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1.0 ABBREVIATIONS
	Abbreviation
	Full Meaning

	CQC
	Care Quality Commission

	CQI
	Continuous Quality Improvement

	DMAIC
	Define, Measure, Analyse, Improve and Control

	FT
	Foundation Trust

	HSC
	Health and Social Care

	IHI
	Institute for Healthcare Improvement

	NHS
	National Health Service

	PDSA
	Plan-Do-Study-Act

	PDCA
	Plan-Do-Check-Act

	PSIRF
	Patient Safety Incident Response Framework

	QI
	Quality Improvement

	RCA
	Root Cause Analysis

	SWOT
	Strengths, Weaknesses, Opportunities and Threats

	TQM
	Total Quality Management

	WHO
	World Health Organization

	UK
	United Kingdom

	JAMA
	Journal of the American Medical Association

	NHSI
	NHS Improvement

	SHA
	Strategic Health Authority

	MDT
	Multidisciplinary Team

	KPI
	Key Performance Indicator

	SPC
	Statistical Process Control

	NICE
	National Institute for Health and Care Excellence




2.0 INTRODUCTION
Quality and patient safety are fundamental responsibilities of health and social care organisations. Patient safety has been recognised as a global public health priority, with the World Health Organization identifying avoidable harm as a significant challenge for healthcare systems worldwide (WHO, 2021). High-quality healthcare should be safe, effective, people-centred, timely, efficient and equitable (WHO, 2020). Achieving these principles requires effective leadership, adequate staffing, robust governance systems, positive organisational culture, effective communication and continuous learning. The Mid Staffordshire NHS Foundation Trust case demonstrates the serious consequences that can arise when these elements fail. The Francis Inquiry is widely regarded as a landmark event in NHS patient-safety reform and significantly influenced subsequent quality-improvement policy (Health Foundation, 2013).
Between 2005 and 2009, Mid Staffordshire NHS Foundation Trust experienced significant failures in the delivery of fundamental standards of care. Prior to the Public Inquiry, the Independent Inquiry identified major concerns relating to patient care, leadership and governance within the organisation (House of Commons, 2010). Patients experienced neglect, including poor nutrition and hydration, inadequate hygiene, delayed treatment and unanswered call bells. These failures were associated with severe staffing shortages, weak leadership, ineffective governance and an organisational culture that prioritised financial and performance targets over patient care (Francis, 2013). The subsequent Public Inquiry identified widespread organisational and systemic failures and produced 290 recommendations aimed at improving quality and patient safety across the NHS.
The significance of Mid Staffordshire extends beyond its historical context. The case demonstrated how warning signs, including mortality data, patient complaints and staff concerns, were not effectively recognised or acted upon (Francis, 2013). As a result, poor-quality care persisted over several years, highlighting the importance of organisational systems that support learning, accountability and early intervention.
The inquiry contributed to major reforms in NHS policy, including strengthened regulation, the statutory Duty of Candour and greater emphasis on organisational culture and systems-based approaches to patient safety (Berwick, 2013; NHS England and NHS Improvement, 2019). Contemporary NHS policy continues to prioritise transparency, patient involvement and continuous improvement. The NHS Patient Safety Strategy identifies safer culture and safer systems as key foundations for improving patient outcomes, while the Patient Safety Incident Response Framework (PSIRF) promotes learning from incidents through a systems-based approach (NHS England, 2024). Furthermore, the Care Quality Commission reported continuing concerns regarding workforce pressures, patient safety and service quality, indicating that quality improvement remains a national priority (Care Quality Commission, 2021).
This report critically analyses the major quality concern identified within the Mid Staffordshire case: the failure of organisational systems and governance to identify, escalate and respond effectively to deteriorating patient safety and quality of care. To achieve this, the report applies the Fishbone Diagram, 5 Whys and Donabedian Model to examine root causes, alongside SWOT analysis to support strategic evaluation. Quality management approaches, including Total Quality Management (TQM), Continuous Quality Improvement (CQI), Lean, Six Sigma and PDSA, are critically evaluated before evidence-based recommendations and an implementation strategy are proposed to support sustainable service improvement.


















