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Executive summary
This report has been analysed by Mid Staffordshire NHS Foundation Trust’s patient safety and service issues for quality failures. The PDSA, PDCA, Six Sigma has been suggested to employ for enhancing Trust’s governance, safety, monitoring to reduce preventable patient harm. The Mid Staffordshire faced structural deficits that degraded clinical processes by prioritising corporate financial targets as well as government performance metrics over direct patient safety. Additionally, the Trust needs to introduce evidence-based workforce planning based on patient acuity, workload as well as appropriate skill mix rather than only increase financial targets. The staffing levels, training requirements as well as clinical supervision are required to be reviewed routinely through governance meetings.
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[bookmark: _Toc237369481]1. Introduction
Quality assurance and service improvement are significant for managing safety, patient-centred health and social care. The quality assurance allows systematic processes by the healthcare organisations to monitor their standards, identify risks early, evaluate performance for implementing corrective actions (Srinivas et al., 2022). Additionally, the service improvement can be beneficial to change the process in a sustainable way for improving patient outcomes and service effectiveness. The Mid Staffordshire NHS Foundation Trust represents significant care through which the consequences of insufficient quality management can be critically analysed. The case describes the way weaknesses in leadership, governance, staffing, communication and organizational culture can interact to undermine patient safety and quality of care.
[bookmark: _Toc237369482]1.1 Background of the organisation
Mid Staffordshire NHS Foundation Trust experienced significant failures in patient care 2005-2009 (GOV UK, 2013). The incident has been reported that between 400 and 1,200 excess deaths may have occurred in association with poor standards of care (Lintern, 2013). The patients experienced delayed treatment, neglect poor hygiene, medication errors and insufficiency nutrition and hydration. Furthermore, UK Parliament (2009) reported that the senior management placed considerable focus on financial performance to achieve Foundation Trust status. However, Papathanasiou et al. (2024) claimed that the insufficient attention was considered to maintain appropriate standards of patient care. This case became an essential example of organizational failures within the NHS and generated significant concern regarding leadership, governance and patient safety. These failures described the consequences of inadequate organizational oversight to highlight the need for stronger quality assurance mechanisms across the healthcare services.
[bookmark: _Toc237369483]1.2 Quality failure analysis
The major public health issue identified in Mid Staffordshire care is ‘patient safety and preventable harm’. In line with this, BBC (2019) highlighted that the poor standards of care resulted in significant risks to patients including delayed treatment, medication errors, inadequate nutrition and hydration, poor hygiene and neglect. The specific quality concern was the failure of quality assurance and patient-safety systems across the Trust. The weak monitoring and ineffective governance mean that deteriorating standards were not addressed properly. Likewise, opportunities to prevent harm to improve care were missed contributing to poor patient outcomes by reducing public confidence in healthcare services.
[bookmark: _Toc237369484]1.3 Key contributing factors
As per the understanding of the Francis inquiry report, there were key organisational factors such as inadequate staffing, high workloads, unstable leadership, ineffective clinical governance and poor communication between the management and frontline staff contributing to this quality failure of the Trust. In this similar context, Rafferty and Leary, (2023) stated that the patient complaints and staff concerns were also poorly addressed to limit opportunities for early identification of risks.
[bookmark: _Toc237369485]1.4 Significance for quality assurance and service improvement
The effective service improvement needs healthcare organizations to monitor care standards, respond to concerns by enhancing accountability to use evidence for improving practices. The Francis Report reinforced the importance of clinical leadership, sufficient staffing, openness, continuous monitoring and patient-centred care (Thorlby et al. 2014). Therefore, Mid Staffordshire provides important lessons to build sustainable quality and patient-safety.
[bookmark: _Toc237369486]1.5 Aim and scope of the report
This report critically investigates the Mid Staffordshire quality concern using the Fishbone diagram, Donabedian model, environmental analysis. This subsequently proposes evidence-informed recommendations using quality-improvement approaches especially PDSA, PDCA, Six Sigma methodologies. These models will ensure quality assessment, patient safety, governance and sustainable service improvements.
