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Executive summary
The high mortality rate among infants in undergoing complex cardiac procedures was identified. Therefore, investing in the right healthcare resources and governance, paediatric cardiac surgery of infants at the case organisation can be conducted with a high success rate. The Bristol Royal Infirmary case highlights that isolated intervention is not sufficient unless it is supported by an organisational culture that values continuous learning, transparency and evidence-based decision-making. The Bristol Royal Infirmary Inquiry has showcased issues and deficiencies within the processes of governance, management, communication, and accountability, resulting in a disproportionately higher infant mortality rate in pediatric cardiac surgery. Utilising the Fishbone and Donabedian models, this report will examine the causes and outline the measures for improvements, emphasizing evidence-based solutions.
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[bookmark: _Toc236854713]1.1 Identifying the Background
The healthcare organisations are always expected to deliver safe, effective as well as equal care still, there are some cases in which the failure in the governance as well as quality insurance have been devastated at the healthcare organisations. One of the best examples of this is Bristol Royal Infirmary Inquiry which happened in the UK, which investigated the unusually high mortality rates among infants, especially in paediatric cardiac surgeries. The investigation demonstrated the deaths of 30 to 35 children undergoing pediatric cardiac surgery between 1984 and 1995 (Bristol Royal Infirmary Inquiry, 2001). The enquiry revealed a lot of weaknesses in the clinical governance, accountability as well as communication, which ultimately reduced the public trust in the National Health Services, NHS and this also led to widespread reforms in the healthcare sector.
This case in Bristol is recognised as the watershed moment in the UK and its healthcare policies. The mortality rate for the paediatric cardiac surgery at Bristol were much higher than the national average with some procedures recording death rate, double those of other centres. The senior clinicians along with the managers failed to act quickly which showed too many flaws in the leadership and risk management at the hospital (NIH, 2004). The parents also reported poor communication along with the limited involvement in the decision-making, which showcase the absence of patient centred care. The long-term prevalence of the problem lies in ongoing failures in clinical governance along with the patient safety across healthcare systems even decades after the Bristol Inquiry (Department of Health, 2001).
The Bristol Inquiry demonstrated that the governance framework in the hospitals lacked the capacity to ensure the safe practises as well as the leadership also failed to create transparency and continuous improvement.
[bookmark: _Toc236854714]1.2 Evidential Support for the Problem 
The case of Bristol is not just a local failure, but it was the wider national public health concern. This case plays a significant role in shaping up the modern approaches for the quality improvement in healthcare, especially in the NHS (Ham, 2001). The incident presented the requirement for a mandatory reporting system, better accountability, framework, as well as more focus on the involvement of patient and family. This incident creates a base for analysing the quality assurance as well as service improvement. The problem identified was the increase in the infant mortality rate because of the negligence in the governance and the leadership which will remain a central point in this research (Cooper and Thomas, 2023). It showcases how the fragmented accountability structures, in adequate monitoring as well as staff shortage can reduce patient safety (Alruwaili et al. 2025). The failure at Bristol showcases the urgent need for having strong governance, effective leadership, as well as patient centred care for improvement of overall services. The implementation of an evidence-based approach like the Plan-Do-Study-Act (PDSA) cycle can improve the process of clinical governance, incorporate continuous monitoring, and provide for patient-centred improvement in healthcare practice. Ultimately, the lessons learned from this case will remain vital for ensuring the overall sustainable development in today's health and social care environment. 
[bookmark: _Toc236854715]2. Main Body
[bookmark: _Toc236854716]2.1 Rational for the Issue
The Bristol Royal Infirmary Inquiry was selected as the focal case study because its showcase is one of the most significant failures in UK healthcare with the long lasting implications for the clinical covenant along with the patient's safety (Cahill, 2022). The unusually high mortality rates among infants in paediatric cardiac surgery between 1984 and 1985, showcases the systemic weaknesses in the leadership, accountability as well as the overall quality assurance (Dyer, 2002). This issue is especially relevant to the study of service improvement because cases the organisational negligence along with poor communication can directly compromise the overall patient safety outcomes.
