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[bookmark: _heading=h.5mm8hesda17l]1. Introduction 
[bookmark: _heading=h.4om2klxe8osh]1.1 Background and organisational setting
The Bristol Royal Infirmary (BRI) is a large teaching hospital in Bristol and is part of University Hospitals Bristol and Weston NHS Foundation Trust. The Bristol Royal Infirmary Inquiry looked into the management of children being treated for complex heart surgery at the BRI between 1984 and 1995 after problems emerged with poor surgical results and deaths (Bristol, 2001). 
[image: NHS England sets up new inquiry into children's heart surgery deaths in  Bristol | The BMJ]
Figure 1. Bristol Royal Infirmary (BRI)
(Source: Bristol, 2001)
Component 1 regarded the Bristol case as a classic example of patient safety failure in the NHS because the issues were not confined to individual practitioners but were also organisational and governance-related. Similarly, Walshe and Offen (2001) note that the Bristol case was an example of organisational failure in the process of health care quality improvement because of poor response to the evidence of poor performance. The modern organisation, in turn, has made patient safety and continuous improvement its key strategy. The University Hospitals Bristol and Weston NHS Foundation Trust (2025) mentions patient safety, innovation and improvement among strategic priorities and claims that the trust operates on 10 sites with over 13,000 employees and more than £1.3 billion turnover annually (University Hospitals Bristol and Weston NHS Foundation Trust, 2025).
[bookmark: _heading=h.4dsfrobdij97]1.2 Nature and significance of the quality concern 
The Bristol issue cannot thus be considered as merely an example of clinical error. Clinical leadership, poor communication, limited clinical audit and performance management, delayed reaction to safety issues, inadequate staffing, and lack of cohesion in pediatric care have been identified by case evidence as interrelated factors contributing to this situation (Bristol, 2001). It shows how system-level issues can result in the failure of risk prevention measures. However, the importance of this problem is still valid in the context of contemporary medicine as patient-safety management implies organisational learning and increased mechanisms of accountability (Hibbert et al., 2023). In addition, Jalilvand et al. (2024) state the importance of governance and accountability frameworks within health organisations. 
[bookmark: _heading=h.sbpv534gry79]1.3 Scope and purpose
The report provides a critical analysis of the Bristol case with respect to quality failure using tools such as the Fishbone diagram, Five whys, Donabedian model, and SWOT analysis to determine the systemic causes of failure and what needs to be done. The report formulates recommendations and an action plan based mainly on the PDSA approach. This is the appropriate approach for healthcare improvement since it is systematic as opposed to being focused on corrective actions (Abuzied et al., 2023).
[bookmark: _heading=h.fk9veiaebmk6]2. Analysis of the Quality Problem
[bookmark: _heading=h.lap68sci41ti]2.1 Root-Cause Analysis Using the Fishbone Diagram
RCA is suitable in this case as there is more to the problem than merely clinical mistakes made individually. RCA focuses on identifying the factors that make it possible for an adverse event to happen or to keep happening. That is what prevents problems from arising in the first place and not what is blamed after the damage is done (AHRQ, 2024). Singh et al. (2024) also argue that using RCA helps find the system-related causes of medical errors and find ways to intervene in order to prevent such situations from happening again in future. It is pertinent to the situation at Bristol as there were problems with leadership, accountability, communication, auditing and performance measures and not just one isolated cause (Walshe and Offen, 2001).
There is the Fishbone or cause-and-effect diagram that allows us to structure these interrelated causes. Kumah et al. (2024) note that the Fishbone diagram is a very useful quality improvement tool that helps to generate and organise causes of the problem. In the case of Bristol, leadership and management include weak clinical leadership, poor accountability and inefficient management. People and staffing include shortages of staffing, lack of specialists and fragmentation of paediatric services (Walshe and Offen, 2001). The communication dimension entails poor communication among the professionals, inadequate multidisciplinary collaboration, and ineffective communication with the patients and families. The organisational culture dimension encompasses resistance to issues, poor safety culture, and failure to respond to warnings, whereas the governance dimension comprises insufficient transparency, accountability and quality assurance (Walshe and Offen, 2001).
[image: ]
Figure 2. Fishbone Diagram
(Source: Self-Developed)
It means that the benefit of the Fishbone method is that it makes the analysis move from asking “who committed the mistake?” to “under what conditions were unsafe practices allowed?” It is true in relation to current University Hospitals Bristol and Weston NHS Foundation Trust practice. In the 2024/25 Annual Report, patient safety and quality are presented as the main organisational risks and the structure of risk management with Board level involvement is highlighted (University Hospitals Bristol and Weston NHS Foundation Trust, 2025). 
