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[bookmark: _Toc215158506]Introduction
One widely cited example of such a systemic failure is the Bristol Royal Infirmary (BRI) paediatric cardiac surgery scandal, often referred to as ‘one of the greatest scandals in the history of the NHS' and an episode that changed clinical governance. Mortality rates for some paediatric cardiac procedures at BRI were substantially higher than those in similar centres between 1984 and 1995, but concerns went unaddressed for many years. He concluded that “unnecessary risk was attached to the care of children” and avoidable deaths had been caused not by isolated mistakes, but systemic errors (Bristol Royal Infirmary Inquiry, 2001; Department of Health, 2002). The case therefore became a byword for what can result when there is an absence of clinical performance, governance and culture to ensure the safety of patients.
The Inquiry highlighted a number of problems: to work at the limits of paediatric expertise was conducted under-performance had not been identified due to inadequate checking and benchmarking procedures in place, lines of accountability within hospital trust boards were weak; clarity around roles, responsibilities and accountability was less than optimal, reporting had been ineffective, and staff as well as parents did not feel heard (Coulter, 2002; Walshe and Offen, 2001). Subsequently, the introduction of better audit and then the advent of establishment of clinical governance were associated with improved paediatric cardiac outcomes nationally (Espuny Pujol et al., 2022; HQIP / NICOR, 2022). But further scandals, including Mid Staffordshire (Francis, 2013) and recent findings from the NHS Staff Survey (NHS Staff Survey, 2024; Patient Safety Learning, 2025), suggest that cultural and system failures have not yet been effectively addressed.
This report uses the Bristol case to illustrate a significant quality and safety failure in health care. The core problem is described as a mixture of high mortality, poor clinical governance, lack of adequate measurement or focus on safety and a culture which failed to promote openness or learning. To analyse this, the report applies several theoretical frameworks. For this purpose we rely on Donabedian’s structure– process–outcome framework to categorise failures systematically (Donabedian, 1988; 2005). Root-cause analysis (RCA) tools such as the Fishbone (cause-and-effect) diagram and 5 Whys are subsequently applied to investigate deeper causes (Ishikawa, 1986; IHI, n.d.-a; IHI, n.d.-b). Safety measurement and monitoring ideas, most notably Vincent, Burnett and Carthey’s (2014) framework of safety metrics in high-risk organisations can be used to critique how Bristol did not establish a complete understanding of risk. These findings are placed in the broader context of NHS patient safety using a SWOT analysis (NHS England, 2019; WHO, 2021).
The second objective is to propose practical, evidence-based recommendations. These take the form of quality improvement methodologies that are well established including Plan–Do–Study–Act (PDSA) cycles, Lean thinking and elements of Six Sigma (Langley et al., 2009; Taylor et al., 2014; Graban, 2016; Antony and Kumar, 2012; Taner, Sezen and Antony, 2007). The modern day context for such suggestions is represented by existing policy architecture including the NHS Patient Safety Strategy, Patient Safety Incident Response Framework (PSIRF) and the Being Fair tool (NHS England, 2019; NHS England, 2021a; NHS Confederation, 2019; NHS England, n.d.).
Overall, the report argues that Bristol is a failure of structure, process, measurement and culture at several levels. Using the available theoretical models and lessons from previous reforms, it seeks to demonstrate how common quality problems can be diagnosed more before they become acute and high-risk services can be designed or managed with greater safety in the future.

1. Overview of the quality failure
As the Bristol case has been characterised, a “very public failure” because all three poor clinical outcomes, weak governance and substantial damage to reputation were present in this large disaster (Walshe and Offen, 2001). For more than a decade mortality rates for some paediatric cardiac surgery at BRI were substantially higher than that in other units, but local and national mechanisms failed to intervene (Bristol Royal Infirmary Inquiry, 2001). Analyses of national data indicate that there were better outcomes following the Inquiry, and transparency and audit for congenital heart disease services became more routine (Espuny Pujol et al., 2022; HQIP / NICOR, 2022). This is consistent with the belief that weak systems of measurement and oversight, rather than simply individual performance, were at the heart of the failure.
The Inquiry also highlighted deficiencies in how patients and families were involved. Parents concern about high death rates and lack of communication were frequently ignored, with information instead being in the hands of senior clinicians (Coulter, 2002). More junior staff were disempowered from questioning consultants in a “club” of loyalty and reputations over candour (Bristol Royal Infirmary Inquiry, 2001; Francis, 2015). These attributes render Bristol a strong ‘case’ through which to explore the interplay between culture, governance and data interact to shape care quality.
2. Donabedian’s structure–process–outcome model
Donabedian’s model provides a structured way to analyse quality by distinguishing between structure (the environment in which care occurs), process (what is done) and outcome (the results for patients) (Donabedian, 1988; 2005). Table 1 summarises how these domains apply to Bristol.
Table 1. Application of the Donabedian Model to the Bristol Royal Infirmary Quality Failure
	Domain
	BRI Example
	Impact / Explanation