[bookmark: _gspjcouiqt5p][bookmark: _Toc237369487]2. Main Body 
[bookmark: _rakc4m2o5qpc][bookmark: _Toc237369488]2.1 Rationale for the Issue 
It has been recognised that rising cases of patient safety and preventable harm are occurring globally. As per the opinion of Anders (2025), patient safety as well as preventable harm signify fundamental concerns within global healthcare systems. It has been recognised that Mid Staffordshire NHS Foundation Trust have faced systematic failures that led to widespread, avoidable patient harm and an estimated 400 to 1,200 excess deaths during 2005 to 2009 (Campbell, 2013). This signifies that upholding the fundamental healthcare commitment to prioritise patient well-being and dignity is the rationale behind patient safety and preventable harm within the health and social care system. This signifies that the primary quality concern was a catastrophic failure of quality assurance as well as patient safety systems.
The Mid Staffordshire NHS Foundation Trust has also faced challenging situations during the year 2013. For instance, the Francis Report 2013 has exposed routine neglect, filthy conditions, as well as a defensive culture of Staffordshire that ignored warnings and silenced whistleblowers (Triggle, 2013). Apart from this, the senior management of the NHS trust consistently prioritised financial targets and the attainment of Trust status over clinical safety and basic standards of care. In essence, the presence of such an issue highlights why patient safety failed to be treated as secondary to corporate as well as financial performance. Additionally, the governance mechanism of the Trust has prioritised cost reduction, and clinical care has deteriorated. This has further resulted in increasing mortality rates, delayed treatment and medication errors. Georgescu et al. (2024) have highlighted that governance mechanisms' failure is critical for contemporary healthcare organisations to understand how organisational culture gets affected. Thus, ineffective clinical audits and suppressed incident reporting create environments where poor care becomes normalized are identified within the NHS Trust. Thus, the rationale behind examining the Mid Staffordshire crisis provides a vital foundation for developing evidence-based quality assurance interventions that embed the duty of candour and establish robust, patient-centred care frameworks. 
[bookmark: _ejas3we1golu][bookmark: _Toc237369489]2.2 Application of models 
[bookmark: _h9awi28byk7u][bookmark: _Toc237369490]2.2.1 Fishbone Diagram 
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Figure 1: Fishbone diagram for root cause analysis 
(Source: Self-developed)
The application of the above Fishbone diagram can help in categorising systemic root causes contributing to the breakdown of quality assurance and patient safety at Mid Staffordshire. It has been recognised that the acute shortage of nursing staff enhances individual workloads as well as severely impairs patient monitoring (Zubrinic et al. 2023). The study also reveals that poor staff training and deficient clinical supervision, and leadership’s systematic failure to act on staff and patient complaints created an unsafe environment. The above table highlights that the presence of poor clinical governance within the NHS Trust has been a major cause behind the rise of patient safety and preventable harm issues. As per the analysis of Kumah (2025), ineffective quality assurance and weak incident reporting mechanisms within healthcare trusts lead to systemic underreporting of adverse events, a persistent fear of blame among staff, broken feedback loops, and missed opportunities for vital organisational learning. In essence, staff at Mid Staffordshire need to follow established safety protocols to prevent timely corrective actions.
The figure mentioned above highlights that overcrowded hospital wards and poor infection control practices within Mid Staffordshire have been a root cause behind such rising issues. As per the findings of Shaale et al. (2025), overcrowded hospital wards can lead to delayed medical care, higher rates of hospital-acquired infections, increased medical errors as well as severe staff burnout. On the other hand, Quinn et al. (2026) have argued that organisational culture prioritising cost-cutting creates a hostile care setting. Apart from this, the presence of ineffective clinical audits and inaccurate incident reporting signifies the measurement dimension within the above fishbone diagram. This has highly affected the NHS Trust’s quality aspects to a great extent. Karakolias (2025) have highlighted those inadequate clinical resources lead to delayed diagnoses, extended patient waits times, compromised treatment outcomes as well as higher rates of staff burnout. Thus, the inadequate clinical resources within the Trust have raised the issues of patient safety and preventable harm. 
[bookmark: _wi72v589iy19][bookmark: _Toc237369491]2.2.2 The Donabedian Model 
	Donabedian Domain
	Breakdown at Mid Staffordshire NHS Foundation Trust
	Impact on Quality Assurance

