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Introduction
The Bristol Royal Infirmary paediatric cardiac surgery scandal that took place between 1984 and 1995, is a historic fault in the UK healthcare system that brought major gaps in quality assurance, clinical governance and patient safety that led to avoidable deaths of children and the long-term damage of families (Kennedy, 2001). This investigation, which was led by Professor Sir Ian Kennedy, looked into the management of complex heart surgical services to children in the Bristol Royal Infirmary and the Bristol Royal Hospital of Sick Children and found a trend of insufficient care, which resulted in mortality rates many times higher than those on the national average (Dyer, 2001). It needs a closer study since it was not only a testimony to systemic failures as well as a contribute factor in the deaths of about 30-35 children under the age of one year in 199195 but also acted as a spring board to a series of wholesale changes in healthcare in clinical governance, patient safety, and regulatory controls that could help to alleviate the cause of grief in the lives of a number of children in the years to come (Kennedy, 2001). In particular, the comparison of routinely collected data during 1984-1996 found that Bristol was an outlier as mortality from open-heart surgery in children under one year old in Bristol was found to be about two times those of other, contributing to death toll of about 30-35 more than those reported during the 1991-1995 (Aylin et al., 2001). In certain surgery cases, artificial death rates were as high as 52.6% (20 out of 38) in the case of arterial switch operations and 60% (9 out of 15) by the case of the atrio-ventricular septal defect repair, which is significantly above the national mortality rate of 10-15% (Kennedy, 2001; Aylin et al., 2001). Two surgeons, Mr. James Wisheart and Mr. Janardan Dhasmana, whose surgeries, including atrio-ventricular septal defect surgeries, arterial switch surgeries, had high mortality rates, were involved in the scandal, 9 deaths in the main periods and 20 deaths in the main periods respectively (BBC, 2025).
The root of the problem was an inefficient model of service delivery where there was split-site operation with the separation of surgical operation and post-operative care that created inefficiencies and risk of patients transfer (Butler, 2002). The investigation revealed that there was a "club culture of clinicians, whereby hierarchical lines of power suppressed the issues of the staff, and the leadership continued to ignore the complaints of staff like a whistleblower, an anaesthetist, Dr. Stephen Bolsin, who had raised concerns over the high mortality rates at the hospital (Bolsin, 2002). Inadequate communication, absence of informed consent, disregard of their concerns were reported by the families reinforcing the psychological trauma and making them distrust the system (Coulter, 2002). These did not go uncompensated by the general policy failures of the pre-1998 NHS period in which reform required was based on cost efficiencies and internal market rather than clinical quality monitoring with no mandatory audit of national standards of specialist services such as paediatric cardiac surgery (Price et al., 2020).
Their effects were manifold: a compromise in quality of care due to lack of proper monitoring and safety, preventable morbidity in the survivors, including brain damage; lack of efficiency in terms of resources wasted, extended operations, and repeated errors without learning; a lack of equity as infants particularly the vulnerable who represent various socio-economic groups bore a disproportionate effect, as a result of uneven access and prioritization (Murphy, 2012). The Kennedy Report of 2001 proved to be a trigger to systems changes with clinical governance and compulsory audits, with further regulation exerting influence on contemporary models such as those of the Care Quality Commission (The Health Foundation, 2001). Going back 20 years, it remains clear that regulatory coordination and patient safety issues had been encountered and continue to be a challenge to date, requiring the need to have these issues mitigated sustainably (PSA, 2025).
