clinical effectiveness and patient experience through evidence-based practice, organisational learning, and effective clinical governance. Within the National Health Service (NHS), quality improvement has evolved beyond monitoring performance to embedding a culture of continuous learning, leadership and innovation that enables healthcare organisations to identify risks, implement evidence-based interventions and sustain improvements in patient outcomes (Scally and Donaldson, 1998; NHS England, 2023). Recent NHS policy further emphasises improvement-led delivery as a fundamental approach to achieving high-quality, safe, and sustainable healthcare services across England.
The Bristol Royal Infirmary Inquiry remains one of the most significant public inquiries in the history of the NHS and continues to influence contemporary approaches to healthcare quality assurance and patient safety. The inquiry investigated paediatric cardiac surgery services delivered between 1984 and 1995 and concluded that mortality rates among children undergoing complex cardiac surgery were significantly higher than expected when compared with other specialist centres (Kennedy, 2001). The inquiry further identified widespread organisational failures, including weaknesses in clinical governance, leadership, communication, professional accountability, and organisational culture, all of which contributed to avoidable patient harm (Department of Health, 2002). Rather than attributing failures solely to individual clinicians, the inquiry demonstrated that patient safety is fundamentally influenced by the interaction of organisational systems, governance structures, and the quality of leadership (Reason, 2000).
The findings of the Bristol Inquiry prompted substantial reforms throughout the NHS, including the strengthening of clinical governance, greater emphasis on clinical audit, increased transparency, and enhanced patient involvement in healthcare decision-making (Scally and Donaldson, 1998; Department of Health, 2002). Contemporary NHS quality improvement frameworks continue to reinforce these principles by promoting continuous organisational learning, collaborative leadership, and meaningful patient engagement as essential components of high-quality healthcare.
This report critically analyses the Bristol Royal Infirmary Inquiry through the application of recognised healthcare quality improvement frameworks. Specifically, the report applies the Donabedian Model, Fishbone Diagram, SWOT Analysis, Plan–Do–Study–Act (PDSA) cycle and Kotter's Eight-Step Change Model to evaluate the underlying organisational failures, identify opportunities for sustainable service improvement and critically examine how evidence-based quality improvement approaches can strengthen patient safety and clinical governance within contemporary NHS healthcare organisations. 
Bristol Royal Infirmary Case Study Summary  
The Bristol Royal Infirmary Inquiry investigated the quality and safety of paediatric cardiac surgery services provided at Bristol Royal Infirmary between 1984 and 1995 following concerns regarding unusually high mortality rates among children undergoing complex heart surgery (Kennedy, 2001). The inquiry concluded that between 30 and 35 more children died than would have been expected when compared with outcomes achieved at other specialist cardiac centres, raising serious concerns regarding the quality of care delivered (Kennedy, 2001).
The inquiry found that these failures were not solely attributable to individual clinical performance but reflected widespread organisational deficiencies within the healthcare system. Significant weaknesses were identified in clinical governance, leadership, multidisciplinary communication, clinical audit, and organisational accountability, resulting in failures to recognise, escalate and respond appropriately to concerns raised by healthcare professionals and families (Department of Health, 2002; Reason, 2000). Furthermore, ineffective monitoring of surgical outcomes and delays in regulatory intervention allowed unsafe practices to continue over a prolonged period, contributing to avoidable patient harm (Scally and Donaldson, 1998).
The Bristol Royal Infirmary Inquiry became a landmark event in the development of patient safety and quality improvement within the NHS. Its findings led to substantial reforms in clinical governance, performance monitoring, transparency, and patient-centred care, emphasising the importance of organisational learning and continuous quality improvement to prevent similar failures in the future (Department of Health, 2002; Walshe and Higgins, 2002). 
Donabedian Model 
The Donabedian Model is one of the most influential and enduring frameworks for evaluating healthcare quality and remains widely used to assess the effectiveness of healthcare systems. Developed by Avedis Donabedian in 1966 and later refined in subsequent publications, the model proposes that healthcare quality should be evaluated through three interconnected components: structure, process, and outcomes (Donabedian, 1988). Structure refers to the organisational environment in which care is delivered, including healthcare facilities, staffing, resources, policies, and governance systems. Process focuses on how healthcare is delivered, encompassing clinical practice, communication, decision-making and adherence to evidence-based standards. Outcomes relate to the effects of healthcare on patients, including mortality, morbidity, patient satisfaction, and overall quality of care (Donabedian, 1988; Donabedian, 2005).