	Structure
	· The Severe nurse staffing shortages 
· Inadequate clinical equipment
· Poor IT infrastructure 
· Distorted leadership priorities focused on cost-saving 
· Foundation Trust status
	The presence of deprived clinical teams of essential resources as well as safe nurse-to-patient ratios necessary for fundamental care.

	Process
	· Delayed medical treatments
· Medication errors
· Inadequate hygiene
· Neglected patient hydration or nutrition
· Ineffective incident reporting
· Suppressed complaints
	The influence of broken care processes as well as poor clinical audits signifies that safety breaches were hampered, as well as clinical protocols were routinely bypassed.

	Outcome
	· 400–1,200 excess deaths
· Severe patient suffering
· Loss of dignity and increased length of stay
· Erosion of public trust and high inquiry costs.
	It has been demonstrated that total failure of patient safety systems has resulted in catastrophic harm and systemic reform needs.


Table 1: The application of the Donabedian Model
(Source: Self-developed)
It has been recognised that the Donabedian Model evaluates healthcare quality across the three interdependent domains such as Structure, Process, and Outcome (Yang et al. 2025). The application of such a model in the context of Mid Staffordshire has helped in illustrating how structural deficits degraded clinical processes, leading to adverse outcomes. Mid Staffordshire faced structural deficits that degraded clinical processes by prioritising corporate financial targets as well as government performance metrics over direct patient safety. The presence of such systemic misalignment has resulted in severe staff shortages, compromised basic nursing care as well as fostered an intimidating organisational culture that ignored patient warning signs. 
[bookmark: _u4fhzjvp157h][bookmark: _Toc237369492]2.2.3 Five Whys framework 
The Five Whys method is recognised to drill down through cause-and-effect relationships to uncover the primary root cause of a quality assurance breakdown (Paterson, 2023). The implication of 5 Whys framework can play an important role in conducting a cause-and-effect analysis and recognising the root cause of failure of quality assurance and patient-safety systems at Mid Staffordshire NHS Foundation Trust. 
	Five why 
	Descriptions 

	1 why? 
“Problem Statement”
	It has been recognised that patients experienced severe preventable harm such as neglect, medication errors, and high excess mortality at Mid Staffordshire NHS Foundation Trust. The key reason behind this is basic clinical care processes that included hygiene, nutrition, hydration, as well as timely medical intervention, which were severely compromised.

	2 why?
“Why were basic care processes compromised?”
	At the Mid Staffordshire NHS Foundation Trust, the ward staff were severely overworked, understaffed, and also lacked proper clinical supervision along with necessary medical resources.

	3 why?
“Why were wards understaffed and inadequately resourced?”
	The senior management at Mid Staffordshire NHS Foundation Trust implemented aggressive cost-cutting measures as well as froze essential clinical posts.

	4 why?
“Why did senior management implement aggressive cost-cutting at the expense of staffing?”
	Trust executive leadership prioritised achieving financial benchmarks as well as securing Foundation Trust status above clinical safety. 

	5 why?
“Root Cause”
	Therefore, the distorted executive leadership and weak clinical governance at Mid Staffordshire NHS Foundation Trust were characterised by institutional financial metrics and regulatory status being incentivised over patient safety and open incident reporting.