3.0 MAIN BODY
3.1 Defining the Quality Concern
The central quality concern identified in the Mid Staffordshire case was not simply poor individual care but the failure of the organisation's quality-management and governance system to recognise and correct unsafe care. This distinction is important because focusing exclusively on individual staff errors may lead to punitive responses without addressing the organisational conditions that allowed unsafe practices to develop.
Although staffing shortages are frequently identified as the primary cause of poor-quality care, systems theory suggests that adverse outcomes are typically the result of multiple interacting organisational failures rather than a single factor (Reason, 2008). Therefore, the Mid Staffordshire case is best understood as a systemic failure involving governance, leadership, culture, staffing and communication processes.
The quality problem can therefore be framed as a failure of organisational learning and clinical governance. Mortality information, complaints and staff concerns existed but did not generate timely corrective action (Francis, 2013). This represents a failure of the feedback mechanisms that should allow a healthcare organisation to identify variation, investigate causes and improve performance.
Donabedian argues that healthcare quality can be evaluated through the relationship between structure, process and outcomes (Donabedian, 1988). Applying this model demonstrates that staffing and governance structures influenced the processes through which care was delivered, which subsequently affected patient outcomes.
3.2 Root Cause Analysis Using the Fishbone
The Fishbone or Ishikawa Diagram is a structured quality-improvement tool used to identify multiple potential causes of an undesirable outcome (Ishikawa, 1991). Its strength is that it prevents improvement teams from prematurely attributing a complex problem to one cause. 
• Poor communication
Communication
• Skill-mix gaps
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• Poor incident reporting
• No routine mortality review
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Staffing
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	Cause category
	Identified contributing factors

	Staffing
	Nurse shortages, inappropriate staffing levels, skill-mix problems and insufficient capacity

	Leadership
	Weak board oversight, defensive management and insufficient clinical leadership

	Processes
	Poor incident reporting, inadequate mortality review and weak escalation processes

	Organisational culture
	Failure to listen to staff, reluctance to challenge senior management and target-driven behaviour

	Communication
	Failure to escalate concerns and ineffective communication between frontline staff and senior leadership

	Policy/targets
	Financial pressures and emphasis on Foundation Trust status and performance targets