[bookmark: _heading=h.ytd9la8if90x]2.2 Five Whys Analysis 
The application of Five Whys analysis was used to reveal the underlying reasons for the unacceptable outcomes in paediatric cardiac surgery at Bristol Royal Infirmary. The "Why?" questions follow from each other, in accordance with the answers received to the previous "Why?"
Why 1: Why were there unacceptable outcomes in paediatric cardiac surgery at Bristol Royal Infirmary?
Poor outcomes and high mortality rates resulted from the fact that clinical performance was inadequately recognised, monitored, and controlled. In this way, it is possible to conclude that the problem was not identified and solved by means of proper clinical control (Singh et al., 2024). 
Why 2: Why was clinical performance not adequately recognised, monitored, and controlled?
The reason for it was that there were ineffective mechanisms for clinical audit, reporting of results and governance. This led to the fact that evidence about the clinical outcomes was not used in order to identify problems and respond to them (Abuzied et al., 2023).
Why 3: Why were there ineffective mechanisms for clinical audit, reporting and governance?
Such mechanisms were inefficient because of ineffective accountability and management.
Why 4: What made accountability and management weak?
The weakness in accountability and management was caused by inefficient leadership, communication, and organisational systems. For this reason, the issues related to the clinical performance were not communicated and escalated effectively for prompt intervention (Yang et al., 2025).
Why 5: Why could the issues related to leadership, communication, and organisation not be solved effectively?
Response: The issues were not solved due to inefficiency of the safety culture of the organisation, which did not allow to identify, communicate and address clinical risks efficiently (Moralee et al., 2025).
[bookmark: _heading=h.5am5uukm8x3j]2.3 Donabedian Model 
This framework is more effective when assessing how organisational factors contributed to negative clinical outcomes since it separates structure, process, and outcome. Modern research shows the ongoing applicability of Donabedian's (1988) framework as an approach for assessing healthcare quality as seen from the study by McCullough et al. (2023) on the use of the framework to assess the quality of healthcare services and the analysis made by Yang et al. (2025) showing its current use in assessing quality. 
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Figure 3. Donabedian Model
Source:  (McCullough et al., 2023)
The structure represents the organisational factors where care is provided. Organisational factors applicable to Bristol include leadership, governance, staffing, specialist paediatric cardiac services and organisational and resource factors underlying these services as per McCullough et al. (2023). Staffing problems and fragmentation of services for children were seen as factors contributing to the problem whereas poor clinical leadership and accountability contributed to organisational weaknesses in terms of recognising the problem and responding to it (Bristol, 2001).
The interpretation is also supported by McCullough et al. (2023), which shows that structural factors play an important role in the ability of health organisations to deliver their services effectively. Governance at contemporary University Hospitals Bristol and Weston NHS Foundation Trust provides the example of how structural problems are dealt with via Board-level risk management process, where patient safety and quality have been recognised as one of the primary organisational risks for 2024/25 (University Hospitals Bristol and Weston NHS Foundation Trust, 2025).
The process dimension deals with what happens when delivering services in terms of decision-making, communication, audit, monitoring and multidisciplinary work. At Bristol, ineffective audit and monitoring of clinical practice made it difficult for staff and managers to react to risks in a timely manner. Communication and lack of cooperation within multidisciplinary teams further contributed to the problem of risk recognition and management (Maclean, 2001). The fact is especially important as good processes are needed to transform resources into safe care.
The current practice of University Hospitals Bristol and Weston NHS Foundation Trust displays a much greater focus on structured learning, which is described in Learning from Deaths processes, mortality review and dissemination of learning to divisional mortality and patient safety leads and clinical teams (University Hospitals Bristol and Weston NHS Foundation Trust, 2025).
Outcome is a consequence of healthcare delivery, which involves such elements as mortality, morbidity, patient safety and satisfaction (Maclean, 2001). For the Bristol case, it was the negative outcome of paediatric cardiac surgeries and high mortality that made clear that there were some serious shortcomings at the structural and procedural level leading to patient harm (Bristol, 2001). Thus, the main advantage of the Donabedian model lies in the fact that it provides a clear logical connection between organisational structure, care process and patient outcomes. It could include overlapping categories, and it might fail to cover some complicated factors, such as organisational culture, leadership behavior, professional power and external pressure (Yang et al., 2025).
[bookmark: _heading=h.rkkmr5cbfme]2.4 SWOT Analysis
	Strengths
	Weaknesses

	Specialist expertise and infrastructure: Access to specialist clinical expertise and established healthcare infrastructure provides a foundation for quality improvement. Patient safety priority: University Hospitals Bristol and Weston NHS Foundation Trust identifies patient safety as a strategic priority, with organisational risks reported to the Trust Board (University Hospitals Bristol and Weston NHS Foundation Trust, 2025). Multidisciplinary improvement: Existing multidisciplinary improvement activities provide a basis for collaborative quality management.