The Donabedian Model remains highly relevant because it provides a systematic approach to identifying where failures occur within healthcare organisations and how these failures influence patient outcomes. Unlike models that focus solely on clinical performance, the framework recognises that organisational structures and healthcare processes directly influence the quality and safety of patient care (Arah et al., 2006). This holistic perspective makes the model particularly suitable for analysing the Bristol Royal Infirmary Inquiry, where failures were not limited to individual clinical practice but reflected wider deficiencies in governance, leadership, communication, and organisational accountability (Kennedy, 2001).
[bookmark: _Int_gpNrArVP]Despite its widespread application, the Donabedian Model has been criticised for assuming a relatively linear relationship between structure, process, and outcomes, whereas healthcare systems are often characterised by complex interactions influenced by organisational culture, leadership, and external regulatory factors (Braithwaite et al., 2017). Nevertheless, the model provides a robust foundation for evaluating the Bristol Royal Infirmary Inquiry because it enables the identification of systemic weaknesses across multiple levels of healthcare delivery while supporting the development of targeted quality improvement strategies. 
3.1 Structure 
[bookmark: _Int_NEPlRzfZ]The structure component of the Donabedian Model examines the organisational systems, leadership, governance, and resources that influence the quality of healthcare delivery (Donabedian, 1988). When applied to the Bristol Royal Infirmary Inquiry, the model demonstrates that patient safety failures were largely rooted in weaknesses within the organisation rather than isolated clinical errors.
One of the most significant structural failures was the absence of effective clinical governance and performance monitoring. Despite evidence of higher-than-expected mortality rates in paediatric cardiac surgery, robust systems were not in place to identify deficient performance or ensure timely intervention (Kennedy, 2001). The inquiry concluded that inadequate organisational oversight and weak accountability allowed unsafe practice to continue, highlighting the importance of governance structures in protecting patient safety (Department of Health, 2002).
These findings are consistent with the wider quality improvement literature. The Institute of Medicine (2001) argues that healthcare organisations require reliable systems, effective leadership, and continuous quality monitoring to deliver safe care. Similarly, Øvretveit (2009) suggests that quality improvement depends on organisations establishing clear governance arrangements, adequate resources, and mechanisms for evaluating performance. Without these structural foundations, improvements in clinical practice are unlikely to be sustained.
Although the Donabedian Model clearly identifies organisational weaknesses within the Bristol Inquiry, it does not fully consider external influences such as national policy, regulation, and organisational culture. Consequently, additional quality improvement frameworks are needed to provide a broader understanding of why these failures occurred. 
3.2 Process 
The process component of the Donabedian Model examines how healthcare is delivered, including clinical decision-making, communication, teamwork, and adherence to evidence-based practice (Donabedian, 1988). Effective clinical processes are essential for ensuring patient safety and maintaining consistent standards of care (Institute of Medicine, 2001).
[bookmark: _Int_VdPLUz0H]The Bristol Royal Infirmary Inquiry identified serious failures in the processes used to deliver paediatric cardiac surgery. Communication between healthcare professionals was ineffective, multidisciplinary collaboration was limited and concerns raised by clinicians and parents were not acted upon appropriately (Kennedy, 2001). The inquiry also found that clinical audit and the routine monitoring of surgical outcomes were inadequate, preventing opportunities to identify poor performance and implement improvements at an earlier stage (Department of Health, 2002).
High-quality healthcare depends on reliable communication and collaborative working between professionals. Leonard, Graham, and Bonacum (2004) argue that communication failures remain one of the leading causes of adverse events in healthcare and emphasise the importance of teamwork in improving patient safety. Similarly, Manser (2009) found that effective multidisciplinary teamwork reduces clinical errors by improving information sharing, decision-making and coordination of care. The absence of these processes at Bristol contributed to delays in recognising unacceptable surgical outcomes and responding to emerging risks.
