

Student name: Rosena Lucy
Student ID number: 2210256
Programme: MSc Public Health and  			           Care in Practice 
Module: 	 Quality Assurance and Service Improvements
Module code: LCHS7006

Assignment Title: Component 2 
                               Service Improvement Report
Lecturer: 		Dr Fahad Khan









Contents
1 Introduction	3
2.1 Donabedian Model Analysis	5
2.5  Kotter’s Eight-Step Change Model	10
2.6 Applying Kurt Lewin’s Change Model to NHS Governance	11
3.0 Recommendations for Strategic Transformation	12
4.0 Benchmark	15
6.0 Reference List	18

Executive Summary: 
Component 2  Service Improvement Report: The Infected Blood Scandal (1970–1991)
The Infected Blood Scandal (1970–1991) represents the most catastrophic systemic failure in the history of the National Health Service (NHS), characterised by a profound breakdown in clinical governance, ethical stewardship, and patient safety protocols. This report provides a forensic service improvement analysis of the crisis, which resulted in the infection of over 30,000 individuals with HIV and Hepatitis C (HCV), leading to approximately 3,000 deaths and an estimated £11.8 billion in state compensation liabilities (Infected Blood Inquiry, 2024).
Utilising a multi-dimensional theoretical framework, the report deconstructs the root causes of this governance collapse:
The Donabedian Model reveals critical structural deficiencies, specifically the UK’s failure to achieve plasma self-sufficiency, and process failures in risk screening and informed patient consent.
Fishbone (Ishikawa) Analysis identifies a "catalogue of failures" across policy, workforce, and organisational culture, underpinned by institutional defensiveness and a "chilling" lack of transparency.
SWOT and Five Whys Analysis further scrutinise the interplay between internal vulnerabilities and external political pressures, highlighting how a paternalistic medical culture suppressed the "Precautionary Principle".
The report concludes that the tragedy was not a series of isolated accidents, but a predictable systemic failure caused by authorities prioritising administrative convenience over human life. To ensure such a collapse never recurs, the report proposes a strategic implementation roadmap anchored in Kotter’s Eight-Step Model and the Plan–Do–Study–Act (PDSA) cycle.
Primary Strategic Recommendations include:
Governance Reform: Establishing a centralised, statutory National Blood Safety Authority to provide unified, evidence-based oversight.
Cultural Transformation: Implementing a Statutory Duty of Candour for all NHS leadership to eliminate institutional "secrecy" and defensiveness.
Operational Safeguards: Transitioning to Domestic Plasma Sovereignty and real-time digital haemovigilance to secure the safety of the national blood supply.
Ultimately, this report serves as a rigorous blueprint for institutionalising a "safety-first" culture, restoring public trust, and aligning the NHS with modern high-reliability healthcare principles.
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The contaminated blood scandal (1970s–1990s) is widely recognised as one of the most significant systemic failures in the history of the National Health Service (NHS) (House of Lords Library, 2024). During this period, over 30,000 individuals in the United Kingdom were infected with blood-borne viruses, including HIV and hepatitis C, through contaminated transfusions or plasma-derived products (Infected Blood Inquiry, 2024). The scale of harm and prolonged delays in risk recognition led the Infected Blood Inquiry to characterise the scandal as a catastrophic failure of healthcare governance, patient safety, and institutional accountability (Infected Blood Inquiry, 2024).
Evidence suggests that patients were exposed despite increasing scientific knowledge of viral transmission and the availability of safer alternatives (Infected Blood Inquiry, 2024). A primary factor was the UK’s reliance on imported Factor VIII concentrates sourced from high-risk donor populations in the United States, including prisoners and individuals with substance-use histories (Infected Blood Inquiry, 2024; UK Government, 2024). 
Individuals with haemophilia were disproportionately affected, as their treatment required repeated administration of products derived from pooled plasma donations before effective viral screening or inactivation procedures were implemented (NHS, 2023; Infected Blood Inquiry, 2024).
Inquiry findings further reveal that many patients were not informed of their infection status for extended periods. This reflected a paternalistic medical culture that prioritised professional authority and institutional reputation over transparency, patient autonomy, and informed consent (House of Lords Library, 2024). Such practices raise profound ethical concerns regarding the duty of care within publicly funded systems (Infected Blood Inquiry, 2024).
The scandal exposes structural weaknesses within NHS governance, including inadequate risk assessment, delayed screening implementation, fragmented oversight, and the lack of a coordinated national strategy for blood self-sufficiency (NHS, 2023; UK Government, 2024). Political reluctance to invest in domestic production further entrenched reliance on imported products despite international safety concerns (House of Lords Library, 2024; Cabinet Office, 2025). Collectively, these failures demonstrate how systemic governance weaknesses can generate widespread, preventable harm (Cabinet Office, 2025).
This report critically analyses the scandal using established quality improvement frameworks. The Donabedian Model assesses structural and process failures (Infected Blood Inquiry, 2024), while a Fishbone (Ishikawa) analysis identifies root causes across policy and culture (Cabinet Office, 2025). A SWOT analysis evaluates internal weaknesses and external pressures (House of Lords Library, 2024). Finally, the Plan–Do–Study–Act (PDSA) cycle examines the absence of systematic learning (Infected Blood Inquiry, 2024), and Kotter’s Eight-Step Model assesses how leadership failures delayed essential reform (Cabinet Office, 2025).
[bookmark: _Toc225442562]2.1 Donabedian Model Analysis
The Donabedian Model (1988) evaluates healthcare quality through three interconnected pillars: structure, process, and outcomes. Applying this framework to the contaminated blood scandal exposes a systemic collapse across all three dimensions, exacerbated by a catastrophic failure in institutional learning (Infected Blood Inquiry, 2024).
Structure
The UK lacked a resilient national strategy for blood safety, resulting in a structural dependency where 75% of Factor VIII concentrates were imported from high-risk US commercial donor populations, including prisoners, by the mid-1970s (Infected Blood Inquiry, 2024). These structural vulnerabilities were compounded by fragmented oversight between the Department of Health and regional blood transfusion centres. This lack of "therapeutic sovereignty" was driven by a political reluctance to invest in domestic self-sufficiency, leaving the NHS structurally exposed to viral contamination (Cabinet Office, 2025).
Process
Clinical processes failed to uphold the Precautionary Principle. Despite emerging evidence of viral transmission, there was a three-year delay in implementing universal heat-treatment (1982–1985) for blood products (House of Lords Library, 2024). These technical failures were mirrored by ethical breaches in clinical governance; a paternalistic culture prioritised "institutional reputation" over the Statutory Duty of Candour. This resulted in systemic failures in informed consent, where patients were often treated with high-risk products or enrolled in research trials without their knowledge or clinical justification.
Outcomes
The structural and process deficiencies resulted in the infection of 30,000 patients with HIV and Hepatitis C, leading to approximately 3,000 deaths (Infected Blood Inquiry, 2024). Beyond physical morbidity, the "second order" outcomes include a total erosion of public trust in the medical establishment and a projected £11.8 billion compensation liability (Cabinet Office, 2025).
Critique: The Feedback Loop Failure
This critique of Donabedian’s model suggests it is often insufficiently dynamic for multi-decade failures. While the model assumes that "Outcomes" act as indicators to trigger structural reform, in this instance, the information feedback loop was broken. Institutional "groupthink" and political inertia ensured that evidence of harm did not lead to structural change for decades. Consequently, the model fails to account for "institutional blindness," where the "Process" is intentionally obscured to protect the "Structure" from legal and reputational accountability (Donabedian, 1988).
[image: ]2.2 Fishbone (Ishikawa) Analysis 

