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[bookmark: _bvo1lnp814h0][bookmark: _Toc216282978]Background to the Case Study
The threat to health care quality failures in the United Kingdom was centred on Mid Staffordshire NHS Foundation Trust (While, 2015). During 2005 through 2009, Stafford Hospital patients were being subjected to negligence and unsafe care that was prevalent (BBC, 2013). The following investigations estimated that between 400 and 1,200 additional patients expired than would otherwise have been anticipated given the size and case mix of the hospital (Theguardian, 2015). The case is a significant issue of public health quality as it showed how institutional lapses due to leadership, governance, and care provision issues resulting massive damage in a publicly funded health sector (Dyer, 2011). The incident happened in the National Health Service, a body that is an eminency to deliver safe, equitable, and high-quality care, and the consequences are therefore very critical at a national level.
[bookmark: _3eb5bmg769g][bookmark: _Toc216282979]Identified Quality Issue
The major quality problem in Mid Staffordshire involved cases of lack of basic standards of care persisted (Dixon-Woods, 2024). Patients had no proper assistance with daily chores care providing, hygiene was not considered, and pain and distress were often overlooked. The level of staffing was not sufficient with overstretched working hours for existing staffs. Staffing requirements were often neglected with hiring of inexperienced or unaware staffs (Martin et al., 2023). Patient and family complaints were ignored on several occasions, with performance targets and financial balance being given precedence over patient safety. Such failures were the direct cause of preventable patient injuries, health outcome worsening, and unnecessary death (Francis, 2013). The Francis Inquiry made a conclusion that poor care was not caused by singular individual mistakes but was a symptom of serious organisational and cultural issues throughout the Trust.
[bookmark: _1t176rmiupx][bookmark: _Toc216282980]Aim, Scope and Research Questions
[bookmark: _sfm4g2amsea2]Aim
The purpose of this report is to critically discuss quality failure at Mid Staffordshire NHS Foundation Trust, and to suggest an evidence-based service improvement plan that can be applied in health and social care organisations in the United Kingdom. 
Scope
The report is going to cover the analysis of the organisational structure, care processes and care outcomes associated with patient safety and quality. 
Research Question
The report aims to answer three main research questions;
· What was the root causes of the quality failures within the Mid Staffordshire? 
· How do an inadequate leadership, governance and care process lead to patient harm?
· What best quality improvement strategy that would help in averting such failures in NHS organisations?
[bookmark: _g2n4ljugklal][bookmark: _Toc216282981]Evidence Base and Sources
The report is a product of strong and valid evidence. The first is the public inquiry conducted by Robert Francis, which gives a detailed result of failures in care, breakdown in governance and regulatory control. Theoretical analysis is supported by using peer-reviewed academic literature on the topic of healthcare quality, patient safety culture and organisational failure (Connors et al., 2021). The improvement recommendations are informed by regulatory and policy recommendations provided by NHS England, the Care Quality Commission and the Department of Health and Social Care (NHS England, 2015). Collectively, these sources will make the analysis credible, contextually relevant and in accordance with the standards of the UK health system.
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[bookmark: _Toc216282983]Integration of key theoretical concepts and rationale for selection
This section brings together the main theoretical concepts that have been employed in the analysis of the quality failure at Mid Staffordshire NHS Foundation Trust and gives a clear explanation as to why it has been selected. Healthcare quality management theories, safety culture, governance and leadership theories are key to the explanation of large-scale failure in an organisation in the context of health and social care (Yang et al., 2025; Naz et al., 2022). These frameworks are prevalent in NHS research and policy nowadays and can thus be used to analyse a nationally high-profile case.
