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Introduction

Good patient safety policies and practices are fundamental prerequisites to the health and well-being of any society. If we get this wrong, then our people’s health will seriously suffer. We all need healthcare treatment at some time or other and are dependent on good quality care being provided. This means that the healthcare is safe and that we are not put at risk unnecessarily. We must also accept that healthcare treatment can never be totally error free or risk free. It is delivered by human beings to other human beings. Nobody is infallible; we all make mistakes. Healthcare is also delivered in various settings often using complex equipment. Considering the practical context of healthcare delivery, we need to properly manage risk and to reduce it as much as we can. How we can properly do this is the focus of this book.


Patient safety and the surrounding contexts

Healthcare treatment is surrounded by many contexts and dimensions. Doctors, nurses, other healthcare professionals and others do not practise in a vacuum in society. There are clinical, social, ethical, political, legal, managerial, business, financial and educational contexts and dimensions amongst others to their work. They all impact the delivery of healthcare in some way. No book could ever explore all the surrounding contexts of healthcare delivery as there are so many.

This book focuses on some key contexts and dimensions of healthcare, in the area of patient safety and health quality. How well a society manages clinical risk and the richness, or otherwise, of its patient safety culture is vital for the health of its population.

We explore some interfaces, some impacts that disciplines like law, ethics, management studies and some other selected areas can have on patient safety and health quality. We wish to introduce many types of issue that can impact a healthcare system’s attempt to develop a proper patient safety culture. We look into the history of healthcare and most recent developments in improving patients’ safety through introduction of various frameworks, guidelines and recommendations. 2However, these remain only documents, words of a text, unless they are successfully implemented to improve care. These initiatives also need to be embraced by the National Health Service (NHS) and its staff to improve the culture of the organisation. This is not an easy task, with the NHS being the largest employer not just in the United Kingdom but in Europe. NHS England alone employs over 1.3 million people, which puts it in the top ten biggest employers globally and the only one that focuses on healthcare. While objectives of all the other top 10 largest organisations are either making profit (businesses) or defending big nations (armies of three largest countries by population), the NHS has a very different and not-for-profit purpose. What is also worth mentioning is that about three-quarters of staff employed by NHS England are women. Equality and diversity is another focus of this book, especially given that overall female patients receive worse healthcare outcomes than men both in the United Kingdom and globally. While UK citizens are immensely proud of their NHS, it is also an organisation riddled with problems, controversies and scandals. These play out very much in the public eye, especially as the NHS is primarily financed by taxpayers living in the United Kingdom. The NHS is a massive organisation, uneasy to lead and manage by the government.

The NHS is facing many challenges. While medical advancements have dramatically increased life expectancy since the organisation was established in 1948, it means that more people than ever before live with complex healthcare needs. The cost is ever increasing, and many of the NHS buildings, facilities and premises are in need of significant investments. The coronavirus (COVID-19) pandemic was a difficult and traumatic trial for the organisation, as it not only lost over 200,000 of patients to the disease and related symptoms but also hundreds of its own staff. While it has been argued that many healthcare workers are still recovering from the pandemic and dealing with post-traumatic stress disorder, it could also be argued that the NHS as an organisation is only just recovering and possibly also dealing with post-traumatic symptoms.

We all need healthcare at some points during our lives. Even if we’ve been blessed with excellent health so far, it is recommended that we see our dentist for a check-up every six months. The first time we meet a new dentist, it is in essence a very unnatural occurrence. We know nothing about them, often not even their first name. We have a short chat about our medical history, and we trustfully open our mouths to allow them to put sharp objects in. In any other interpersonal setting, that would be unthinkable. Even when our washing machine breaks down, we check the plumber’s references more carefully, before allowing them into our house to fix it. Yet we trust dentists with our health, especially if we are lucky enough to live in an area of the United Kingdom that has enough NHS dentists.

The reason we trust them is that we rely on the dentist being properly educated and trained and up to date with their skills and knowledge. We trust that they have no history of unprofessional behaviour or causing harm to patients, as otherwise they wouldn’t be licensed to practice by their professional body. And we trust that 3the surgery has all necessary licences, is complying with health and safety regulations and our confidential records will be kept safe.

Trust is key to providing good healthcare. People need to trust their dentists, doctors and other healthcare professionals, so that they seek help when they need it. They need to trust that the staff will help them get better, that they care and that they have best intentions. But healthcare staff also need to trust their organisations and professional bodies, and feel supported in their demanding jobs. And managers and leaders of these organisations and professional bodies need to have trust in the government that it supports them. It is not simply fortuitous that the organisations leading healthcare in different parts of England are known as NHS ‘Trusts’.