Although the Donabedian Model effectively identifies weaknesses in healthcare delivery, it does not explain why ineffective communication and unsafe working practices became embedded within the organisation. Consequently, additional frameworks focusing on organisational culture and root cause analysis are required to provide a more comprehensive understanding of the failures identified in the Bristol Inquiry. 
3.3 Outcomes 
The outcomes component of the Donabedian Model evaluates the effects of healthcare on patients, including mortality, morbidity, patient safety, and quality of life (Donabedian, 1988). Patient outcomes are widely recognised as key indicators of healthcare quality because they reflect the effectiveness of organisational structures and clinical processes (Mant, 2001).
The Bristol Royal Infirmary Inquiry demonstrated the devastating consequences of ineffective organisational systems and clinical practices. Between 30 and 35 more children died following paediatric cardiac surgery than would have been expected if outcomes had matched those achieved by comparable specialist centres (Kennedy, 2001). In addition to avoidable deaths, the inquiry identified long-lasting emotional and psychological impacts on affected children, their families and healthcare professionals, resulting in a significant loss of public confidence in NHS services (Department of Health, 2002).
[bookmark: _Int_Lu3SaIMe]Improving patient outcomes requires healthcare organisations to routinely measure clinical performance and use outcome data to support continuous quality improvement. Lilford et al. (2010) argue that outcome measures should be interpreted alongside organisational and clinical factors to ensure that quality improvement initiatives address the underlying causes of poor performance rather than simply monitoring results. The Bristol Inquiry reinforced this principle by demonstrating that outcome data alone are insufficient unless organisations respond effectively to emerging safety concerns.
Although the Donabedian Model provides a valuable framework for evaluating healthcare quality, patient outcomes should be interpreted alongside organisational and process measures to gain a comprehensive understanding of healthcare performance. 
Fishbone Diagram 
[image: ]
Figure 1. Fishbone (Ishikawa) diagram illustrating the contributory factors leading to poor patient outcomes at the Bristol Royal Infirmary. 
Source: Created by the author, based on Kennedy (2001) and Department of Health (2002). 
4.1 Fishbone (Ishikawa) Analysis 
The Fishbone Diagram, also known as the Ishikawa Diagram, is a quality improvement tool used to identify the root causes of complex problems rather than focusing solely on their consequences (Ishikawa, 1986). When applied to the Bristol Royal Infirmary Inquiry, the diagram demonstrates that the failures resulted from multiple interconnected organisational and clinical factors rather than individual error. Leadership failures, ineffective governance, poor communication, weaknesses in workforce management, inadequate clinical processes and an unsupportive organisational culture collectively contributed to poor patient outcomes (Kennedy, 2001; Department of Health, 2002).
The Fishbone Diagram supports a systematic approach to root cause analysis by encouraging organisations to examine underlying system failures. Rooney and Vanden Heuvel (2004) argue that identifying contributory factors is essential for preventing recurring safety incidents, while Percarpio, Watts and Weeks (2008) suggest that root cause analysis is most effective when it informs sustainable quality improvement strategies. However, although the Fishbone Diagram effectively identifies potential causes, it does not prioritise them or provide guidance on implementing organisational change. Consequently, it should be used alongside improvement frameworks such as the PDSA cycle and Kotter's Change Model to support effective service improvement.  
SWOT Analysis 
SWOT analysis was selected because it provides a strategic framework for evaluating the internal and external factors that influence organisational performance and the success of service improvement initiatives (Gürel and Tat, 2017). Unlike the Fishbone Diagram, which identifies the root causes of failures, and the Donabedian Model, which evaluates quality through structure, process and outcomes, SWOT offers a broader perspective by assessing the organisational strengths, weaknesses, opportunities and threats that affect the implementation and sustainability of improvement. This makes it particularly relevant to the Bristol Royal Infirmary Inquiry, where both internal organisational failings and external healthcare pressures contributed to poor patient outcomes.
A key strength arising from the inquiry was the establishment of a transparent public investigation, which led to national reforms that strengthened clinical governance, accountability, and patient safety across the NHS (Kennedy, 2001). However, the inquiry also exposed significant weaknesses, including ineffective leadership, poor governance, inadequate multidisciplinary communication and limited clinical oversight. Mannion and Davies (2018) argue that organisational culture has a substantial influence on healthcare quality, with weak leadership and poor safety cultures frequently contributing to systemic failures.