The Structure, Process and Outcome model by Donabedian is noted as the main quality framework since it allows applying a systematic analysis of the impact of organisational arrangements on the care delivery and patient outcomes (Tossaint-Schoenmakers et al., 2021; McCullough et al., 2023). Recent literature stresses that the model is still very pertinent to evaluate NHS quality failures because it is the direct connection between staffing, infrastructure and governance with clinical processes and outcomes, including mortality and patient harm. Poor care processes and unacceptable outcomes, such as a staffing shortage and weak governance, are structural weak points, which in the Mid Staffordshire case were translated into an explanatory power of the model (Umoren et al., 2024; Bellass et al., 2024).
The theory of safety culture is also incorporated due to its explanations of how unsafe behaviour is made normalised in healthcare organisations (Kaya et al., 2023; Maben et al., 2023). Recent sources of literature emphasise the fact that lack of psychological safety, ineffective reporting of incidents and fear of blame are closely linked to patient neglect and avoidable harm in the NHS hospitals (Cooper et al., 2017; Woo and Avery, 2021). It has been demonstrated that these factors are present at Mid Staffordshire, because employee issues lacked activism and patient complaints were disregarded (Rafferty and Leary, 2023; Martin, Chew and Dixon-Woods, 2021). The safety culture theory can thus be used to explain why warning signs were not taken into immediate action (Hald et al., 2025; Van Daelet al., 2021).
Theories of governance and leadership roles are critical to describe accountability failures at the board level. The literature since 2018 shows that NHS organisations whose clinical leadership is weak and target-oriented governance are more prone to deteriorating the quality of care (Vaughn et al., 2019; Al Anwer Ashour, Banakhar and Elseesy, 2022). Empathic and accommodating leadership paradigms are the opposite of the command-and-control style that can be seen in the Mid Staffordshire (Lynas, 2015; England.nhs.uk, 2017). This critical assessment indicates that there is no greater theory that can be used to postulate the failure alone. Rather, it can be seen that the integration of the quality management, safety culture and governance theories offers an evidence-based and holistic approach to the case analysis and educating the efficient service enhancement.
[bookmark: _Toc216282984]Root Cause Analysis using the Fishbone (Ishikawa) Framework
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Figure 1: Fishbone Diagram
(Source: Yardley et al., 2022)
The Fishbone analysis identifies the quality failure at Mid Staffordshire as not being the result of an individual factor but a series of lacks relating to the organisation. The ability of the Trust to provide safe care was also minimised by chronic understaffing and a poor skill mix under the People category (Yardley et al., 2022; Ramsey et al., 2022). The Francis Inquiry evidence proves that nurses often had to handle the surplus patient load, which resulted in the failure to provide care and timely address the needs of patients (Martin and O’Hara, 2025; Blakeway, 2024).
These risks were further aggravated by failed processes. Basic nursing tasks, including taking care of patients (feeding and drinking), were not prioritised as care processes and were not monitored systematically (Robb and Bailey, 2025; Ireton, 2025). The procedures of incident reporting and complaints were weak, and numerous damages were done, but no corrective measures were taken.
Causes of policy are a strategic conflict between patient safety and organisational priorities. The Trust was focused on reaching the foundation trust status and attaining national performance targets, which did not encourage investment in staffing and quality improvement (Ham, 2022; Lapsley, 2022). This policy emphasis undermined the safety and quality agenda at the operational levels.
Poor hygiene conditions and overcrowded wards predisposed patients to vulnerability, especially the elderly patients (Jones et al., 2022; Brouwers, 2023). Such pressures increased the workload of the staff and lowered the capacity to provide compassionate care.
Failure in governance is the most severe root cause. The board did not read mortality signs well and acted upon internal and external red flags. Unsafe practices were allowed to continue due to the lack of accountability and weak clinical leadership (Spring et al., 2024; Chambers and Taylor, 2021). The Fishbone analysis reveals that the failure of the Mid Staffordshire was endemic, and the failure across people, process, policy and environment was fuelled by the weaknesses in governance.
[bookmark: _Toc216282985]Five Whys analysis of a representative harm case
One of the harm cases that were repeatedly found in the Francis Inquiry was the case of elderly patients who were severely dehydrated and malnourished at the time of admission to Stafford hospital (BBC, 2013a; Theguardian, 2011). This injury was chosen as poor hydration and nutrition were some of the most commonly mentioned failures and straightforwardly led to patient decline and preventable mortality.