The Ishikawa framework deconstructs the scandal into interrelated causal vectors, revealing a "systemic organisational accident" rather than isolated clinical errors (Reason, 2000; UK Government, 2024).
Policy & Governance: A primary "bone" was the failure of the licensing regime and the rejection of the "Precautionary Principle" in favour of cost-containment (Infected Blood Inquiry, 2024). Strategic reliance on high-risk, commercially sourced US plasma created a structural vulnerability that domestic self-sufficiency could have mitigated (House of Lords Library, 2024).
Workforce & Clinical Freedom: Professional "clinical freedom" often superseded patient safety, allowing clinicians to ignore WHO warnings (1975) regarding viral hepatitis and continue using hazardous concentrates (Infected Blood Inquiry, 2024). This was compounded by a lack of standardised safety training and a paternalistic culture that delayed disclosure to patients (NHS, 2023).
Operational Systems: Deficiencies in traceability and "look-back" procedures, alongside the documented loss and destruction of medical records, represent a failure in information management that prevented timely notification of infection clusters (Cabinet Office, 2025; UK Government, 2024).
Critique: While the Fishbone identifies specific categories, its linear nature fails to account for complex, non-linear system dynamics (Senge, 2006). It struggles to capture the "recursive" effect where institutional "groupthink" (Janis, 1982) and defensiveness actively suppressed the feedback loops required for effective Plan–Do–Study–Act (PDSA) cycles. Collectively, these factors demonstrate a collapse of ethical stewardship where institutional reputation was prioritised over the Statutory Duty of Candour (Francis, 2013).
2.3 SWOT Analysis (Linked to the Five Whys Technique)
SWOT analysis provides a structured framework for evaluating internal organisational capacities against external regulatory and policy pressures (Gürel and Tat, 2017; Helms and Nixon, 2010). Within the NHS, this tool supports the examination of how internal governance structures interact with external threats, such as emerging virological risks and political-economic constraints (NHS England, 2022). Safety incidents, unintended events resulting in patient harm, often arise from these systemic failures, including inadequate clinical protocols and ineffective organisational oversight (Reason, 2000).
Applying the Five Whys technique illustrates a linear causal chain: patients were harmed because infected products were administered; this occurred because screening was inadequate; screening remained insufficient due to delayed regulatory action; and these delays were reinforced by ineffective institutional oversight (Infected Blood Inquiry, 2024). 
However, a critical evaluation reveals that the Five Whys is limited by its linear structure, which oversimplifies complex healthcare failures involving multiple institutional and political influences (Mind Tools, 2022; Vincent and Amalberti, 2016). While change management frameworks like Kotter’s 8-Step Model or Lewin’s Change Model provide structured approaches for implementing transformation, they are "prospective" tools focused on guiding organisational change rather than "retrospective" root-cause analysis of systemic failures.
Furthermore, while the DMAIC (Define, Measure, Analyse, Improve, Control) model is frequently used, it is often criticised in healthcare for being overly linear and slow to respond to rapidly evolving safety risks (Antony et al., 2021). Evidence suggests that only 30–40% of DMAIC projects achieve sustained improvement, highlighting significant long-term implementation challenges (de Koning et al., 2020). Its heavy reliance on quantitative data can also overlook the "soft" cultural, ethical, and governance failures, such as the Statutory Duty of Candour, that defined the contaminated blood scandal (NHS England, 2022; Francis, 2013).
Critique: Consequently, SWOT is the superior framework here. Unlike the Five Whys or DMAIC, SWOT captures the multi-dimensional nature of the crisis by examining how internal "Weaknesses", such as a paternalistic culture, were catastrophically activated by external "Threats" like the reliance on high-risk US plasma (Department of Health and Social Care, 2023; Infected Blood Inquiry, 2024). activated by external                                          "Threats" like the reliance on high-risk US plasma (Department of Health and Social Care, 2023; Infected Blood Inquiry, 2024)
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2.4 Plan–Do–Study–Act (PDSA) Cycle Analysis 