	Structure
	Limited paediatric expertise; weak clinical governance; poor board oversight; no routine national audit.
	Structural weaknesses meant that poor performance could persist without early detection or challenge.

	Process
	No routine mortality audit; minimal benchmarking; concerns ignored; ineffective MDT communication.
	Daily clinical and governance processes failed to generate learning or trigger corrective action.

	Outcome
	Excess paediatric mortality; harm to families; loss of trust; reputational damage.
	Visible mortality was accompanied by wider emotional, organisational and reputational harm.


In terms of its structure, the unit was not staffed to flexible paediatric specialist levels, and it did not function in a mature governance environment. Boards were unused to examining clinical outcomes in detail and systematic audit and comparison with national norms was still in gestation (Scally and Donaldson, 1998). At process level, there was weak feedback of mortality and morbidity data, with no turning of outcome data into actionable analysis. Staff and parents’ issues were dealt with informally, sometimes not magnifying them further following examination (Coulter, 2002; Bristol Royal Infirmary Inquiry, 2001).
The consequences not only involved lost lives and complications, but also long-term psychological damage for families and a loss of confidence in the NHS. It also highlighted weaknesses in professional self-regulation and governance, prompting comprehensive changes to practice (Kohn, Corrigan and Donaldson, 2000; Francis, 2013). Although Donabedian’s model is open to critique (critique says it underplays culture or feedback loops) for its perceived linear form the linearity in this case highlights that poor outcomes were due to structural and process failure.
3. Root cause analysis: Fishbone and 5 Whys
Root-cause analysis tools help to explore how the multiple factors combined to produce the Bristol failure. A Fishbone table groups contributing causes under headings such as People, Process, Management, Environment and Equipment (Ishikawa, 1986; IHI, n.d.-a).
Table 2: Fishbone Analysis – Excess Mortality in Paediatric Cardiac Surgery at Bristol
	Category (Main “Bone”)
	Contributory Factors (Sub-causes)

	People
	• Limited paediatric cardiac expertise in the surgical team 
• Overconfidence of senior clinicians and reluctance to seek support 
• Multidisciplinary team communication gaps (surgeons, anaesthetists, ICU, nurses) 
• Inadequate training, supervision and mentoring for junior staff

	Process
	• No routine, structured mortality and morbidity audit 
• Minimal benchmarking of outcomes with other paediatric cardiac centres 
• Poor escalation pathways for clinical and safety concerns raised by staff or families 
• Inconsistent case selection processes (treating very high-risk cases locally rather than referring) 
• Lack of standardised protocols and checklists for complex procedures

	Management
	• Hierarchical “club” culture dominated by a small group of senior clinicians 
• Board and senior management unaware of, or slow to respond to, emerging risk signals 
• Defensive response to criticism from staff, parents and external reviewers 
• Reputation and institutional loyalty prioritised over transparency and learning 
• Weak clinical governance structures and unclear accountability for quality and safety

	Environment / Systems
	• Fragmented data systems and poor integration with national audit programmes 
• Limited involvement of families and patient representatives in governance and service design 
• High complexity and demand for specialist surgery with limited specialist capacity 
• Wider NHS culture at the time emphasising professional autonomy over scrutiny and open reporting


                              
The 5 Whys technique complements this by unpacking one causal chain (IHI, n.d.-b). Table 2 summarises a simplified 5 Whys analysis.
Table 3. 5 Whys Analysis of Excess Mortality at Bristol
	Why #
	Reason Identified