Selection of this topic is based on its relevance which aligns with the changes made after the investigation of this problem. The healthcare organisations are still struggling with implementing effective governance structures, transparency, as well as patient-oriented care (BBC News, 2016). In addition, the case of Bristol is an important case through which to examine how problems in clinical risk management and leadership can spiral into public health issues. It is also a useful framework in understanding the application of theories such as the Fishbone Diagram, Root Cause Analysis, as well as the Donabedian Model. In reviewing the case of Bristol, this report will be able to come up with recommendations that will not only overcome past problems but will also provide for future development within health and social care services. This analysis identifies the determinants that have brought about the problem, which include weak leadership, poor governance, poor communication, lack of monitoring, and insufficient resources resulting in the rise in infant deaths at the Bristol Royal Infirmary.
[bookmark: _kqev6fjcmjmx][bookmark: _Toc236854717]2.2 Application of models
2.2.1 Fishbone Diagram
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Figure: Fishbone Diagram
(Source: Self-Developed)
Analysis
The fishbone diagram showcases how the different interrelated factors lead to the failures of Bristol Royal Infirmary’s paediatric cardiac surgery. The people category showcase Limited specialised staff and leadership which undermined the overall clinical decision-making as well as accountability (AHRQ, 2001). The environment factor showcases the shortage of the resources as well as the split site issues that disrupted the workflow and also reduced the overall efficiency. The process factor demonstrated the negligence in the governance as well as delay in the audits that revealed a lack of systemic quality control. The management failures further consisted of poor oversight and risk management that led to the unsafe practices unchecked. The communication gaps between the staff and the parents also led to the misinformation, reduced trust as well as delay in the consent process (Kumah et al. 2024). Lastly, the measurement deficiencies like adequate monitoring as well as ignorance of the warning science increased the mortality rates.
Collectively, all these categories showcase that the failure was not the just clinical error, but it was a more systemic breakdown in the organisational, procedural as well as cultural dimensions. The diagram showcases the need for a more integrated quality assurance system that links leadership, accountability, staff competence, as well as transparent communication (Sakdiyah et al. 2022). The visualisation of these interrelationships in the fishbone diagram showcases a strong foundation for the targeted interventions like improved training, governance changes, as well as continuous outcome, monitoring in order to prevent such tragedies in near future.
[bookmark: _sviiyz1ilvwt][bookmark: _Toc236854718]2.2.2 The Donabedian Model
It has been recognised that systemic failure in clinical governance, risk management, and institutional oversight in paediatric cardiac surgery has occurred at Bristol Royal Infirmary. The high mortality rate among infants in the UK undergoing complex cardiac procedures has been identified. The Donabedian Model defines a structural framework to evaluate healthcare quality through three interconnected dimensions such as Structure, Process, and Outcome (Yang et al. 2025). Implications of this model can be helpful to improve the healthcare infrastructure at Bristol Royal Infirmary. Considering the Bristol Royal Infirmary case study, “structure” can highlight the physical and organisational context, such as inadequate specialised paediatric resources, split-site facilities, and a lack of a clear clinical governance system. Falade et al. (2024) have stated that structural focus under the Donabedian Model considers standardised governance policies, clear regulatory frameworks, as well as adequate resources. Thus, investing in the right healthcare resources and governance, paediatric cardiac surgery of infants at the case organisation can be conducted with a high success rate. 
“Process’ is about examining the actual delivery of care to investigate the real causes of severe failures, including irregular outcome auditing and weak interprofessional communication. Hill et al. (2026) have commented that structural compliance alone in a healthcare system is insufficient to prevent clinical harm. Care delivery and regular audit of surgical results at Bristol Royal Infirmary are the key implications under this “process stage”. The delay in incident reporting and poor engagement with parents is also significant discussion segments. It can be reflected through the “outcome” segment that can measure the impact on health based on the evidenced by high infant mortality rates as well as a widespread loss of patient trust. Topuz et al. (2025) have stated that increased public trust is considered an indicator of satisfactory service by a healthcare system. Increased success rate in the surgical process and establishment of public trust can be the outcome of the right implication of the Donabedian Model. Therefore, improved treatment stages, active engagement of family members and making decisions focusing on past cases can be the key implications of activities under this model. 