This report builds upon the analysis in Component 1 by first slicing root causes and building suggestions to improve the service. It employs the Donabedian Model in the assessment of structure, process, and outcomes; the Fishbone Diagram in the classification of contributory factors; and SWOT analysis to strategize (Harrison et al., 2021). The policy issues are thoroughly discussed basing on the evidence of the inquiry and the current research. Suggestions include the 8- Step Change Model of Kotter, on the cultural transformation and PDSA cycle of the repetition of the improvements, setting the benchmarks based on the current quality initiatives in paediatric cardiothoracic care (Hu et al., 2024; Golden et al., 2025). It is hoped that this will show how these tools can be used to build a sustainable, patient-centered health service that will avoid future tragedies such as Bristol.
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Donabedian Model is an example expressed in a rather basic form in 1988 and then it has become the cornerstone of how to evaluate quality of healthcare through interconnection of aspects of structure, process and outcome, which gives a framework of how to assess deficiencies in service and ways to improve it systematically (Murphy, 2012). Its use to explain the Bristol scandal explicates the interrelationship between failures on any of these contributing factors that continued with poor quality paediatric cardiac surgery, and gives practical lessons in current-day quality assurance (Harrison et al., 2021).
Structure
Structure will include the organizational and resource base of care provision. At Bristol, structural deficits were seen in the split-site system, where the patients were operated at the Royal Infirmary and the transfer of patients to intensive care was unsafe; and the multidisciplinary teams were divided (Kennedy, 2001). The shortcomings of staffing were the shortage of specialized paediatric nurses and cardiologists where only two senior cardiologists were available at the beginning and were way below the recommended figures on high-risk procedures (Bolsin, 2002). NHS standards and the Kennedy Report suggested that paediatric cardiac units needed three senior cardiologists with junior assistance to maintain decent coverage, yet Bristol had two at first with no trainees, a situation which was unacceptable in the eyes of organizations such as the British Medical Association (Kennedy, 2001). In the case of the nursing, the ICU had the bed number divided between the 5.4 whole-time equivalent (WTE) and the 6.4 recommended bed divided between the two RSCNs but there were less than two RSCNs working on the wards compared to the recommended 24-hours that were required per the environment with children only (Kennedy, 2001) just the same recommendations are shown in reference to the nursing staff. In addition, the lack of specific paediatric facilities and equipment also added to the inefficiencies leading to unequal allocation of resources to adult services due to the national financial limitation in the budget (Butler, 2002). The absence of any volume requirements, since Bristol made less than 50 open-heart operations a year in under-ones and 80-100 to qualify as a proficient provider, were latent weaknesses in the policy; it was not the performance that increased Bristol to the status of a supra-regional center, but its location (Aylin et al., 2001). Modern standard requirements like prioritizing the minimum volume of cases served to minimize death rates indicate these gaps and guide transformations such as centralizing the services (Suseeladevi et al., 2025).
Process
Process entails the care providing mechanisms such as clinical practices and coordination. Bristol processes were affected by ineffective surgical procedures, lack of regular audits and ignoring the concerns of whistleblowers leading to high mortality rates going unaddressed (Dyer, 2001). As an example, there was historical inaccuracy when submitting the data to the registries and failure to follow the emerging clinical guidelines or multidisciplinary reviews that led to lengthy operations and errors that went unchecked (BBC, 2025). Breakdown of communication was high: families were being given incomplete risk information, which was against the principle of informed consent, as well as internal hierarchies withheld the warning signals of all Employees including Dr. Bolsin (Coulter, 2002). In its Clinical Case Note Review of 80 cases that was conducted by the inquiry revealed inadequacies during all the stages of steps one took to diagnose and the other after the operations, where one-third of under-one deaths was ruled to have been averted (Kennedy, 2001). This is contrary to the best practice in high-performing units where systematic morbidity meetings and peer reviews curbed the risks with Bristol going out of the national norms (NICE, 2002).