The inquiry created opportunities to improve patient safety through stronger governance, multidisciplinary collaboration, staff engagement, and the routine use of quality improvement methods. Batalden and Davidoff (2007) suggest that sustainable improvement depends on embedding continuous learning within everyday clinical practice rather than relying on isolated interventions. Nevertheless, NHS organisations continue to face external threats, including workforce shortages, financial pressures, and increasing service demand, all of which may limit the successful implementation of quality improvement initiatives (The King's Fund, 2022).
Although SWOT provides a valuable strategic overview of the factors influencing organisational performance, it does not prioritise problems or explain how improvements should be implemented. Consequently, it should be used alongside implementation frameworks such as the Plan-Do-Study-Act (PDSA) cycle and Kotter's Change Model, which provide more structured approaches for testing, evaluating, and sustaining service improvements. 
Plan–Do–Study–Act (PDSA) Cycle 
The Plan–Do–Study–Act (PDSA) cycle was selected because it provides a systematic framework for implementing testing and refining quality improvement initiatives through continuous learning (Langley et al., 2009). Unlike the Fishbone Diagram, which identifies root causes, and SWOT analysis, which evaluates organisational factors, the PDSA cycle focuses on how evidence-based improvements can be introduced, evaluated, and sustained. This makes it particularly appropriate for the Bristol Royal Infirmary Inquiry, where organisational failures were recognised over many years, but effective corrective action was not implemented.
During the Plan stage, organisations identify the problem, establish clear objectives and develop interventions based on available evidence. In the Bristol case, this would include strengthening clinical governance, improving multidisciplinary communication, enhancing clinical audit processes, and establishing greater accountability for clinical performance. Reed and Card (2016) argue that effective planning is essential to ensure quality improvement initiatives address underlying system failures rather than isolated incidents.
The Do stage involves implementing proposed interventions on a small scale before wider adoption. Langley et al. (2009) emphasise that small-scale testing enables organisations to evaluate interventions, identify practical challenges and refine processes while minimising risks to patient safety.
During the Study phase, organisations evaluate whether the intervention has achieved its intended outcomes by analysing performance data, clinical audit findings, and staff feedback. Taylor et al. (2014) found that continuous evaluation enables organisations to adapt interventions based on evidence, supporting more effective and sustainable improvements.
Finally, the Act stage determines whether successful interventions should be adopted, modified or retested. Leis and Shojania (2017) argue that organisations frequently fail to complete this stage effectively, limiting long-term improvement. This highlights that the success of the PDSA cycle depends upon strong leadership, staff engagement, and organisational commitment. Although the model provides a practical framework for continuous improvement, it does not address the behavioural and cultural changes required to embed new practices. Consequently, it should be complemented by Kotter's Change Model, which focuses on leading and sustaining organisational change. 
Kotter's Change Model 
Kotter's Eight-Step Change Model was selected because it provides a structured framework for leading and sustaining organisational change, recognising that successful quality improvement depends not only on implementing new processes but also on changing organisational culture and staff behaviours (Kotter, 1996). Unlike the PDSA cycle, which focuses on testing and refining interventions, Kotter's model addresses the leadership and cultural factors required to embed long-term improvements. This is particularly relevant to the Bristol Royal Infirmary Inquiry, where ineffective leadership, poor communication and resistance to organisational learning contributed to the continuation of unsafe practice.
The model emphasises creating a sense of urgency, developing a shared vision, engaging staff, and embedding change within organisational culture. Following the Bristol Inquiry, these principles could support the implementation of stronger clinical governance, improved multidisciplinary collaboration and greater accountability for patient safety. Pollack and Pollack (2015) argue that Kotter's framework remains valuable because it highlights the importance of leadership engagement and staff commitment throughout the change process.