	Why level
	Question asked
	Evidence-based explanation aligned to the case

	Why 1
	Why did the patient experience dehydration and malnutrition
	The patient was not regularly assisted with eating and drinking, and fluid intake was not monitored on the ward (Theguardian, 2011a; Francis, 2013b)

	Why 2
	Why was assistance with nutrition and hydration not provided
	Nurses and healthcare assistants were responsible for excessive numbers of patients, and essential care tasks were deprioritised (Campbell, 2013)

	Why 3
	Why were staff responsible for unsafe workloads
	Registered nurse staffing levels were persistently below safe standards, and wards relied heavily on untrained support staff (Griffiths et al., 2020; Ball, 2020)

	Why 4
	Why we’re staffing levels allowed to remain unsafe
	Senior management focused on financial control and meeting national performance targets, limiting recruitment and agency use (Anandacivaet al., 2018; García-Lacalleet al., 2020)

	Why 5
	Why were financial targets prioritised over patient safety
	Governance and leadership systems failed to embed safety and quality as core objectives, and board oversight of care standards was ineffective (Moffatt-Bruce et al., 2018; Leggat and Balding, 2019)


Table 1: 5-Why Framework
(Source: Griffiths et al., 2020)
This discussion shows that what the clinical harm was of concern was not immediate clinical harm but rather strategic, governance failure. Staffing shortage was one of the foreseeable consequences of organisational choices prioritising financial targets over basic standards of care. The 5 Whys analysis shows a clear correlation between frontline patient harm and leadership priorities and governance failures that support the idea that a system-level quality improvement is necessary, as opposed to individual corrective measures.
[bookmark: _Toc216282986]Application of the Donabedian model
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Figure 2: Donabedian's quality framework
(Source: Al-Dweik, G. and Ahmad, 2019)
The Donabedian model offers a definite pattern of investigating the quality failure in Mid Staffordshire NHS Foundation Trust through the organisational conditions that affected the care delivery and patient results (Ham, 2023). This model is especially topical as it is common in the NHS to assess the quality of service and patient safety.
Structure is the organisational foundation to provide safe care, such as staffing, leadership, resources and governance systems. Structural weaknesses could be observed at Mid Staffordshire. The nurse staffing was also consistently inadequate, and an inappropriate skill mix was observed in most wards (Lawless et al., 2019; BBC, 2013c). There was poor clinical leadership, and governance arrangements were not designed to focus on patient safety. The members of the board were not adequately qualified in clinical skills and did not adequately question mortality rates and quality measures. Such weaknesses in the structure diminished the ability of the Trust to provide safe and compassionate care.
Process is associated with the care delivery to patients. At Mid Staffordshire, the basic level of care processes was not met. Patients had not been regularly aided in eating, drinking or toileting, and vital signs had not been regularly checked or increased when patients became worse (Theguardian, 2009; Kapur, 2014). The procedures of complaints and incident reporting were not effective in that bad care was continuously reported without being rectified. There was a restricted flow of information between the staff and management; hence, learning through mistakes was not possible.
Outcome focuses attention on the consequences of patient and organisational care. The consequences of the Mid Staffordshire incident were both preventable patient injuries, unnecessary deaths that ranged between 400 and 1,200, and loss of dignity and trust (NHS.uk, 2019; BBC, 2019). The reputational harm was not confined to the Trust alone, but also helped in national changes to regulate the NHS. All in all, the Donabedian model shows clearly how structural and process malfunctions in Mid Staffordshire directly caused unacceptable patient outcomes.
[bookmark: _Toc216282987]SWOT Analysis of Mid Staffordshire NHS Foundation Trust
	Strengths
	Weaknesses

	Established NHS funding and national care framework
	Chronic nurse understaffing and poor skill mix

	Access to national clinical guidelines and standards
	Weak governance and limited clinical leadership

	Availability of external regulatory oversight
	Poor incident reporting and complaints handling

	Opportunities
	Threats

	National patient safety reforms following the Francis Inquiry
	Rising demand from an ageing population

	Learning from high-performing NHS trusts with strong safety records
	Persistent NHS workforce shortages

	Strengthened Care Quality Commission inspection regime
	Financial pressures and budget constraints


Table 2: SWOT Analysis 
(Source: NHS.uk, 2019)
This SWOT analysis reveals that, though Mid Staffordshire was working in a robust national healthcare system, the organisation was crippled by internal organisational weaknesses that severely weakened its performance in providing safe care. Growth opportunities were realised because of changes in the country and national reforms, yet the external workforce and financial demands remained a threat.
[bookmark: _Toc216282988]PESTLE Analysis and its Impact
	Factor
	Impact on service quality at Mid Staffordshire

	Political
	Strong national emphasis on performance targets influenced management priorities

	Economic
	Tight financial controls led to staffing reductions and limited investment

	Social
	A high proportion of elderly patients has increased vulnerability and care complexity ( Springet al., 2024)

	Technological
	Limited use of real-time patient monitoring reduced the early detection of deterioration (Robb and Bailey, 2025)

	Legal
	Weak regulatory enforcement before reforms delayed intervention

	Environmental
	Overcrowded wards and poor physical conditions affected infection control and dignity (Bolouset al., 2023)


Table 3: PESTEL Analysis
(Source: NHS.uk, 2019)