Outcome
Outcome measures final outcomes such as the survival and morbidity rates. In Bristol, the results were disastrous: the mortality rates in the arterial switch operations under Mr. Dhasmana were 52.6% (20/38), and in the AVSD repair under Mr. Wisheart 60% (9/15), which were much higher than the national figures, 10-15% (Aylin et al., 2001). In short, in each case of long term morbidity, such as neurological damage on the survivors, excess deaths were 30-35 among under-ones in 1991-1995 (Bolsin, 2002). There is a cause-effect relationship in the model: processes of weak structures resulted in poor outcomes due to the post-mortem results of the presence of unsuspected abnormalities in 80 percent of cases (Kennedy, 2001). Importantly, Donabedian can be best used in retrospective analysis though its shortcomings in dynamic interdependency analysis imply its combination with other tools such as Fishbone to support root cause identification entirely, which can be applicable to the post-Bristol stresses on integrated governance (Price et al., 2020).
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Based on the key domains that divide root causes, the Fishbone Diagram, also known as the Ishikawa tool, is considerate of complex failures, and it is well suited in incidents associated with healthcare when comorbid factors interplay (Harrison et al., 2021). In Bristol case, it shows how structural problems were aligned to allow damage to be done, a situation that the Swiss Cheese Model and its focus on layered defenses do not highlight (Thompson et al., 2025).
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Figure 1 Fishbone Diagram
People: It centered on incompetence and hierarchical obstacles, where the surgeons performed risky surgeries without sufficient knowledge and experience, and the employees feared to be punished when they voiced the complaints (Bolsin, 2002). An instance of this is the alerts on mortality that Dr. Bolsin gave but they were rejected leading to the culture of silence (Dyer, 2001).
Process: Improper audits and reporting enabled errors to be repeated, mortality information was not revised and there were no multidisciplinary meetings in order to discuss the patterns (Kennedy, 2001). The split-site logistics added to care escalation problems (Butler, 2002).
Policy/Measurement: There was no national standard, and poor performance was tolerated; voluntary inspection of audits was not compulsory, and data storage such as the UK Cardiac Surgical Register was not exploited to its full extent (Aylin et al., 2001). The domestic market reforms were focused on costs and not on their outcomes (Price et al., 2020).
Equipment/Materials: Secondary (older) facilities and a lack of specialized equipment were one of the sources of the operational risk, where post-mortem results revealed complications of equipment in some of the deaths (BBC, 2025).
Environment: Fusty wards, of tiny parts, and bifurcated sites were obstacles to emergency response and team building (Kennedy, 2001).
Management: The defensive leadership disregarded warnings; they focused on institutional image, rather than safety; power imbalance and accountability were factors to reinforce the club culture (Coulter, 2002).
This flow chart highlights multifactorial causation, which is found to be more practical than the linear approach, such as the 5 Whys of scandals involving a poor governance approach, and assists focused remedies such as more effective auditing (NICE, 2002).
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SWOT analysis provides a strategic lens to evaluate internal and external factors, aiding in post-incident recovery planning (Harrison et al., 2021).
	Strengths
	Weaknesses