[bookmark: _Int_Gw9KyPOs]However, the model has limitations. It presents organisational change as a largely linear process, whereas healthcare organisations often experience complex and unpredictable challenges that require flexibility. Appelbaum et al. (2012) suggest that although Kotter's model provides useful guidance, successful change frequently requires adaptation to local organisational contexts rather than strict adherence to sequential stages. Consequently, Kotter's model should be integrated with continuous quality improvement approaches, such as the PDSA cycle, to ensure that organisational change is both evidence-based and sustainable. 
Recommendations 
The analysis demonstrates that the failures at Bristol resulted from interconnected weaknesses in leadership, governance, organisational culture, and clinical practice rather than isolated clinical errors. Consequently, recommendations should address these systemic issues through integrated quality improvement strategies rather than individual performance alone. The Fishbone Diagram, Donabedian Model, SWOT analysis, PDSA cycle and Kotter's Change Model collectively demonstrate that sustainable improvement requires both structural reform and cultural change.
The first recommendation is to strengthen clinical governance by implementing routine clinical audit, continuous performance monitoring, and transparent reporting systems. The Donabedian Model highlighted weaknesses across organisational structures, clinical processes, and patient outcomes, demonstrating that quality assurance should be embedded throughout healthcare delivery rather than introduced following adverse events. Dixon-Woods et al. (2014) argue that organisations achieving sustained improvements develop systems that support continuous evaluation, organisational learning, and accountability rather than relying solely on regulatory oversight.
Secondly, NHS organisations should prioritise compassionate leadership and psychological safety to encourage staff to raise concerns without fear of blame. The Bristol Inquiry demonstrated that concerns raised by healthcare professionals were not acted upon effectively, allowing unsafe practice to continue. Edmondson (2019) argues that psychologically safe organisations are more likely to identify risks, encourage learning from errors and improve patient safety through open communication.
Finally, quality improvement should be viewed as a continuous organisational responsibility rather than a reactive response to failure. Although the PDSA cycle provides a structured approach for testing improvements, and Kotter's Change Model supports the implementation of sustainable change, both require committed leadership, adequate resources, and staff engagement to achieve meaningful improvements. Nicolay et al. (2012) found that quality improvement interventions are most successful when organisations combine multiple evidence-based approaches rather than relying on a single improvement methodology. Therefore, NHS organisations should integrate governance, leadership, and continuous evaluation to create resilient systems capable of delivering safe, high-quality patient care. 
Conclusion 
The Bristol Royal Infirmary Inquiry demonstrated that failures in healthcare quality are rarely attributable to individual clinical errors but instead arise from complex interactions between organisational structures, leadership, governance, and culture. The critical application of the Fishbone Diagram, Donabedian Model, SWOT analysis, PDSA cycle and Kotter's Change Model demonstrated that each framework offers a distinct perspective for understanding and addressing quality failures. However, this analysis also highlighted that no single model provides a comprehensive solution. While the Fishbone Diagram effectively identifies root causes, it does not prioritise actions; the Donabedian Model evaluates quality but offers limited guidance for implementation; SWOT provides strategic insight but lacks a mechanism for translating analysis into practice. Similarly, although the PDSA cycle supports iterative testing of improvements, its effectiveness depends upon organisational commitment, whereas Kotter's Change Model recognises that sustainable improvement requires cultural and behavioural change rather than procedural reform alone (Appelbaum et al., 2012; Taylor et al., 2014).
A key finding of this report is that sustainable quality improvement cannot be achieved through isolated interventions or increased regulatory oversight alone. Instead, organisations must integrate robust clinical governance, evidence-based decision-making, multidisciplinary collaboration, and continuous organisational learning within everyday practice. This supports Dixon-Woods et al. (2014), who argue that successful healthcare improvement depends upon developing organisational systems capable of adapting to complexity rather than implementing individual quality initiatives in isolation.
[bookmark: _Int_b3b12Qjk]Although the Bristol Inquiry led to significant national reforms, contemporary healthcare organisations continue to face workforce shortages, financial constraints, and increasing service demand, demonstrating that the challenges identified remain relevant today (The King's Fund, 2022). Consequently, quality improvement should be viewed as a continuous organisational responsibility requiring strong leadership, continuous evaluation and a culture that prioritises patient safety, transparency, and learning. Only through the integrated application of evidence-based quality improvement frameworks can healthcare organisations reduce the risk of repeating failures like those identified at Bristol.   
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