The PDSA cycle is a structured, four-step framework designed for iterative, continuous quality improvement; however, during the contaminated blood scandal, these stages were systematically bypassed (NHS England, 2022). In the 'Plan' phase, NHS governance failed to implement proactive risk assessments despite 1970s evidence regarding virological hazards (Infected Blood Inquiry, 2024). Effective planning should have prioritised domestic self-sufficiency and early screening, yet policy inertia maintained a fatal reliance on high-risk imports (House of Lords Library, 2024; UK Government, 2024).
During the 'Do' phase, unsafe Factor VIII continued to be administered despite international warnings, demonstrating a catastrophic failure in clinical risk response (Infected Blood Inquiry, 2024). The 'Study' stage, requiring rigorous monitoring and data analysis, was undermined by fragmented surveillance and an organisational culture that discouraged transparent reporting (WHO, 2021). Consequently, infection patterns remained unaddressed until widespread harm occurred. Finally, the 'Act' phase was delayed by decades, with meaningful reform only following external inquiry rather than internal organisational learning (Cabinet Office, 2025).
Critique: While PDSA is effective for rapid, small-scale clinical changes, its application here reveals a "frozen" system where institutional defensiveness prevented the cycle from ever completing. The scandal proves that PDSA cycles are futile if the 'Study' and 'Act' phases are suppressed by a paternalistic culture that prioritises professional authority over the Statutory Duty of Candour (Francis, 2013; NHS England, 2022). This highlights the need for psychological safety to ensure quality tools function as intended in complex healthcare environments.
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Kotter’s Eight-Step Model provides a structured framework for implementing sustainable change, beginning with a compelling sense of urgency (Kotter, 1996). During the contaminated blood scandal, this urgency was fatally absent; despite 1970s virological warnings, a paternalistic culture suppressed the need for rapid reform (Infected Blood Inquiry, 2024). 
Furthermore, the lack of a "guiding coalition," integrating clinicians, patients, and policy actors, meant there was no multidisciplinary accountability to drive safety improvements (Kotter, 1996; NHS England, 2022). Without a clear strategic vision, frontline staff remained disempowered, unable to act on emerging risks or remove organisational barriers (Kotter, 1996). 
The failure to generate "short-term wins," such as early domestic heat-treatment trials, further stalled momentum, preventing the consolidation of safer clinical practices (Infected Blood Inquiry, 2024). Consequently, instead of anchoring safety within the organisational culture, institutional defensiveness became embedded, delaying the Statutory Duty of Candour for decades (Francis, 2013; WHO, 2021).
Critique: While Kotter’s model is a powerful tool for prospective transformation, its retrospective application reveals that change is impossible in "low-trust" environments where leadership prioritises reputation over transparency (Cabinet Office, 2025). The scandal proves that a "sense of urgency" cannot be manufactured if the "Study" and "Act" phases of governance are structurally suppressed by rigid hierarchies, highlighting the modern necessity for psychological safety (NHS England, 2022).
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Lewin’s Three-Stage Model (Unfreeze, Change, Refreeze) provides a powerful lens for understanding the transition from a "closed" paternalistic culture to a transparent, high-reliability safety system (Lewin, 1951; Burnes, 2020).
1. Unfreezing: Breaking the Status Quo