	1
	Mortality rates for some procedures were higher than in other centres.

	2
	Poor performance was not detected or acted upon early.

	3
	Effective audit and benchmarking systems were not in place.

	4
	Staff concerns were not escalated due to hierarchical, defensive culture.

	5
	Leadership prioritised local reputation and autonomy over transparency and learning.


These methods inevitably simplify a complex reality and can give a misleading impression of a single “root cause”. In practice, the Bristol failure fits Reason’s view of multiple “latent conditions” across the system aligning to create a window for disaster (Reason, 2000). Nonetheless, the Fishbone and 5 Whys frameworks are valuable because they shift attention from individual blame to system design, governance and culture.
4. Safety measurement, monitoring and culture
Vincent, Burnett and Carthey (2014) advocate that organizations should ensure safety in five levels: past harm, reliability of processes, sensitivity to operations, anticipation and preparedness, and integration and learning. Most of these dimensions at Bristol were low. Mortality statistics were available but not done so reliably nor benchmarked; process failure was not measured, and there was a narrow focus on operational concerns expressed by staff and families (Bristol Royal Infirmary Inquiry, 2001; Coulter, 2002).
In a post-Bristol period, the NHS began to develop mechanisms for patient safety. The NHS Patient Safety Strategy provides a national framework based on safer culture, safer systems and safer patients (NHS England, 2019; 2021a). The Patient Safety Incident Response Framework (PSIRF) and local mechanism such as North Bristol’s PSIRP intend to develop more proportionate, learning focused approaches following incidents which avoid simply attributing them to individuals through fault finding by design (North Bristol NHS Trust, 2023).
But surveys and commentary indicate that the culture is still delicate in many places. Staff reports the ongoing fear of speaking up and a perception of blame (NHS Staff Survey, 2024; Patient Safety Learning, 2025). Reviews of safety culture interventions indicate that there are some beneficial effects, but also that the success of sustained change is difficult without wider organisational endorsement (Weaver et al., 2013; NHS England, 2023). Tools like the Being Fair framework are intended to support organisations to find the right equilibrium between accountability and learning (NHS England, n.d.; Francis, 2015).
5. SWOT analysis of NHS safety governance
A SWOT analysis helps to connect Bristol’s lessons with current strengths and weaknesses in NHS safety governance and service improvement (NHS England, 2019; WHO, 2021). Table 3 summarises the main points.
Table 4. SWOT Analysis of NHS Patient Safety and Quality Governance (Post-Bristol)
	Category
	Key Points

	Strengths
	National safety frameworks (NHS Patient Safety Strategy, PSIRF); strong clinical audits (e.g. NCHDA); clearer board accountability; emphasis on transparency and learning.

	Weaknesses
	Variable implementation between trusts; persistent hierarchy and fear of blame; fragmented data systems; limited analytic capacity and time.

	Opportunities
	Use of real-time dashboards; applying Lean, PDSA and Six Sigma; better use of national audit data; stronger involvement of staff and families.

	Threats
	Workforce shortages and burnout; financial pressures; risk of superficial compliance; political pressure for quick fixes.


This analysis indicates that while structural architecture has progressed since Bristol, the interdependence between governance and culture on one hand, daily practice and data on another need consistent attention. So, the next part is how do we practically address these using quality improvement approaches?
6. Benchmarking
Benchmarking supports organisations in measuring how well their services are currently performing to national standard and evidence based best practice (NHS England, 2019; NHS England, 2023). In relation to the Bristol Royal Infirmary scandal, benchmarking shows a stark contrast between how standards of governance, safety measurement and culture should be against what was happening before the Inquiry.
Bristol Before” – the table draws comparisons between This gripping is a bold attempt to make non-promising uninspirational words of department of whatever improved The awful consequences intensively draw, “National Standards”, and “Best Practice / Expected After Improvement” to show that immature structures, dysfunctional processes and deadly culture made sure that high mortality rates endured.
Were the common recommendations proposed in this review (strengthened governance, tiered mortality audit process, Lean/PDSA approach to escalations, transparent safety data and just a culture) implemented across the board then the organisation would be nearer equipping itself for an accountable, learning organisation that is truly patient-centred. This is a crucial move to rebuild trust, boost staff morale, engage families and avoid repeating high-risk systemic failure (Francis, 2015; Vincent et al., 2014).
Table 5: Benchmarking Table: Comparison of National Standards, Bristol Practices, and Expected Improvement
	Indicator
	National Standard
	Bristol Before Inquiry
	Expected After Improvement (Aligned to Recommendations)

	Patient safety culture
	Open reporting; psychological safety; aligned to NHS Patient Safety Strategy and CQC “Well-Led”
	Staff concerns ignored; junior staff afraid to speak up; hierarchical “club” culture; defensive responses (Bristol Inquiry, Coulter 2002).
	Just culture adopted; PSIRF and Being-Fair used; safety huddles and debriefs routine; Freedom to Speak Up metrics improve; staff report psychological safety.