Figure 2: The Donabedian Model in the case of Bristol Royal Infirmary
(Source: Inspired by Yang et al. 2025)
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The 5 Whys methodology is considered an iterative root cause analysis tool designed to drill down through symptoms to expose core systemic vulnerabilities in a specific case (Paterson, 2023). Paediatric cardiac surgery failure among infants at Bristol Royal Infirmary can be evaluated in an effective manner through this tool's application. 
	Problem
	Unacceptably high infant mortality rate in paediatric cardiac surgery at Bristol Royal Infirmary

	1 “Why did infant mortality rates rise?”
	Excess surgical complications occurred

	2 “Why was complication rates high?”
	Surgical teams lacked specialised paediatric expertise

	3 “Why were skill deficits unaddressed?”
	Clinical outcomes were not regularly audited against standards

	4 “Why were audits delayed?”
	Leadership delayed inquiries along with suppressed performance data

	5 “Root Cause?”
	The total breakdown of clinical governance as well as accountability


Table 1: The 5 Whys in the case of Bristol Royal Infirmary
(Source: Self-developed)
The above table has highlighted five core reasons for the problem within the healthcare segment among infants. From the clinical perspective, a high rate of clinical complications occurs during paediatric cardiac operations at Bristol Royal Infirmary. On the other hand, the surgical teams lacked specialised training for complex infant procedures that influence the surgical failure. Staff shortages in UK healthcare impacts patient treatment at the current healthcare environment (Theguardian, 2026). The previous case of Bristol Royal Infirmary has highlighted the inconsistency of regular audits. Chen et al. (2024) argue that simple linear chains oversimplify complex, dynamic environments of healthcare. Thus, medical failures result from complex, and non-linear network interactions despite a single chain of events.
[bookmark: _ya4nwfa8nt2i][bookmark: _Toc236854720]2.2.4 SWOT analysis
	Strengths 
· Dedicated frontline staff: The key strength of Bristol Royal Infirmary is its dedicated frontline surgical and nursing staff, and the centralized tertiary care facility system (NHS, 2026).
	Weaknesses 
· Deficiency in clinical governance, poor familial communication, weak leadership accountability, suppressing audit data: The weak points at Bristol Royal Infirmary can be considered its deficient clinical governance, poor communication with families, weak leadership accountability and suppressed audit data.

	Opportunities
· Implementation of standardised  national clinical audits associated with adoption of transformational leadership model: Bristol Royal Infirmary can implement standardised national clinical audits, as well as adoption of transformational leadership models in order to integrate Lean tools for workflow optimisation.
	Threats 
· Erosion of suppressed audit data: Severe erosion of suppressed audit data under the NHS, regulatory sanctions, and staff burnout have created a threat to structural realignment.