Unfortunately, things sometimes go wrong and trust breaks down. Occasionally people go to hospital for the smallest intervention and end up being seriously harmed. That is inevitable, as healthcare is provided by individuals and nobody is infallible. We can all think of a time a friend asked us for a cup of tea, and we made them coffee instead. But a similar mistake in a healthcare setting, such as accidentally prescribing or administering the wrong medication, can lead to very serious consequences, especially in organisations where many people work together and rely on various mechanisms, equipment, environment and systems. Some mistakes will always happen, but patient safety is about minimising the occurrence, frequency, severity and consequences of these mistakes.

While the United Kingdom is very proud of its NHS, established shortly after the Second World War to make sure that tax is fairly used to provide free healthcare for all, not everyone trusts the organisation and those who run it. Since 1948 trust has been undermined many times. Unfortunately, the person who was found guilty of most murders in modern British history was a doctor – Harold Shipman. The general practitioner (GP) practising in England was convicted in 2000 of murdering 15 of his patients, but he is suspected to have murdered well over 100 people. More recently, the person convicted of murder (as matters stand) of most children in English modern history is a nurse – Lucy Letby, convicted of murders of seven of her infant patients in 2023. While these and similar trials are very rare, the stories fill the news for many years and undermine trust of the public in the NHS. And lessons have been and still need to be learnt from these tragic events, especially about the roles of the NHS, managers, leaders and other authorities, who had opportunities to stop these events much earlier.

However, it is extremely rare that healthcare professionals cause deliberate harm to patients. What is more common is harm caused by mistakes and omissions. And when these happen, the public needs to trust the NHS and authorities that they will properly investigate and learn from mistakes to improve care, patient safety and health outcomes. That is the focus of this book.

The book also addresses the importance of health-justice partnerships (HJPs), as they encourage staff to speak up and empower patients to raise concerns where they see problems. This is extremely important for patient safety and ensuring long-lasting quality-of-care improvements. While litigation can bring resolution, it might not necessarily lead in itself to improvements for patient safety and quality of care. The enormous amount of money NHS England spends on litigation and 4resolution of individual patient cases should be ideally decreased in favour of early resolution, mediation and overall improvement of patient outcomes.

The latter end of the book develops themes surrounding novel technologies such as open-source automated systems in healthcare, and the concept of clinicians as intermediaries in care where patients are opting for methods of self-treatment to manage conditions. This sparks the idea of tensions between the need for regulation in the area and meeting needs of patients who resort to technologies as a panacea to redress gaps in NHS’ shortcomings on patient treatment. The frontier of novel technologies and its relationship with the triad of law, ethics and practice elicits re-evaluation of efficacy of management and embedded cultural practices in a new era of negligence claims, and the need for substantive regulatory frameworks to tackle issues presented using novel technologies and patient safety for treatment.


The baseline of patient safety culture development

A key issue also discussed in this book is whether the NHS in England is developing a proper patient safety culture, and how these efforts are proceeding. Several chapters in this book will reflect on and discuss progress.

The book chapters will also be of interest to readers in different countries as many of the issues discussed have a generic quality which is relevant to different health systems. The need for good quality health services is a universal common denominator between all countries, fundamental for a healthy nation.


The chapters

In Chapter 1 the authors set the scene for the book and introduce the chapters and what is going to be discussed.

In Chapter 2, John Tingle introduces the concept of patient safety in the NHS and the issues surrounding this. He provides some essential context, discussing themes and significant patient safety policy development events.

The overarching theme of the chapter is that the NHS has a sophisticated patient safety framework but unfortunately the policies and practices within it have not sufficiently permeated down to key sections of the workforce. Major patient safety care quality crises appear on a regular basis. The NHS is patently poor in some areas of lesson learning from past patient safety crises and changing practices.

Tingle also argues, along with others, that the health regulatory governance system which includes patient safety is too complex, fragmented and duplicated in places. He argues for the reform and rationalisation of NHS organisations that have a health quality and patient safety remit. The government is active in policy-making in this area and reforms are on the horizon.

The NHS could make more positive progress towards developing a patient safety culture, he argues; there have been some positive steps forward towards this but much more could be done, and progress is too slow. He addresses several issues which cause acute patient safety problems in the NHS, such as communication failures and ‘never events’. He also discusses clinical negligence litigation in the NHS 5and the concepts of fault and blame, arguing that these can be useful accountability and transparency mechanisms.

In Chapter 3, the authors explore the intricate relationship between ethics, law and patient safety within the UK healthcare system, with a central focus on informed consent. Historically governed by clinician-centred standards such as the Bolam test, the legal landscape has evolved significantly following the Montgomery v Lanarkshire Health Board Supreme Court decision in 2015. This landmark case shifted the focus towards patient autonomy, establishing that clinicians must inform patients of any material risks and alternative treatments based on the patient’s perspective – not just professional norms.