	Incident reporting system
	Digital systems (Datix); timely escalation; structured investigations; proportional response (PSIRF)
	No structured mortality audit; concerns not escalated; fragmented data; delayed responses; limited benchmarking with national audit.
	Integrated digital reporting; real-time dashboards; structured mortality reviews; escalation pathways followed; regular board-level reporting.

	Leadership & governance
	CQC “Well-Led”: accountability, transparency, responsive leadership; board oversight of outcomes
	Weak governance; board unaware of risk signals; over-reliance on senior clinicians; reputation prioritised over learning (Walshe & Offen 2001).
	Clear accountability; clinical governance strengthened; non-executives trained in outcome interpretation; regular quality reports; transparent learning culture.

	Training & competence
	NHS standard: mandatory training compliance; competency assurance; adequate specialist staffing
	Limited paediatric expertise; supervision deficits; variable competencies; MDT communication gaps; juniors unsupported.
	Competency frameworks implemented; safer case-selection; networks/referral pathways formalised; simulation-based training; improved MDT collaboration.

	Case selection & referral
	Use of national standards and networks; high-risk cases referred to specialist centres
	Inconsistent case selection; high-risk patients treated locally despite low volumes; limited benchmarking.
	Referral triggers defined; volume thresholds applied; supra-regional centres used appropriately; reduction in inappropriate high-risk local cases.

	Data systems & monitoring
	Integrated data with national audits (e.g., NCHDA); continuous monitoring; use of risk-adjusted metrics
	Poor data integration; no national benchmarking; mortality visible but not analysed; board not informed.
	Risk-adjusted mortality dashboards; routine benchmarking; board receives monthly safety metrics; improved predictive monitoring.

	Family involvement & transparency
	Patient/family involvement in governance; duty of candour
	Parents’ concerns ignored; limited communication; families not involved in governance.
	Family involvement in reviews; duty of candour compliance; co-designed patient materials; parent advocates in governance.

	Quality improvement methodology
	Use of PDSA, Lean, Six Sigma; continuous improvement
	No structured QI; reactive responses; defensive culture; no learning systems.
	Regular PDSA cycles; lean pathway redesign; Six Sigma variation analysis; improvement capability built into teams.