The "Unfreezing" stage involves destabilising the existing equilibrium of institutional defensiveness. For decades, the NHS remained "frozen" in a state where professional authority superseded the Statutory Duty of Candour (Francis, 2013). The Infected Blood Inquiry (2024) serves as the ultimate "Driving Force," creating the psychological disconfirmation necessary to prove that the old ways are no longer viable. To complete this stage, leadership must acknowledge past failures to reduce "Restraining Forces," such as the fear of litigation or loss of reputation (Infected Blood Inquiry, 2024; NHS England, 2022).

2. Movement: Shifting to New Behaviours

The "Movement" stage requires a transition toward new values and practices. In the context of blood safety, this involves implementing the "Hillsborough Law" principles and domestic plasma self-sufficiency (UK Government, 2024). This shift is not merely technical but behavioural; it requires moving from a "blame culture" to a "Just Culture" where staff feel safe to report "near misses" (Reason, 2000). Applying PDSA cycles during this phase allows for iterative testing of new governance structures, ensuring that reforms are practical and evidence-based (NHS, 2023).

3. Refreezing: Embedding Ethical Stewardship

The final stage, "Refreezing," aims to stabilise the new state to prevent regression. This is achieved by anchoring transparency and patient autonomy into the NHS Constitution and mandatory clinical training (Cabinet Office, 2025; WHO, 2021).
Critique: In a high-reliability context, a traditional 'Refreeze' is a strategic risk; the NHS must instead cultivate dynamic capabilities, where safety protocols remain firm but the organisational mindset stays 'unfrozen' to detect weak signals of emerging pathogens (Weick & Sutcliffe, 2007).
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To mitigate the systemic governance and ethical failures identified by the Infected Blood Inquiry (2024), the NHS must undergo a fundamental paradigm shift toward a High-Reliability Organisation (HRO) framework. This transition requires moving beyond retrospective "blame cultures" toward a prospective "risk-sensing" model, where clinical safety is prioritised over institutional reputation. 
The following recommendations provide a strategic roadmap for this evolution.
3.1 Structural Governance and the Statutory Duty of Candour
The NHS must transcend fragmented oversight by empowering a centralised, UK-wide Safety Management System (SMS). While the Infected Blood Compensation Authority (IBCA) serves as a vehicle for restorative justice, the scale of this governance failure, marked by 30,000 infections and 3,000 deaths, necessitates a corresponding SMS capable of coordinating real-time safety alerts across devolved nations (Infected Blood Inquiry, 2024).
Crucially, this must be underpinned by a reinforced Statutory Duty of Candour for senior leaders. This transition must move beyond 'box-ticking' compliance to ensure that ethical stewardship is embedded as a core leadership competency, rather than an administrative burden (Francis, 2013). Analysis suggests that previous failures were rooted in "paternalistic inertia" and "institutional defensiveness" (Francis, 2013; Cabinet Office, 2025). 
To counter this, executive boards must be held personally and legally accountable for the suppression of safety concerns. This structural accountability ensures that transparency is a mandatory leadership metric, shifting the institutional focus from "reputational management" to "patient-centred integrity" and ethical stewardship.
3.2 Technical Resilience through Domestic Self-Sufficiency
A core strategic failure identified in the inquiry was the protracted reliance on high-risk international blood products. Historically, the UK’s 80% reliance on US imports created a supply chain vulnerability that prioritised commercial availability over stringent viral screening. To achieve technical resilience, the NHS must accelerate the expansion of the UK’s domestic plasma supply, facilitated by the 2021 lifting of the donor ban, to secure treatment for over 5,000 patients currently dependent on immunoglobulin therapies (UK Government, 2024).
However, domestic supply must be coupled with advanced viral screening and mandatory "vein-to-vein" digital traceability. By investing in dedicated donor centres and modernised tracking (Reason, 2000), the NHS can eliminate the "blind spots" inherent in commercially sourced products (House of Lords Library, 2024). This represents a shift toward the Precautionary Principle, where the absence of absolute scientific certainty no longer justifies delaying preventative safety actions. Achieving therapeutic sovereignty through an altruistic domestic model provides a dual benefit: it secures the supply chain while eliminating the ethical compromises inherent in international 'paid-for' donor markets (Infected Blood Inquiry, 2024). Crucially, this transition moves the NHS toward therapeutic sovereignty, replacing the ethically compromised "paid-for" international donor models with a resilient, altruistic domestic framework.
3.3 Cultivating Psychological Safety and the "Patient Voice"