Table 2: SWOT of Bristol Royal Infirmary
(Source: Self-developed)
The above table has highlighted the strengths, weaknesses, opportunities and threats at Bristol Royal Infirmary. The failure of the surgical process among infants has indicated ineffective performance in the operating market. However, Bristol Royal Infirmary can implement standardised national clinical audits to recognise the main actor behind risks and invest in the segment accordingly. Choudhry and Grunberg (2024) have stated the need for increased skill and expertise of the multidisciplinary team. Furthermore, the healthcare institutions in the UK can invest of international hiring and attract a global talent pool. On the other hand, the adoption of transformational leadership models can be integrated with Lean tools for workflow optimisation. As per Sriharan et al. (2024), healthcare practices are improved through AI integration and transformational leadership, using a huge dataset for decision making. Therefore, the clinical governance at Bristol Royal Infirmary can be improved through investing in emerging tools in a systemic way. 
[bookmark: _Toc236854721]3. Recommendation
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The findings from the Bristol Royal Infirmary enquiry demonstrate that the failures were systemic rather than individual, involving a lack of effective leadership, poor clinical governance, inadequate monitoring, limited organisational learning and weak communication. Sustainable patient safety depends on improving leadership accountability, a transparent reporting system, continuous quality improvement and multidisciplinary collaboration (NHS England, 2023). Similarly, WHO (2024) recommends learning health systems that identify risk early and implement continuous improvement cycles for reducing preventable harm. Thus, Bristol Royal should adopt an integrated quality improvement strategy that combines workforce development, governance reform, evidence-based improvement methodology and continuous monitoring. 
	 Root cause 
	 Recommended strategy
	 Expected outcome

	 Weak clinical governance
	 Establishing a stronger governance committee with regular clinical audit
	 Improving regulatory compliance and accountabilities

	 Limited specialist workforce
	 Recruiting paediatric cardiac specialists and providing continuous professional development
	 Reduced mortality and improved clinical competence

	 Poor communication
	 Introducing structured multidisciplinary team meeting family engagement protocols
	 Better patient-centred care and coordination

	 Weak leadership
	 Implementing transformational leadership training for managers and senior clinicians
	 Stronger safety culture and staff engagement

	 Lack of adequate monitoring
	 Developing real-time performance dashboard using NHS quality indicator
	 Continuous improvement and early identification of clinical risk


Table 3: Recommended strategy based on root cause 
(Source: Self-created)
For example, Alder Hey Children's NHS Foundation Trust improved multidisciplinary governance and routine clinical audit that contributed to measurable improvement in patient safety reporting and pediatric surgical outcome after implementing quality improvement program (NHS England, 2023). Similar governance reform will enable Bristol Royal to rebuild public confidence, highly preventing the recurrence of avoidable clinical failure.
[bookmark: _Toc236854723]3.2 Recommendation using quality improvement tools
3.2.1 PDSA (Plan-Do-Study-Act)
The PDSA cycle provides an iterative framework to test small-scale improvement before organisation-wide implementation. The Institution for Healthcare Improvement reports that repeated PDSA cycles improve clinical reliability by allowing organisations to evaluate interventions using real-time resources and data (IHI, 2024). The PDSA at Bristol Royal can initially target the paediatric cardiac surgery pathway by introducing mandatory multidisciplinary pre-operative review and a structured family communication protocol 
	 Stage
	 Application at Bristol Royal

	 Plan
	 Developing standardised surgical safety checklist and family communication protocol

	 Do
	 Pilots the intervention in paediatric cardiac surgery for 3 months

	 Study
	 Evaluating surgical complications, mortality rate, staff compliance and parent satisfaction

	 Act
	 Standardise successful intervention across all cardiac services and repeat improvement cycles


Table 4: Application of PDSA at Bristol Royal Infirmary 
(Source: Self-created)
For instance, Great Ormond Street Hospital has used repeated PDSA cycles for improving the communication process and surgical handover (NHS England, 2023). Implementing the cycle has contributed to the improvement of patient safety indicators and care coordination.
3.2.2 PDCA (Plan-Do-Check-Act)
The PDCA complements PDSA by enabling continuous quality assurance in organisational governance. It ensures improvement initiatives are routinely refined and evaluated (NHS England, 2023). The model is also aligned with the NHS continuous improvement principle by integrating performance measurement with corrective actions. 
	 Stage
	 Practical application

	 Plan 
	 Establishing measurable quality indicators, including waiting time, mortality and incident reporting