	Governance and accountability: The Bristol case demonstrates weaknesses in governance and accountability. Poor monitoring: Inadequate monitoring and clinical oversight contributed to delayed recognition of concerns. Communication and culture: Poor communication and an organisational culture that did not adequately respond to concerns weakened patient-safety processes (Walshe and Offen, 2001).

	Opportunities
	Threats

	Patient-safety education: Education can strengthen safety culture (Agbar et al., 2023). Improved monitoring and governance: Stronger clinical audit, multidisciplinary governance and outcome monitoring can support improvement. Staff involvement: University Hospitals Bristol and Weston NHS Foundation Trust identifies patient-safety education, human factors, Learning from Patient Safety Events and mechanisms for raising concerns as improvement areas (University Hospitals Bristol and Weston NHS Foundation Trust, 2025).
	Resistance to change: Staff resistance may delay implementation. Disengagement: Poor staff engagement can weaken improvement efforts. Resource constraints: Limited resources may restrict implementation. Poor sustainability: Improvements may not be maintained without effective accountability and governance (Jalilvand et al., 2024).


Table 1: SWOT analysis of University Hospitals Bristol and Weston NHS Foundation Trust
Source: Self-developed
[bookmark: _heading=h.3220dffguy18]2.5 Critical Evaluation of Quality-Management Approaches
There are various approaches to quality management, including PDSA, Lean and Six Sigma. Specifically, PDSA can be highly beneficial for Bristol because it involves testing interventions on a smaller scale, studying them and further modifying the interventions based on the evidence. Thus, according to Abuzied et al. (2023), PDSA is applied to healthcare improvement efforts while Bugnitz and Sandberg (2025) underline the importance of developing efficient PDSA cycles. An iterative approach is required if the organisation needs to improve its governance, communication among staff, monitoring and safety procedures, as one intervention cannot solve the complex problem (Jalilvand et al., 2024).
Lean is an approach aimed at eliminating waste and extra steps, and Six Sigma focuses on reducing variation in processes (Barr and Brannan, 2024). They may be helpful for the organisation in question because both approaches may improve workflow and eliminate any possible process delays; however, the approaches' limitations are obvious when it comes to the organisational culture and governance. Reducing waste or variation cannot ensure that the staff members will express their concerns or that the manager will address the issues (Jalilvand et al., 2024).
The argument presented by Braithwaite (2018), therefore, is that healthcare improvement must be understood more broadly due to the nature of health organisations being complex adaptive systems as opposed to production systems.
PDSA is the best approach for this situation, whereas Lean and Six Sigma can complement the approach where there is identification of process-related problems. As demonstrated by Harrison et al. (2021), change management, improvement and implementation models often overlap in the realm of healthcare, and this means that effective improvement requires both choosing the right method and considering factors such as leadership, employee engagement, communication and organisational preparedness (Hibbert et al., 2023).
[bookmark: _heading=h.gpse3tq7cc7d]3. Recommendations and Implementation Strategy
[bookmark: _heading=h.bi9vp6vg1zg]3.1 Evidence-Based Recommendations
First, it is necessary to improve clinical governance and accountability. A multidisciplinary clinical governance team needs to carry out systematic reviews of outcomes, adverse events, and safety issues associated with paediatric cardiac surgery. It is important to define who will review the variation in outcomes and what procedures are to be carried out in case mortality and/or complication rate exceeds certain values. According to Jalilvand et al. (2024), it is very important to have good accountability systems in healthcare institutions and Hibbert et al. (2023) suggest that there should be good systems in place to use safety information for learning and action. It is important to mention that this suggestion is also consistent with contemporary practices of University Hospitals Bristol and Weston NHS Foundation Trust  in terms of Learning from Deaths.
Second, a culture of patient safety should be fostered. This includes the implementation of patient safety education, incident reporting, feedback to employees and learning from incidents and near-misses. There should also be mechanisms where concerns could be raised psychologically safely. According to Agbar et al. (2023), the contribution of patient safety education to safety culture can be seen, while Draganović and Offermanns (2022) stress the importance of evidence-based approach to fostering safety culture. The evidence of University Hospitals Bristol and Weston NHS Foundation Trust (2025) shows some progress in this regard: the percentage of staff reporting that people involved in incidents are treated fairly increased from 65.4% to 66.1%, while the percentage of staff reporting that the organisation prevents errors and incidents from occurring again increased from 70.2% to 71.0% (University Hospitals Bristol and Weston NHS Foundation Trust, 2025).
Third, leadership should incorporate accountability and employee engagement. Leaders should be trained in patient safety leadership, human factors, and compassionate communication while being accountable for handling patient safety concerns. According to Ahmed et al. (2024), there is a connection between leadership and patient safety and quality, while Ystaas et al. (2023) identify positive associations between transformational leadership, nursing environment, and patient outcomes. Patient safety leadership training needs to be provided to leaders to enable them to recognise risks, promote staff reporting, foster open communication and ensure lessons from errors are acted upon (Ahmed et al., 2024). The way in which this is achieved is by reinforcing trust, shared responsibility and continuous improvement, which in turn ultimately decreases preventable harm and enhances quality of patient care (Hibbert et al., 2023).