[bookmark: _Toc215158508]Recommendations
Recommendations below seek to target the root causes identified in the Bristol case as well as enhance quality and safety standards within high-risk NHS services including paediatric cardiac surgery. They are organised into four categories and utilise PDSA, Lean and Six Sigma.
1. Enhance the measure and safety of disclosure of results
Trusts delivering major surgery should have comprehensive systems for measurement of safety in place, that are consistent with the framework developed by Vincent, Burnett and Carthey (2014).
Key actions:
· Integrated dashboards: Create clinical dashboards that bring together National Congenital Heart Disease Audit data with local theatre, intensive care and follow-up data, enabling teams and trust boards to view more easily trends and outliers (HQIP / NICOR, 2022; NCHDA, 2022).
· Structured mortality reviews: Establish a system for structured, multidisciplinary review of paediatric cardiac mortalities and morbidities with agreed templates (such as including learning) and explicit learning from them.
· Routine board reporting: Include representative safety metrics (e.g. risk-adjusted mortality, unplanned returns to theatre) as a regular item at quality and board meetings.
Such changes should be tested via small PDSA cycles, such as piloting a single type of dashboard among a subset of procedures and revising it based on feedback from clinicians (Langley et al., 2009; Taylor et al., 2014).
2. Embed clinical governance and board responsibility
To prevent further instances of poor governance, trusts need to be strengthened clinical leadership and clarify accountability.
Suggested measures:
· Board training and engagement: Train non-executive directors how to interpret clinical outcome data and ask them to challenge variation and trends (Scally and Donaldson, 1998).
· Clear governance structures: The clinical directorates, quality committees, and board should be linked by unambiguous reporting and escalation mechanisms, with individuals named as leads for paediatric cardiac quality.
· Appraisal and revalidation: Use evidence of audit participation, incident review and improvement work in consultant appraisal to national guidance for professional standards (Kohn, Corrigan and Donaldson, 2000; Royal Wolverhampton NHS Trust, 2020).
PDSA cycles can also be applied here, such as trialling shorter, sharper board reports which help promote conversation instead of drowning members in data.
3. Create an open, fair, and learning culture
Cultural failures were central to the failure in Bristol, and any improvement must target the need to promote a just and learning culture.
Recommended actions:
· Support speaking up: Using a local survey and qualitative feedback, regularly track the experiences of staff from high-risk services in an organisation where Freedom to Speak Up guardians’ employees and their voices are both visible (Francis, 2015; NHS Staff Survey, 2024).
· Team-based safety practices: introduce the regular use of safety huddles, checklists and debriefs in theatres and intensive care by using structured tools such as SBAR and WHO surgical safety checklists (Weaver et al., 2013; O’Daniel and Rosenstein, 2008).
· Fair incident responses: Adopt PSIRF and Being Fair approaches to assist investigations and response to incidents, keeping the focus on learning and system improvement rather than a blaming default (NHS England, 2021b; NHS England, n.d.; North Bristol NHS Trust, 2023).
These activities are then supported by “lean thinking” where staff are encouraged to identify ‘waste’ and defects in pathways, and contribute ideas for improvement, which can enhance engagement and psychological safety (Graban, 2016; Al-Balushi et al., 2014).
4. Enhance staff competence and safe case choice
To avoid clinicians working outside their own competence and patients receiving care within the best suited centres:
· Define competence and volume thresholds: Establish specific threshold requirements for teams and surgeons to undertake the most complex procedures based upon national and international data (HQIP / NICOR, 2022; NCHDA, 2022).
· Use networks and referrals: Develop optimal formal networks, such that very complex or rare cases are referred to high volume supra-regional centres, minimising the risk of low volumes.
· Continuous development: Implement simulation-based training and peer observation programmes to encourage progress of technical and non-technical skills, such as communication, leadership and crisis responses.
Using its tools like process mapping and analysis of variation, Six Sigma practitioners can identify where performance is drifting away from expectation and target the interventions accordingly (Taner, Sezen and Antony, 2007; Antony and Kumar, 2012). Once more, PDSA cycles offer a practical means of trialling new case selection policies or referral triggers in a non-disruptive manner.
5. Use Lean and PDSA to redesign critical processes
Lastly, key processes that didn’t work in Bristol – escalation of concerns and making the judgment around complex cases – need to be redesigned with Lean and PDSA in mind.
Examples include:
· Escalation pathways: Document existing escalation paths from ward and theatre to clinical leadership and the board, noting delays, duplication and capturing common themes before the delivery of a simplified pathway co-designed with front-line staff. Test changes to one unit before scaling it up.
· Referral decision-making: Map how current decisions are made about treating or referring high risk patients. Create explicit criteria and checklist and test these in practice with PDSA cycles.
These are by no means fool-proof and run the risk of becoming superficial “projects” if they’re not part of broader governance, culture, etc. We could prevent this by each improvement initiative being explicitly connected to the boards and national safety goals and Global Patient Safety Action Plan (WHO, 2021) with families involved when relevant."
[bookmark: _Toc215158509]Conclusion
The Bristol Royal Infirmary children’s heart surgery scandal was the result of a very serious failure in quality and safety within the NHS that tolerated higher than expected mortality because of poor governance, insufficient safety measurement and a closed hierarchical culture. Through the lens of Donabedian’s structure–process–outcome model, the case may be considered a product of poorly aligned structures (inadequate specialist oversight and undeveloped clinical governance), ineffective processes (absence of audit, benchmarking and robust escalation) and adverse outcomes for patients, but also for public confidence. Root-cause analysis tools such as the Fishbone diagram and 5 Whys shed light on how these factors interacted, while safety measurement frameworks reveal that proactive monitoring was almost non-existent in Bristol.
The case prompted important reforms. But the SWOT analysis indicates there are major hurdles to overcome and not just in terms of culture, data linkages and improvement capability. However, recent staff survey results indicate that fear of speaking up still looms for some, indicating the yet unachieved realisation of just culture (NHS Staff Survey, 2024; Patient Safety Learning, 2025).
It postulates that preventing such failures is a function of strong measurement and monitoring, improved clinical governance and board accountability, continued investment in developing an open and just culture, and sustained effort to maintain workforce capability and referral networks. Quality improvement methods such as Plan-Do-Study-Act, Lean and Six Sigma can help undergird this work when applied thoughtfully with staff and patients (Batalden and Davidoff, 2007). Although they are no silver bullets, these approaches present practical techniques for translating the lessons of Bristol into concrete, sustained impact on safety and quality through high-risk services and the broader health and social care system.
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