 Table 2: Five Whys framework
(Source: Self-developed)
The above implication has highlighted that Mid Staffordshire NHS Foundation Trust’s care quality issues were related to ineffective management. Therefore, the institutional financial metrics and regulatory status were being incentivized over patient safety and open incident reporting.
[bookmark: _92x5a9h1i5yz][bookmark: _Toc237369493]2.2.4 SWOT analysis
	Strengths 
· The establishment of the NHS framework and public funding base (Gov, 2026).
· The presence of a dedicated frontline clinical workforce (Francis, 2026).
· Great access to national clinical guidelines (Gov, 2026)
	Weaknesses 
· Mid Staffordshire’s severe nurse shortages and heavy workloads (Campbell, 2013).
· Ineffective governance and audit systems (Triggle, 2013).
· Prioritisation of finance over safety

	Opportunities 
· Mid Staffordshire has implemented Duty of Candour and transparency (Cqc, 2026).
· The trust has focused on adopting transformational leadership models
· The trust has focused in integrating robust CQC safety standards (Cqc, 2026).
	Threats 
· The loss of public trust as well as severe reputational damage (Campbell, 2013).
· The escalating litigation as well as inquiry costs
· High staff turnover and worsening recruitment (Campbell, 2013).


Table 3: Application of SWOT analysis for Mid Staffordshire NHS Trust 
(Source: Self-developed)
The mentioned table highlights the potential strengths weakness and opportunities faced by Mid Staffordshire NHS Trust. It has been recognised that the existing national NHS infrastructure has been one of the potential strengths of the Trust. However, poor incident reporting among healthcare staff can lead to medical errors, severe patient harm, missed opportunities to fix broken safety systems, and a toxic work culture (Kumah, 2025). On the other hand, enforcing the Duty of Candour can help the Trust to build an open culture as well as ensure the Trust is honest with patients and families when care goes wrong.
[bookmark: _Toc237369494]3. Recommendation
The recommendations address the identified quality concern of the breakdown of quality assurance and patient-safety systems at Mid Staffordshire NHS Foundation Trust. The root cause analysis has found several service failure factors which require to be overcome to ensure patient safety. Therefore, the service improvement recommendations for better workforce and effective governance are needed with proper quality-improvement methodologies.
[bookmark: _Toc237369495]3.1 Enhancing workforce and clinical governance
The Trust needs to introduce evidence-based workforce planning based on patient acuity, workload and appropriate skill mix rather than only increase financial targets. The staffing levels, training requirements and clinical supervision need to be reviewed routinely through governance meetings. In line with this, Ibrahim et al. (2025) suggested that the clinical governance needs to be enhanced through regular audits of medication errors, infection control complaints, mortality and other patient-safety indicators. Furthermore, Pritchard and PMP (2026) asserted that the risk register needs to allocate responsibility for identified risks and specify deadlines for corrective actions. This would directly address the staffing, governance and monitoring weaknesses identified in the scenario. Hence, additional staff with proper training and leadership may enhance quality of the service across the Mid Staffordshire NHS Foundation Trust.
[bookmark: _Toc237369496]3.2 Continuous patient-safety improvements
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Figure 2: PDSA Cycle
(Source: Bhargava et al., 2026)
PDSA needs to be used to investigate improvements before wider implementations. The Trust needs to identify priority risks using incidents reports, patient complaints, clinical audits and staffing data during the ‘Plan’. Furthermore, the targeted interventions such as improved staffing arrangements, enhanced incident reporting and leadership training can be regulated during ‘Do’ stage. Gradually, the outcomes need to be compared with baseline measures such as medication errors, complaints, patient satisfaction and avoidable harm during the ‘Study’ phase of the cycle. The successful interventions must be standardised, while ineffective interventions need to be modified and re-investigated during the ‘Act’. These PDSA cycles would be beneficial to encourage continuous organizational learning to treat service improvements as a major intervention.
[bookmark: _Toc237369497]3.3 Implementing quality control
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Figure 3: PDCA Cycle
(Source: Rajić et al., 2024)