Cultural transformation requires the structural integration of Psychological Safety, a state where clinical staff feel empowered to "stop the line" without fear of reprisal (Edmondson, 1999). This is currently being operationalised through the Patient Safety Incident Response Framework (PSIRF), which shifts the focus from blame to systems-based learning. By 2026, all clinical curricula should incorporate lessons from the infected blood scandal, using patient testimony to humanise systemic risk and prevent historical desensitisation. 
Furthermore, the "Patient Voice" must move from the periphery to the centre of governance. The 2024 implementation of Martha’s Rule, now active in all 210 acute inpatient sites, provides a formalised escalation route that has already triggered over 400 life-saving interventions. Providing patients with real-time access to the forthcoming Single Patient Record (SPR) further facilitates a "collaborative safety" model, allowing them to verify informed consent and identify diagnostic discrepancies. However, the efficacy of the Single Patient Record (SPR) is contingent upon bridging the digital divide, as approximately 31% of the UK population still does not access health services online, ensuring that vulnerable populations with low digital literacy are not structurally excluded from these new safety mechanisms (Good Things Foundation, 2025). While this democratisation of data acts as a safeguard against professional "groupthink," its success is contingent upon the NHS addressing the digital divide and reversing the declining confidence in "speaking up" reported in recent staff surveys. 
3.4 Sustaining Change: Leadership and Iterative Learning
The success of these reforms is contingent upon Strategic Leadership that avoids the "regression" typical of large-scale professional bureaucracies. Using Kotter’s (1996) Eight-Step framework, leadership must anchor these changes in the institutional culture to prevent a return to the silos that obscured previous failures. While "short-term wins" such as the 2024 initiative to identify undiagnosed Hepatitis C cases are vital for rebuilding public trust, they must be viewed as the start of an iterative Plan-Do-Study-Act (PDSA) cycle, rather than a final destination.
The efficacy of this iterative approach is evidenced by the NHS 'find and treat' programme, which has already achieved a 35% reduction in Hepatitis C mortality since 2015. This data validates the PDSA cycle as a mechanism for tangible clinical improvement, providing a benchmark for the total elimination of the virus by 2025 (NHS England, 2024). Ultimately, this demands a generational commitment to funding and a total abandonment of the defensive, cost-centric cultures that historically prioritised economy over human life and safety
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5.0 Summary
The contaminated blood scandal represents one of the most profound and preventable failures in NHS history, exposing deep structural weaknesses in governance, risk management, and patient-safety culture. Between the 1970s and 1990s, more than 30,000 patients were infected with HIV and Hepatitis C through contaminated products, despite emerging scientific evidence of virological risk and the availability of safer alternatives. The Infected Blood Inquiry (2024) concluded that these harms were not accidental but stemmed from a "catalogue of failures" across policy, regulation, and organisational accountability, compounded by a lack of transparency that prioritised institutional reputation over patient safety. 
This report has applied established quality-improvement frameworks to critically examine these failures. The Donabedian Model highlights how inadequate national infrastructure and delayed screening technologies created unsafe structural conditions. Fishbone (Ishikawa) analysis demonstrates the interconnected nature of policy shortcomings, operational weaknesses, and cultural complacency. SWOT analysis further reveals how external political pressures intensified internal vulnerabilities, while the PDSA cycle exposes the absence of the proactive monitoring required for a high-reliability system.
Furthermore, Kotter’s Eight-Step Model illustrates how leadership inertia and a weak strategic vision hindered the urgent reform required during the crisis. While the DMAIC framework offers a structured, data-driven approach for strengthening future operational controls, its retrospective application highlights that quantitative data alone cannot rectify "harms of misrecognition" or ethical breaches. Finally, Lewin’s Change Model reinforces the importance of "unfreezing" the historically paternalistic NHS culture to allow for a permanent shift toward "ethical stewardship" and a robust Statutory Duty of Candour. 
Collectively, these analyses demonstrate that preventing future failures requires a fundamental shift in leadership accountability and organisational learning. Strengthening regulatory coherence, investing in domestic plasma self-sufficiency, and embedding robust improvement frameworks are essential to restoring public trust. As the UK implements the Infected Blood Compensation Authority (IBCA) in 2024–2025, the focus must remain on a "Just Culture" that ensures such catastrophic, preventable harm can never recur.
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Poor handovers &
errors
(Dept. of Health, 2007).