The chapter outlines the ethical foundations of healthcare, grounded in autonomy, beneficence, non-maleficence and justice. It stresses that ethical practice must go beyond compliance, fostering patient empowerment and meaningful engagement in clinical decisions. Legal frameworks such as the Mental Capacity Act 2005 support this by ensuring that decisions for incapacitated adults reflect their best interests. Consent from children and vulnerable groups is discussed with emphasis on capacity assessments and inclusive decision-making.

Informed consent is depicted not as a mere legal formality but as an ongoing, relational process requiring clear communication, respect for autonomy and consideration of individual values. The challenges posed by emerging technologies, cultural diversity and communication barriers are acknowledged, calling for tailored, ethically sound approaches.

The chapter also examines consent limitations, using examples such as elective surgeries and the controversial R v Brown case to question what individuals can legally agree to. Ethical tensions between autonomy and societal protection are unpacked in contexts like body modification and gender-affirming care.

Patient safety is framed as an ethical mandate. A culture of openness, supported by the statutory Duty of Candour, is essential to error disclosure and learning from mistakes. The importance of whistleblowing, inclusive access to care and safeguarding vulnerable populations are underscored.

Person-centred care and relational ethics are promoted as best practices, where healthcare decisions are made within the context of relationships and mutual respect. While evidence on clinical outcomes remains mixed, the chapter affirms the ethical value of treating patients as equal partners.

Ultimately, the authors argue for the integration of legal standards and ethical values in healthcare to ensure transparency, dignity and trust. They conclude that ethical and legal literacy is essential for all clinicians to deliver safe, compassionate and effective care.

In Chapter 4, the authors look specifically at the professionalisation of healthcare safety investigations and the evolving role of the healthcare safety investigator in England. Drawing on the context of the Health Services Safety Investigations Body (HSSIB) and the wider patient safety landscape in the NHS, the chapter proposes that professionalisation is a critical enabler of more effective learning from patient safety incidents and a key contributor to organisational learning. The chapter outlines persistent challenges with healthcare 6safety investigations, such as the limitations of incident reporting systems and the shortcomings of root cause analysis. Then, the Patient Safety Incident Response Framework (PSIRF) is introduced, which aims to shift the focus towards systems-based, compassionate and proportionate learning responses to safety events.

The chapter goes on to describe the education strategy developed to support capability building in this space, including the Continuing Professional Development-accredited courses offered by HSSIB to promote systems thinking and investigative skills across the healthcare workforce. The chapter outlines the current development of a core competency framework for healthcare safety investigators. Based on a national e-Delphi consensus study, this framework defines 38 competencies across personal, knowledge and skill domains to guide individual development, organisational planning and educational design.

The chapter concludes by considering how these competencies, once finalised, can be embedded into practice. This includes proposals for professional portfolios, alignment with training programmes, the potential role of a dedicated professional body and the integration of embedded human factors expertise. These developments are essential to realising the ambition of a learning healthcare system, supported by international collaboration in advancing the emerging profession of the healthcare safety investigator.

In Chapter 5, Guy Forster examines the current framework of clinical negligence from the perspective of claimants and those who represent them. For many years now, there have been growing concerns regarding the cost of clinical negligence claims which has led some commentators to call for reform of the current system; however, no one could deny that the key to reducing the cost of harm through negligence is through preventing harm from occurring in the first place.

The motivations for bringing a claim are many and varied; for some it will be the only opportunity for an independent evaluation of what happened in their healthcare; for others, it may be the only way they can hold an organisation accountable for its failures, to elicit an unequivocal apology or to produce positive change. For many, the damages recovered will be essential for commencing the process of rehabilitation and to address lifelong physical and psychological needs.

The author explores the interplay between the clinical negligence framework and other related processes which occur in response to an adverse incident, the role played by legal representatives and how a joined-up, collaborative approach by all stakeholders could positively influence patient safety and better meet the needs of those harmed in healthcare.

In Chapter 6, the authors outline an example of patient safety being compromised by access to primary healthcare being denied. In the United Kingdom, care provided by the NHS is free at the point of use for everyone living in the United Kingdom. However, migrants can find it more difficult to access this care. A particular barrier is refusal by primary care practices to add a patient to their list which enables access to primary care and referral to hospital-based services or specialist care, in spite of guidance stating that practices cannot refuse to register patients without photo ID.