The PESTEL analysis shows the interaction of the external system pressures and internal weaknesses. Cost control over patient safety was stimulated by political and economic factors, whereas social changes stimulated the growth of service demand. There were technological barriers to risk detection, and loopholes in the regulations diminished responsibility. These combined to increase organisational deficiencies and the extent of damage witnessed at Mid Staffordshire.
[bookmark: _Toc216282989]Recommendations and Implementation Strategy Informed by Six Sigma
[bookmark: _9i13dklvwlj4]Leadership and governance reform through Six Sigma
Patient safety and quality must be officially stated as the main strategic goals of the organisation as part of the Define stage of the Six Sigma. The governance systems on the board need to be reorganised, adding quantifiable indicators of quality like mortality rates, nurse staffing adherence, and serious incident trends (Ahmed et al., 2024; Jain et al., 2023). Measure phase: The measure phase requires the review of dashboards with standardised measures every month by a strengthened quality committee with clinical representation. The Analyse stage implies the systematic review of the variation in results in wards, which allows the discovery of the worsening quality early. During the Improve phase, the leadership development programmes on accountability and compassionate leadership are to be used. The Control phase assures sustainability by ensuring that it has regular external benchmarking and regulatory reporting.
[image: ]
Figure 3: Six Sigma
(Source: TQMI, 2017)
[bookmark: _43w4b871euk0]Staffing and workforce planning using Six Sigma
The failures of staffing revealed during the Fishbone and 5 Whys analyses may be resolved by using workforce planning based on Six Sigma. During the Define phase, the safe staffing levels are set in consideration of the acuity of the patients as quality critical. The Measure step implies constant control of the nurse-to-patient ratios, mix of skills and sickness levels of staff (Antony et al., 2023; Jackson, 2022). Root causes of staffing fluctuation are determined during analysis, including rota inefficiency and delays in recruitment (Shah et al., 2023). Flexible staffing models and safeguarded escalation practices are some of the areas of improvement. The control mechanisms entail automatic staffing notifications and board-level audit to guarantee continued compliance.
[bookmark: _cac7s74b6cxi]Incident reporting and duty of candour through Six Sigma
Six Sigma favours the establishment of credible system reporting of incidents through minimisation of variation in a process, as well as underreporting caused by fear. The define phase explains the reason behind reporting as organisational learning and not as blame. Measure is concerned with frequency reporting and investigative time, and learning implementation rates (Robinson et al., 2022; Elsharkawy et al., 2025). The barriers to reporting and prolonged investigation are identified in the analysis. Among the things that can be improved is that the reporting processes can be streamlined and the learning reviews structured. Control is used to provide consistency in the form of an audit cycle and open feedback to staff and patients.
[bookmark: _jeus4cc26a0x]Redesign of care processes using Six Sigma
Analysis of Donabedian's process reveals that there are basic care failures, which can be decreased with the help of the Six Sigma process redesign. Define will define hydration, nutrition and observation reliability as quality characteristics that are critical (Russ et al., 2023; Blythe and Ross, 2022). Measure records the rates of compliance and patient harm. Variation in the care delivery across wards and shifts is identified through analysis. Some of the improvements involve workflows that are based on a checklist and standardised care bundles. A continuous check and corrective action, where variation recurs during the continuous check, brings about a measure of control.
[bookmark: _7kbzejuqplxa]Measurement, evaluation and sustainability
Sustainable improvement is based on a Six Sigma control plan. Outcome metrics, such as the harm rate and patient experience score, are measured alongside process measures, such as staffing compliance and compliance with care bundles (Kaplan et al., 2021; Pannunzio et al., 2024). Measures that are to be balanced, like staff turnover and workload, are followed to avoid the unintended effect. The implementation should be done in phases and with the assistance of a committed quality improvement team to make sure that the improvements are integrated into the governance systems. These recommendations are structured and sustainable measures of ensuring that future quality failures are not experienced in NHS organisations due to the constant application of Six Sigma principles.
[bookmark: _Toc216282990]Conclusion
The Mid Staffordshire NHS Foundation Trust failure analysis illustrates that the tragedy was not a single clinical oversight but rather the product of profound systemic vulnerabilities in organisational structure, care processes and governance. The combination of the Donabedian model, Fishbone and 5 Whys analyses demonstrates that chronic understaffing, ineffective leadership, ineffective incident reporting, and the misaligned organisational focus, based on performance targets instead of patient safety, were all the direct causes of preventable harm and loss of life. These internal weak points were further fuelled by external pressures, and an unsafe culture had normalised neglect and silenced early warning bells.
The analysis of the theories on the safety culture, quality management, and leadership under consideration proves that a significant enhancement is impossible to achieve without structural change, behaviour redesign, and regular functioning. Six Sigma offers an evidence-based, strong method of accomplishing this, and has a structured method of defining, measuring, analysing, enhancing, and managing critical factors that affect care quality. The implementation of safe staffing guidelines, improved governance, redesign of fundamental care processes, and encouraging open reporting of incidents can reduce the variation, improve accountability, and maintain good-quality care in NHS organisations.
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