	Regulation
	Insufficient external challenge and failure to act on warning signs


Organisational culture is increasingly recognised as a key determinant of healthcare quality, influencing staff behaviour, communication and patient-safety outcomes (Mannion and Davies, 2018). Schein (2010) suggest that organisational culture influences how employees perceive problems, communicate concerns and respond to change (Schein, 2010).
The Fishbone Diagram was selected because it facilitates systematic identification of multiple contributory factors and supports Root Cause Analysis within complex healthcare environments (Ishikawa, 1991). However, the model does not prioritise the relative importance of causes and may oversimplify relationships between factors. Consequently, it is most effective when used alongside complementary analytical approaches such as the Five Whys and Donabedian Model.
3.3 Five Whys Analysis
The 5 Whys approach complements the Fishbone Diagram by repeatedly questioning why a problem occurred until deeper organisational causes are identified (Serrat, 2017).
Problem: Patients experienced unsafe and poor-quality care.
Why 1: Why did patients receive unsafe care?.
Why 2: Why was essential care inconsistently delivered?
Why 3: Why were staffing and workload problems not effectively corrected?
Why 4: Why did financial and performance priorities override patient-safety concerns?
Why 5: Why did governance fail to challenge the deterioration in quality?
Although the Five Whys helps identify underlying causes, it may oversimplify complex healthcare failures. Therefore, findings should be interpreted alongside wider organisational evidence (Serrat, 2017). Therefore, findings should be interpreted alongside broader organisational evidence. This conclusion is consistent with systems-based patient-safety theory. NHS England currently emphasises that a positive safety culture requires continuous learning, psychologically safe teamwork and mechanisms that enable staff to speak up (NHS England, 2026).
3.4 Donabedian Model
Donabedian's (1988) Structure–Process–Outcome model provides a useful framework for connecting organisational conditions with patient outcomes (Donabedian, 1988).
Structure
Structural factors included staffing levels, workforce skill mix, board composition, leadership capability, financial resources and governance arrangements. Inadequate staffing represented a major structural weakness because staff capacity affects the organisation's ability to provide safe and compassionate care.
Process
Process refers to what actually happens during care delivery. At Mid Staffordshire, important processes included incident reporting, mortality monitoring, complaints management, escalation of concerns, clinical supervision and frontline delivery of fundamental care. Weaknesses in these processes prevented the organisation from responding effectively to deteriorating performance.
Outcome
The consequences included excess mortality, patient harm, poor patient experience and loss of public confidence (Francis, 2013).
The Donabedian Model links organisational structures and processes with patient outcomes. However, external factors such as culture and policy may also influence outcomes (Vincent, 2010).
3.5 Critical Analysis of Quality Management Theories
3.5.1 Total Quality Management
Total Quality Management views quality as the responsibility of the whole organisation rather than a function restricted to a quality department. Deming (2000) emphasised leadership, variation reduction, systems thinking and continuous improvement (W Edwards Deming, 2000).
TQM is relevant to Mid Staffordshire because the failure was organisation-wide. Quality could not be improved through isolated clinical interventions because the underlying weaknesses involved the board, management, workforce, regulatory relationships and organisational culture. Although TQM promotes organisation-wide responsibility for quality, implementation can be challenging within large healthcare organisations due to professional hierarchies, competing priorities and resistance to change (Oakland, 2014).
However, TQM can become superficial if organisations adopt quality terminology without changing leadership behaviour, accountability or decision-making. This is particularly relevant to Mid Staffordshire because performance management existed, but important indicators of patient experience and safety were insufficiently prioritised (Francis, 2013).
3.5.2 Continuous Quality Improvement
A major strength of CQI is its emphasis on continuous monitoring and learning (Batalden and Davidoff, 2007). Rather than waiting for major incidents, organisations continuously monitor performance and identify opportunities for improvement.
CQI is particularly appropriate because quality deterioration at Mid Staffordshire occurred over several years. However, successful implementation depends upon leadership commitment, reliable data systems and staff engagement, all of which were lacking at Mid Staffordshire.
3.5.3 Lean
Lean seeks to maximise value while reducing waste, unnecessary variation and inefficient processes (Womack and Jones, 2003). In healthcare, Lean can improve patient pathways and reduce unnecessary delays.
However, Lean should not prioritise financial efficiency at the expense of patient safety, a key lesson from Mid Staffordshire. While Lean can reduce waste and improve efficiency, critics argue that an excessive focus on productivity may risk overlooking aspects of person-centred care if quality safeguards are not maintained.
3.5.4 Six Sigma
Six Sigma focuses on reducing variation and defects through structured, data-driven approaches such as DMAIC: Define, Measure, Analyse, Improve and Control (Antony, 2004). It could support improvements in areas such as medication errors, response times and incident reporting.
Nevertheless, healthcare is more complex than manufacturing because individual patients have different needs and outcomes are affected by social and clinical variables. Six Sigma is therefore best used selectively alongside clinical judgement and patient-centred approaches.
Furthermore, Six Sigma requires extensive data collection and specialist expertise, which may limit its application in resource-constrained healthcare settings.
3.5.5 PDSA
PDSA provides a practical approach to testing changes before wider implementation (Langley et al., 2009). It consists of planning a change, implementing it on a small scale, studying the results and deciding whether to adapt, adopt or abandon it. Although PDSA is widely used within healthcare improvement programmes, evidence suggests that organisations often fail to complete all stages effectively, limiting opportunities for sustainable organisational learning (Institute for Healthcare Improvement, 2024).
The major strength of PDSA is that it reduces the risk of implementing large-scale changes without evidence that they work locally. Its limitation is that poorly designed PDSA cycles may become superficial "tick-box" exercises if teams fail to collect meaningful data.
3.6 SWOT Analysis
A SWOT analysis can support strategic planning by examining internal strengths and weaknesses alongside external opportunities and threats.
	Strengths
		Weaknesses




	Established NHS governance structures
	Historical weaknesses in organisational culture

	Existing patient-safety infrastructure
	Workforce pressures

	Availability of clinical and operational data
	Fragmented information and communication

	Professional standards and regulation
	Risk of target-driven decision-making

	Established improvement methodologies
	Variation in leadership capability

	
	