	 Do
	 Implementing revised governance policy and staff training program

	 Check 
	 Conducting monthly clinical audit and benchmark outcome against NHS National standard

	 Act
	 Address identified gaps, revise policies and continue monitoring performance improvement


Table 5: application of PDCA at Bristol Royal Infirmary 
(Source: Self-created)
Performance monitoring should include indicators like surgical complication, mortality rate, and staff training completion, incident reporting frequency and patient satisfaction score to ensure sustained organisational learning.
[bookmark: _Toc236854724]3.3 Lean and Six Sigma
Lean methodology should be introduced for an eliminating delay in the paediatric cardiac care pathway by diagnosis, standardised referral, discharge process and surgery scheduling. Six Sigma can also complement Lean by reducing clinical variation through process control and data-driven analysis (Antony et al., 2022). Collectively, Lean Six Sigma improves efficiency while improving quality outcomes and patient safety. For example, Virginia Mason Medical Centre successfully applied the Lean principle for reducing unnecessary clinical processes, improving safety culture and patient flow, while several NSS organisations have adapted Lean methodology for improving operations and reducing waiting time (NHS England, 2023). Reportedly, systematic quality improvement intervention is effective in reducing preventable patient harm by up to 50% when supported by continuous monitoring and strong governance (WHO, 2024). Similarly, Six Sigma can be applied at Bristol Royal for analysing variation in surgical performance, establishing evidence-based clinical standards and identifying preventable errors. 


Figure 3: Applying Lean Six Sigma
(Source: Self-created)
Successful implementation required multidisciplinary collaboration, dedicated leadership commitment, regular staff competency assessment, a digital performance dashboard and family engagement with a continuous audit cycle. The intervention should be reviewed quarterly to ensure the improvement remains embedded within organisational culture, improving patient safety, while supporting sustainable quality improvement across Bristol Royal Infirmary and restoring public trust.
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It can be summed up from the above discussion that systemic failure in risk management and institutional oversight in paediatric cardiac surgery has occurred at Bristol Royal Infirmary due to a lack of clinical governance. The total breakdown of clinical governance as well as accountability is the root cause of this healthcare case. The high mortality rate among infants undergoing complex cardiac procedures has been identified, and it reflects the need for immediate improvement. Furthermore, by investing in the right healthcare resources and governance, paediatric cardiac surgery of infants can be conducted with a high success rate. The adoption of transformational leadership models with Lean tools can ensure workflow optimisation. In addition, healthcare practices are also improved through AI integration and using a huge dataset for decision-making.
Furthermore, the report demonstrates that achieving sustainable quality improvement in health care requires a proactive approach rather than a reactive approach to patient safety. The application of the 5 Whys framework, Donabedian model, Six Sigma, lean, PDSA and PDCA highlights the importance of integrating quality management tools into everyday clinical practice for preventing adverse impact and identifying risk. Equally important is the commitment of leaders to encouraging multidisciplinary collaboration, promoting accountability and using performance data for guiding continuous service improvement. Embedding the approach in the governance system can improve both operational and clinical outcomes and also enhance organisational resilience. Ultimately, the lessons from the Bristol Royal Infirmary enquiry remain relevant for modern health care organisations, highlighting that a robust quality assurance mechanism, patient-centred care and continuous monitoring are essential to prevent avoidable harm. By implementing the recommendations consistently, Bristol Royal Infirmary can improve safety, public confidence and effectiveness of paediatric cardiac services and establish a culture of continuous improvement that supports high-quality health care delivery over the long term.
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Structure: Resources and Governance


Process: Care Delivery, and Audits 


Outcome: Mortality Rates and Public Trust



Standardise referral, surgery, and discharge pathways


Reduce clinical variation through Six Sigma analysis


Use data dashboards to monitor performance


Eliminate delays and non-value-added activities


Strengthen multidisciplinary teamwork and continuous improvement


Improve patient safety, efficiency, and surgical outcomes
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