PDCA is another cycle which needs to complement PDSA by providing a structured organizational quality-control process. The measurable patient-safety standards and improvement targets are first required to prepare as a ‘plan’. After that, the reviewed clinical process such as increasement of trained staff under effective leadership will be recommended to implement during the ‘Do’ part. The performance might be audited against agreed standards and NHS quality requirements, in the phase of ‘Check’. Lastly, the deviations could trigger correction action, while effective practices should be implemented into standard operating procedures in the ‘Act’. This approach would enhance accountability to ensure that improvements become implemented in routine practices. Hence, the PDCA cycle can be beneficial for the Trust to find deterioration and respond before risks develop into major patient harm.
[bookmark: _Toc237369498]3.4 Reducing preventable errors and variations
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Figure 4: DMAIC approach in Six Sigma model
(Source: Delgadillo et al., 2022)
The Six Sigma needs to be applied to high-risk clinical procedures where variation contributes to preventable harm. The DMAIC model would involve ‘Define. Measure, Analyse, Improve, Control’. The establishment of specific problems such as medication errors or delayed treatment can ensure the ‘definitions’ of the issue first. Additionally, the collected baseline data on error frequency, response time and patient outcomes will be ‘Measured’ later. Furthermore, the identified process failures and their associated causes will be ‘analysed’ through this approach. The redesigning unsafe processes and intruding standardized procedures could further ‘improve’. Monitoring performance through audits and quality dashboards will be ‘controlled’ here. Six Sigma would provide a data-driven method for reducing effects and variations (Clancy et al., 2023). However, their effectiveness depends on reliable data and staff engagements meaning this must complement instead of replacing broader cultural and leadership interventions for Mid Staffordshire.
[bookmark: _Toc237369499]3.5 Integrated implementation and monitoring
PDSA needs to support testing and learning, PDCA needs to implement successful practices into routine quality control and Six Sigma reduces process variation and preventable errors. The monthly dashboards can be employed to monitor staffing compliance, medication errors, negative feedback or complaints, patient satisfaction, incident reporting and avoidable harm (Alizadeh-Dizaj et al., 2025). The senior leaders may review performance and initiate corrective action as per the requirements.
[bookmark: _Toc237369500]3.6 Barriers and sustainability
The potential barriers include staff resistance, workforce shortages, financial constraints and weak reporting cultures (Mengstie et al., 2023). These can be addressed through staff engagement, training transparent communication and leadership accountability. Likewise, sustainability needs repeated PDSA, PDCA, Six Sigma monitoring, regular clinical audits and strategic governance to ensure quality improvements remain implemented across Mid Staffordshire.
[bookmark: _Toc237369501]4. Conclusion
[bookmark: _Toc237369502]4.1 Summary of the quality concern
The analysis has established patient safety and preventable harm as the major public health issue while the specific quality concern was the breakdown of quality assurance and patient-safety systems at Mid Staffordshire NHS Foundation Trust. The failure was systematic, involving weak governance, inadequate staffing, ineffective monitoring, poor communication and leadership weaknesses.
[bookmark: _Toc237369503]4.2 Key findings from the analysis
The Fishbone analysis has provided insights that multiple organizational factors aligned with the poor safety care. Furthermore, the Donabedian model highlighted relationships between structural weaknesses, deficient care procedures and adverse patient outcomes. On the other hand, SWOT analysis has assessed the opportunities to enhance governance, leadership, workforce capability and patient-centred improvements. Combinedly, these findings described the need for coordinated organizational changes.
[bookmark: _Toc237369504]4.3 Quality improvements recommendations
The recommendations need to enhance workforce planning, clinical governance, leadership and patient-safety monitoring. PDSA can support strategic testing, PDCA can implement effective practices, while Six Sigma can reduce process variations and preventable errors. Hence, these approaches provide an integrated framework to highlight the Trust’s quality concern to improve services of Mid Staffordshire’s patient outcomes.
[bookmark: _Toc237369505]4.4 Sustainability and future improvements
Sustainable improvement is highly recommended by ensuring continuous monitoring, staff engagement, leadership accountability and organisational learning. The regular audits and quality dashboards will be introduced for track staffing, incidents, complaints, patient satisfaction and avoidable harm. Therefore, the future improvements must respond to performance data and patient feedback also.
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