	Local referral facility and dedicated healthcare personnel (Kennedy, 2001)
	Defense organizational culture and poor control auditing (Dyer, 2001)

	This is due to the teaching hospital where it enjoys historical prestige (Butler, 2002).
	Weak leadership accountability and split site inefficiency (Bolsin, 2002).

	Opportunities
	Threats

	Such post-inquiry reforms as clinical governance and national audits (Price et al., 2020)
	The issue of a low volume of surgery that makes errors persist (Aylin et al., 2001) is risky.

	Standardization of specialist services in order to achieve improved results (Suseeladevi et al., 2025).
	Destruction of the trust and regulation fragmentation (PSA, 2025).



SWOT shows ways to capitalize on reforms with threats reduction achieved through cultural changes (Thompson et al., 2025).
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PDSA (Plan-Do-Study-Act) is an established circle of improvement that is used to enhance quality in healthcare and allows the systematic experimentation and optimization of interventions to improve patient safety and service delivery (Hodge et al., 2019). PDSA can be used to convert the ideas expressed in the Kennedy Report to practical recommendations in the Bristol Royal Infirmary case, where too many children died because of administration and audits dysfunction, resulting in a culture of learning and making sure similar incidents do not recur (Kennedy, 2001). This cycle conforms to post-Bristol reforms, which focuses more on evidence-based changes rather than fixed policies (NICE, 2002).
Plan: Request a designed intervention on the basis of the main causes of accidents found in the investigation, including introducing mandatory mortality and competency reviews. Some of the objectives are 100 percent audit participation in a period of three months, multidisciplinary teams, families and external regulators (Dyer, 2001). Add measures such as reducing the 30-day mortality to less than 6% in the case of open-heart surgery in less-than-ones with national standards (Aylin et al., 2001). Leader in one unit (paediatrics) and resources available to support training and data support to deal with low volumes and inadequate supervision (Bolsin, 2002).
Do: Implement the plan on a small scale, i.e. implement weekly review meetings and whistleblower procedures. Exercise human factors in training the staff and gather baseline data on results and participation (Golden et al., 2025). Following up on implementation fidelity to make sure compliance is being followed, modifying when there are split-site problems as observed in Bristol (Butler, 2002).
Study: Compare findings following the pilot, comparing the outcomes in such areas as mortality audit, surveys among the staff, and family contentment rates. Compare to pre-intervention data to realize their successes like improved communication and the obstacles like resistance to change (Coulter, 2002). Incident thematic analysis will identify trends, which will be used to make adjustments (Thompson et al., 2025).
Act: Standardize good aspects in NHS trusts with good ones being refined or dropped. Nationally scale through policy governance, and continues with the cycles to maintain the advancements (Price et al., 2020). This guarantees an ability to make enhancements that are adaptive and evidence-based to change the tragic lessons of Bristol into systems that are resilient (PSA, 2025).
The cyclical aspect of PDSA facilitates constant learning over more complex healthcare settings than their linear counterparts do (Harrison et al., 2021; Hu et al., 2024).
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In 1996 and improved in 2012, Kotters 8-Step Change Model offers a stepwise viewpoint on how to manage change in an organization with leadership, communication, and sustainability, which are key factors in overcoming the resistance in complex systems, such as healthcare (Hu et al., 2024; Prosci, 2024). This model can be used to change the cultural orientation toward transparency and patient safety in case of Bristol Royal Infirmary scandal, when dangerous results were caused by improper governance and defensive cultures, the key causes of child excess deaths, were noted (Kennedy, 2001; Harrison et al., 2021).
1. Give a sense of urgency: Emphasize the mortality statistics and family loss to create an urgency and mobilize the various stakeholders overcoming complacency that had been given the whistleblower notices (Dyer, 2001; Bolsin, 2002).
2. Create a team of clinicians, managers, and regulators workers: This collaboration strategy involving multidisciplinary team players should promote reforms, which would be absent in Bristol's hierarchical club culture (Butler, 2002; Thompson et al., 2025).
3. Vision: Express the concept of safe, transparent paediatric cardiac services with the precise objectives such as audit compliance, conformity of staff members to avoid solitary behaviors (Coulter, 2002; Price et al., 2020).
4. Communicate: Share the vision by having meetings and dashboards, which would enhance the strained information sharing that troubled families (Kennedy, 2001; BBC, 2025).
5. Eliminate obstacles: Whistleblower safeguards and mentoring should be used to address the organizational hierarchy, where the leadership is hesitant to report unsafe surgeons (Bolsin, 2002; PSA, 2025).
6. Short-term wins: Easy victories, including 100 percent mortality reviews, are attained to create a roll of momentum and show that progress is being made (NICE, 2002; Golden et al., 2025).
7. Build change: Catalyze the change by integrating governance and monitoring low volumes) that are retained by the audit (Aylin et al., 2001; Suseeladevi et al., 2025).
8. Anchor culture: Introduce changes into NHS norms through appraisals and policies, and accountability should be permanent (The Health Foundation, 2001; The Stationery Office, 2015).
This model is better than the three-step model by Lewin that considers urgency and coalitions, which would be perfect in terms of NHS post-crisis revival (Harrison et al., 2021; Hu et al., 2024). In this case, it will turn failures of Bristol into resilient, patient-centered systems (UK Government, 2025; Hodge et al., 2019).
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Recommendation
Paediatric cardiac services require emergency revision to centralised high-volume units (minimum of 250- 300 open heart procedures per year in children under one year old), mandatory real time submission to the National Congenital Heart Diseases Audit (NCHDA) and independent external validation of mortality data to avoid a repeat of Bristol-type failure. It is necessary to install an effective policy on whistleblower protection, no place for hierarchical oppression, and force surgeons to undergo competent evaluation at least once a year. NHS requirements on leadership training on transparency and patient safety, with complete family involvement in consent and governance processes, should not be negotiable to renew and maintain the trust of the population (Suseeladevi et al., 2025).
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Drawing on post-Bristol standards and recent QI initiatives (Golden et al., 2025; Hodge et al., 2019):
	Aspect
	National Standard (NHS Practice)
	Bristol Performance Before (1984-1995)
	Bristol/NHS Performance After (Post-2001)