	Opportunities
	Threats

	PSIRF and systems-based learning
	Continuing workforce shortages

	Digital quality dashboards
	Financial pressures

	Patient and staff involvement
	Change fatigue

	National patient-safety strategy
	Excessive focus on performance targets

	Current NHS quality strategy
	Resistance to organisational change



However, workforce shortages, financial pressures and variations in leadership effectiveness continue to represent significant weaknesses. Similar concerns were identified within the Morecambe Bay Investigation, suggesting that challenges relating to culture, communication and organisational learning remain persistent within healthcare organisations (Kirkup, 2015).
Consequently, sustainable improvement requires organisations to strengthen existing systems while addressing the cultural and governance weaknesses that contributed to the Mid Staffordshire failures.
3.7 Policy and Health Reform Implications
The Francis Inquiry resulted in major policy consequences. The statutory Duty of Candour strengthened expectations of openness when things go wrong. Regulatory approaches were strengthened, while the Berwick Review emphasised that patient safety depends on organisational culture and learning rather than regulation alone (Berwick, 2013).
The NHS Patient Safety Strategy subsequently established safer culture and safer systems as foundations for patient safety (NHS England, 2019; NHS England, 2024b). PSIRF further developed this systems-based approach, focusing on understanding how and why incidents occur rather than simply identifying individual blame (NHS England, 2024a). The NHS Next Stage Review emphasised that quality should be placed alongside financial and operational performance as a central organisational objective (Department of Health, 2008).
Current quality policy continues this direction. Recent regulatory reports continue to identify variation in service quality and patient outcomes across providers, indicating that challenges in quality governance persist despite extensive reforms (Care Quality Commission (CQC), 2024). The NHS quality strategy published in July 2026 identifies leadership and management capability, patient and community involvement, data, transparency, technology and innovation as important enablers of quality improvement (NHS England, 2026).
The critical lesson is that national reform cannot guarantee local quality. Policies must be translated into appropriate staffing, leadership behaviour, reliable governance, staff engagement and patient involvement. This was a major weakness at Mid Staffordshire, where formal systems existed but failed to generate effective local action.
Nevertheless, the recurrence of similar themes within subsequent investigations, including Morecambe Bay, suggests that identifying quality problems is not the principal challenge facing healthcare organisations (Kirkup, 2015). This suggests that healthcare quality failures are often systemic rather than isolated events, reinforcing the need for continuous organisational learning and quality governance.






















4.0 Critically Evaluated Recommendations for Strengthening the Implementation and Sustainability of Quality Improvement Reforms
The Francis Inquiry (2013) resulted in 290 recommendations and substantial reforms across the NHS, including the Duty of Candour, Freedom to Speak Up initiatives and strengthened regulatory oversight. However, subsequent investigations and policy reviews continue to identify concerns relating to patient safety, staffing pressures and organisational culture. This suggests that the primary challenge is not the absence of policy but the inconsistent implementation of existing reforms. Therefore, the recommendations focus on strengthening current quality-improvement mechanisms rather than introducing entirely new policies.
4.1 Strengthening Quality Intelligence and Governance
A key lesson from Mid Staffordshire was that warning signs, including mortality data, patient complaints and staff concerns, were available but were not acted upon effectively (Francis, 2013). Although NHS organisations now use quality dashboards and governance frameworks, variation remains in how organisations respond to quality intelligence.
Therefore, boards should be required to review quality indicators alongside financial and operational performance and provide evidence of actions taken when safety thresholds are breached. This recommendation aligns with Total Quality Management principles, which emphasise leadership accountability, continuous monitoring and organisation-wide responsibility for quality (Oakland, 2014).
For example, despite strengthened governance arrangements following Francis, Care Quality Commission reports continue to identify variation in quality performance across providers (Care Quality Commission, 2024). This indicates that collecting data alone is insufficient unless organisations translate information into timely action. Strengthening accountability for quality intelligence would improve early identification of risks and reduce the likelihood of systemic failures remaining undetected.
4.2 Improving Workforce Governance and Patient Safety
The Francis Inquiry identified inadequate staffing levels as a major contributor to poor-quality care (Francis, 2013). Although safer staffing guidance has since been introduced, workforce shortages continue to affect healthcare organisations.
However, the issue extends beyond staffing numbers to workforce governance. Decisions regarding workforce reductions or service redesign should be supported by mandatory Quality Impact Assessments to ensure patient safety is not compromised. Staffing decisions should also be linked to patient dependency, acuity levels and quality outcomes rather than financial targets alone.
This recommendation is supported by the Donabedian Model, which identifies staffing as a structural factor influencing care processes and patient outcomes (Donabedian, 1988). Furthermore, recurring concerns regarding workforce pressures identified by the Care Quality Commission (2024) demonstrate that staffing remains a significant quality challenge. Strengthening workforce governance would help ensure that financial sustainability is balanced with patient safety and service quality.
4.3 Developing a Measurable Speaking-Up and Learning Culture
The organisational culture at Mid Staffordshire discouraged effective escalation of concerns and contributed to the persistence of poor-quality care (Francis, 2013). Following the inquiry, Freedom to Speak Up initiatives were introduced to encourage staff to raise concerns. Nevertheless, evidence suggests that barriers to reporting remain within some healthcare organisations (NHS England, 2026).
The existence of reporting systems does not automatically create a positive safety culture. Consequently, organisations should evaluate the effectiveness of speaking-up mechanisms through staff confidence surveys, reporting trends and evidence of organisational learning. Staff should receive regular feedback demonstrating how reported concerns have resulted in service improvements.
This recommendation reflects systems theory, which emphasises feedback, communication and learning as essential elements of safe organisations (Reason, 2008). Similar concerns relating to organisational culture and communication were identified in the Morecambe Bay Investigation (Kirkup, 2015), suggesting that implementation gaps remain despite existing policies. A measurable speaking-up culture would strengthen transparency, accountability and continuous learning.
4.4 Implementation Strategy Using PDSA, Lean and Six Sigma
To ensure sustainability, the proposed improvements should be implemented using a structured quality-improvement framework combining PDSA, Lean and Six Sigma methodologies.
Plan: A ward with identified concerns relating to patient safety, complaints or staffing should be selected. A multidisciplinary team comprising nurses, doctors, managers, quality specialists, patients and carers should establish the aim: “To improve the reliability of fundamental patient care and escalation of safety concerns within six months.” Baseline measures should include complaints, incident reports, staffing levels, patient experience scores and response times.
Do: Small-scale interventions should be introduced, including daily safety huddles, structured escalation procedures, routine review of complaints and incidents, speaking-up mechanisms and enhanced monitoring of quality indicators. Lean principles should be applied to reduce unnecessary delays and improve communication processes (Womack and Jones, 2003).
Study: Performance data should be compared with baseline measures. Six Sigma techniques can support the identification of process variation and monitor improvements in quality outcomes. Patient and staff feedback should also be evaluated to determine whether interventions have improved care quality and safety.
Act: Successful interventions should be standardised and implemented across other departments. Where objectives are not achieved, interventions should be modified and retested through additional PDSA cycles. This iterative approach supports Continuous Quality Improvement and promotes sustainable organisational learning (Institute for Healthcare Improvement, 2024).
These recommendations address the root causes identified through the Fishbone Diagram, Five Whys and Donabedian analyses. By strengthening governance, workforce management, organisational culture and quality-improvement implementation, healthcare organisations can reduce the risk of repeating the failures observed at Mid Staffordshire and support the delivery of safer, patient-centred care.