Staff shortages & high
workload (Francis, 2013).

Weak QA & oversight
(Dept. of Health, 2007).

Outdated tests & labels
(SHOT, 2023).

Unsafe procedures
(SHOT, 2023).

Preventable deaths & harm
(SHOT, 2023).

Blood mix-ups and
transfusion errors
resulted in

preventable deaths

and serious harm (Dept.
of Health, 2007).

Preventable deaths & harm
(SHOT, 2023).

Blood mix ups and
transfusion errors
resulted in preventable
deaths and serious harm

(Depariment of
Health, 2007).

Current NHS

Legal protection for
whistleblowers
(NHS England, 2024).

Standardised handovers,
electronic records
(NICE, 2024).

Safe staffing ratios & planning
(CQC, 2023).

Integrated safety & QA
(Francis, 2013).

Automated labelling & tracking
(NHSBT, 2019).

Mandatory protocols & audits
(NHSBT, 2019).

Reduced mortality
(SHOT, 2023).

National survelllance
(SHOT, 2023).

Reduced mortality
(SHOT, 2023).

National surveliance,
QA programmes

and emproved opperrante
reduce transfusion-
related mortality.

After (Future State)

Transparent culture and accountability
(Cabinet Office, 2025, House of
Lords Library, 2024).

Interoperable data systems
(NHS England, 2022).

Equitable workforce & risk training
(NHS, 2023).

Central blood safety authority
(Infected Blood Inquiry, 2024;
Cabinet Office, 2025).

Domestic plasma & viral screening
(UK Government, 2024).

Universal adherence & audits
(NHS England, 2022).

Zero transfusion deaths
(Reason, 2000).

Systematis thinident learning
supported by continusie,
audit cycies and embedded culture

Zero transfusion deaths
(Reason, 2006).

Zero transfusion deaths
(Reason, 2000; Vincent & Amalber 2016).

Failure to meet national safety benchmarks allowed systemic Quality Assurance failures to result
in preventable patient harm (Reason, 2000).