Fourthly, improvements can be made in terms of communication and multidisciplinary working. Multidisciplinary safety meetings, escalation processes and direct lines for patients and families to voice their concerns need to be embedded. According to Kelly et al. (2023), there are human factors and teamwork which play a key role in safe clinical practice. Application of Martha's Rule in University Hospitals Bristol and Weston NHS Foundation Trust contemporary practice is important as well because it gives an opportunity to patients and families to make requests for clinical review in case when deterioration concerns are not sufficiently dealt with. It is crucial in order to learn the lesson of Bristol and make sure that concerns are considered and dealt with before anything bad happens (Osman et al., 2025). Leaders must ensure that good, timely and respectful communication is ensured between doctors, nurses, pharmacists and other healthcare personnel (Kelly et al., 2023). Shared decision making can be assisted through regular multidisciplinary meetings, safety huddles and the timely identification and resolution of concerns.
[bookmark: _heading=h.8vbznxk13yuk]3.2 PDSA Implementation Plan
Plan
Stage one should begin by identifying the baseline data with regards to surgical mortality, incidence of complications, incident reports, the completion of clinical audit and perception of psychological safety amongst the staff members (Hibbert et al., 2023). The escalation process needs to be identified in order to determine where delays have occurred. The multidisciplinary improvement team needs to consist of surgeons, nurses, anaesthetists, governance, management personnel, patients’ safety officers and patient representatives. Targets need to be set which could include 100% compliance with case review and appropriate escalation of the identified safety signals. This process follows the guidelines provided by Abuzied et al. (2023) who highlight the benefit of PDSA in healthcare improvement.
Do
An initial pilot study should include introduction of a weekly multidisciplinary safety review, development of the standardised outcomes dashboard and implementation of the escalation protocol. Patient safety and human factors education should be provided to the staff and the incident reporting should be tied to feedback in order for the staff members to learn about the results of their concern (Huang et al., 2025).
[image: Framework • EIIC]
Figure 4. PDSA Cycle
(Source: Howick et al., 2024)
Study
Outcome and process measures should be used to evaluate the intervention. Outcome measures should encompass mortality, trends of adverse events and complications, while process measures should focus on the proportion of reviewed cases, audit completion, training completion and the time between detection and escalation of safety problems (Howick et al., 2024). Feedback regarding staff safety culture should also be obtained in order to determine whether staff members are able to raise any concerns. According to Toulany and Shojania (2025), measurement of improvement is supposed to yield results that allow learning rather than judging the performance. 
Act
In case of improvement in the pilot stage, the intervention is to be standardised and integrated into clinical governance routine, with ownership and ongoing monitoring being provided. In case of the failure to achieve the target, the barriers are to be identified, the intervention revised and a new PDSA cycle implemented. Bugnitz and Sandberg (2025) stress that efficient PDSA cycles involve focused aims, proper measurements and learning that helps in further testing. Thus, PDSA has to be viewed as an ongoing improvement cycle rather than a single project (Huang et al., 2025).
[bookmark: _heading=h.jxskxbiwuz1t]3.3 Measurement and Sustainability
Sustainability depends on a balanced set of SMART indicators. Outcome indicators would involve mortality in paediatric cardiac surgery, rate of adverse events, and complications rate (Huang et al., 2025). Process indicators would include percentage of eligible cases audited, percentage of clinical audits completed, percentage of staff training completed, and percentage of safety issues raised and acted on within the agreed timeline. The balancing indicators would measure the workload on staff, administrative burden and staff engagement to ensure that the activities do not create any unintended risks to patients. Toulany and Shojania (2025) advocate for measurement to guide sustainable improvement.
[bookmark: _heading=h.qsy0amg2rzaj]4. Conclusion
The case of Bristol Royal Infirmary shows that significant patient safety problems emerge due to a combination of deficiencies related to governance, leadership, communication, monitoring, and organisational culture. The Fishbone and Five Whys analyses reveal such systemic factors, while the Donabedian Model proves that structural and process issues result in negative outcomes. In addition, the SWOT analysis determines the organisational strengths and limitations that are pertinent to the implementation of change. The proposed report suggests addressing issues of governance and accountability, patient safety culture, leadership and multidisciplinary communication. PDSA is the most suitable method for implementation since measures can be tried out, measured, and perfected prior to their integration into routine practice. Sustained change will depend on leadership responsibility, reliable outcome measurement, employee involvement, lessons learned and mechanisms of acting on professionals' and patients' concerns.
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