	Clinical Governance & Accountability
	The NHS trusts should positively maintain a sound clinical governance structure that includes articulate responsibility towards the safety and quality of their patients (Price et al., 2020; The Health Foundation, 2001).
	There were poor governance with confused accountability; the management was unable to identify and rectify unsafe practices (Kennedy, 2001; Dyer, 2001).
	Stronger governance implemented via Kennedy recommendations; Bristol's outcomes now align with national averages (e.g., 30-day survival >98%), with independent oversight ensuring accountability (NCHDA reports; 2016 Bristol Review) (Price et al., 2020; The Health Foundation, 2001).

	Audit & Quality Monitoring
	Getting involved in national clinical audits (e.g., NCHDA) and regular mortality reviews to guarantee safe surgical outcomes (NICE, 2002; Suseeladevi et al., 2025).
	Lack of systematic review of audit process, high mortality rates were not checked or taken action (Aylin et al., 2001; Bolsin, 2002).
	Mandatory NCHDA participation; Bristol submits annual data with outcomes comparable to other centers (e.g., mortality rates halved nationally, Bristol-specific drop from 29% to ~3% in under-1s by mid-2000s) (NICE, 2002; Suseeladevi et al., 2025).

	Leadership & Management
	The leaders are supposed to encourage transparency and learning and oppose unsafe ways (Thompson et al., 2025; Hu et al., 2024).
	There was inefficient leadership, where senior surgeons were not challenged despite developing inadequate performance, thus making them complacent (Kennedy, 2001; Butler, 2002).
	New leadership and staff post-scandal fostered transparency; "club culture" dismantled, with focus on learning and safety (e.g., mortality now below national average in some metrics) (Thompson et al., 2025; Hu et al., 2024).

	Staff Training & Competence
	Employees will have to comply with competence levels and to be in active professional growth (Golden et al., 2025; Hodge et al., 2019).
	There was a lack of supervision and evaluation of skills among surgeons; incompetence checks were also a source of failures (Bolsin, 2002; BBC, 2025).
	Enhanced training and competence assessments; Bristol's staff now meet national requirements, contributing to improved outcomes (e.g., reduced surgical site infections via QI initiatives) (Golden et al., 2025; Hodge et al., 2019).

	Communication & Family Engagement
	The open disclosure must be seen as having full information, as involvement, and support to the family during decision making (Coulter, 2002; PSA, 2025).
	The concerns of families were not taken into consideration; lack of communication brought about mistrust and distress (Kennedy, 2001; Dyer, 2001).
	Improved family involvement and open disclosure; 2016 review noted better support, though some gaps remain, aligning with NHS patient-centered reforms (Coulter, 2002; PSA, 2025).

	Regulatory Oversight & External Review
	An environment of safety threat should be addressed by independent regulators at the initial stage of the development (Price et al., 2020; The Stationery Office, 2015).
	Outsourcing did not react in time; only later, when people and the press put pressure on them (UK Government, 2025; Butler, 2002).
	Strengthened via CQC and NCHDA; regular external reviews ensure early intervention, with Bristol's services now under rigorous monitoring (Price et al., 2020; The Stationery Office, 2015).
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Conclusion
The Bristol scandal revealed the long-standing malpractice of quality assurance and extra mortalities due to structural, procedural, and policy failure were examined using Donabedian and Fishbone, and SWOT theories. These instruments show the way to reform, and Kotter model and PDSA cycles offer the opportunities of the sustainable and fair ways. The legacy of Bristol requires constant oversight to focus on patient safety.
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