5.0 Conclusion
The Mid Staffordshire NHS Foundation Trust case demonstrates that major failures in healthcare quality rarely arise from one isolated error. Instead, patient harm can develop when weaknesses in staffing, leadership, governance, communication, organisational culture and regulatory oversight interact. The analysis undertaken in this report confirms the central finding from Component 1: the fundamental problem was a failure of the wider organisational system to identify, escalate and respond to warning signs of deteriorating care.
The Fishbone Diagram demonstrated the range of contributing factors, while the 5 Whys analysis identified weak governance and ineffective organisational learning as deeper causes. The Donabedian Model further demonstrated how structural weaknesses, particularly staffing and governance, influenced care processes and ultimately patient outcomes. SWOT analysis highlighted both the strengths available within the NHS quality infrastructure and the threats created by workforce pressures, financial constraints and change fatigue.
The critical evaluation of TQM, CQI, Lean, Six Sigma and PDSA demonstrates that no single quality-improvement methodology is sufficient for complex healthcare organisations. TQM and CQI provide an organisation-wide philosophy of continuous improvement, while Lean and Six Sigma can improve processes and reduce unwarranted variation. PDSA offers a practical mechanism for testing and refining interventions. However, these tools are only effective when supported by appropriate leadership, staff engagement, psychological safety and reliable governance.
The recommended improvement programme therefore combines integrated quality dashboards, clinically informed workforce governance, a psychologically safe reporting culture and PDSA-based improvement cycles. These interventions should be implemented incrementally and evaluated using outcome, process and balancing measures.
The continuing relevance of the Mid Staffordshire case is demonstrated by contemporary NHS policy. The Patient Safety Strategy, PSIRF and the current NHS quality strategy all emphasise learning, safety culture, patient involvement, data and continuous improvement. The principal lesson is therefore that sustainable quality improvement requires more than policies and inspection. It requires organisations to create environments where concerns are heard, data are acted upon, staff are adequately supported, patients are involved and improvement becomes part of everyday practice. This represents the key transition from responding to healthcare failure towards designing health and social care services that are safe, accountable and sustainable.
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