7To further explore barriers to registration and their potential impact on patient safety, the authors draw on data generated by Doctors of the World UK (DOTW UK), a charitable organisation providing support to people unable to access NHS services. A central aspect of their work is to help service users to register, contacting practices by phone and following up until registration is successful. These activities are reported as open-text data, together with information about the service users’ journey to the United Kingdom, current life situation and health concerns. The authors created a sample of cases from the years 2016–2018, from which they identified a subset of service users with health problems who faced increased problems being registered. On the basis of a content analysis, the authors select a number of case studies to present in more detail.

The data suggests a significant level of reluctance from practice staff to register patients without ID, even where there is an urgent need. This could be linked to wider concerns such as overstretched health services and media coverage giving a distorted picture of migrants’ use of and entitlement to healthcare. Organisational factors within practices could be addressed by staff training: while clinical leads might be more aware of registration guidelines, practice managers and receptionists often were not. At a policy level, there should be an accountability mechanism to make sure that all practices follow guidelines when registering undocumented patients. The authors’ findings also speak to the necessity of incorporating wider values such as inclusion, justice and trust building into the development of a patient safety culture that prioritises the most vulnerable while enabling access to healthcare for everyone who needs it.

In Chapter 7, Brian Cox examines the question of patient harm in the NHS and health systems from the perspective of systems analysis. It provides a provocation to the dominant conception of harm by positing ‘POSIWID’ – that the ‘purpose of the system is what it does’. Once this is established, the chapter suggests that rethinking concepts and measures may provide a more insightful approach to harm reduction. Taking POSIWID as a starting point, the work then brings patient safety and healthcare mistakes and incidents into focus, and provides suggested frameworks for thinking about safety and unfavourable outcomes more systemically.

This chapter then adopts a systems-thinking lens to explore these matters with a view to deciphering the connection between policy, organisation and practice outcomes, and a system-thinking approach to patient safety. The debate extends to the kind of questions that we should be asking as well as what conceptual model policy-makers might apply to the NHS. What can be drawn from current approaches to managing harm and safety and what does this tell us about the kind of model that policy-makers are applying to the system?

The chapter summarises the types of patient harm that occur and the existing measures that are in place to prevent and reduce harm. It suggests that these measures are inadequate in their scope and responsiveness. If harm is to be further reduced, safety measures and processes need to be extended and enhanced to create activity that is proactive and intrinsic to the process of healthcare delivery itself.

Applying some basic system science concepts to the problem of safety and harm leads the author to question the current conceptualisation of patient safety in 8healthcare. Often patient harm incidents are treated as untoward events and exceptions to the care process. This is erroneous from a systems-thinking viewpoint and as an important step towards systematic harm reduction, it is important to recognise harm as a product of the existing system. The chapter concludes by arguing that though there is an array of institutions, practices and safeguards and a considerable investment of expertise, knowledge and resource concerned with the detection of harm and the promotion of safety in the NHS, the notion that care failures are outliers and episodic events that can be policed and corrected through monitoring and surveillance via special measures and exception reporting is flawed.

In Chapter 8, the authors discuss inequality in healthcare outcomes and present how the NHS is less safe for patients with Equality Act protected characteristics. It focuses particularly on measurably poorer outcomes for women and race minorities, offering suggestions for solutions to the problems. While principles in the Constitution of the NHS include the duty to foster equal and fair care for its patients, evidence shows that minorities and marginalised patients experience worse healthcare outcomes than other relevant comparators.

In the first section, the authors focus on mental health and specifically histrionic personality disorder (HPD). It is a condition that is historically more likely ascribed to women rather than men due to gender bias, as it describes an individual who is characterised by their exaggerated and dramatic demeanour. As more women get over-diagnosed with this condition and seen as exaggerating their health problems or falsifying symptoms to gain medical attention, their views, such as concerns about their physical health, can be disregarded more easily. Consequently, a misdiagnosis of HPD could even be fatal for a woman, as symptoms are wrongly attributed to this disorder, while they are not receiving the treatment that they need for unrelated physical or mental conditions that continue to be overlooked.

In the following section, the authors focus on maternity care. Recent figures have shown that the NHS spends more than twice as much on compensation for harm caused in maternity services than it spends on maternity care overall. Questions should be asked if such failings are due to women’s health historically being perceived as less important. Race minority mothers and their babies have also significantly poorer outcomes in maternity care and neonatal care. In the United Kingdom, black women are four times more likely to die in pregnancy and childbirth, with Asian and mixed-race women twice as likely to die, compared to white women. The chapter discusses the impact of race on maternal care in all three stages: antenatal, intrapartum and post-natal periods. Although there are some interventions already in place, more proactive steps should be taken to understand and implement meaningful changes that would close the gap in race disparities in maternal healthcare.

The chapter doesn’t just describe examples of disparities in NHS patient-safety outcomes due to selected Equality Act protected characteristics but also attempts to offer suggestions for solutions. One solution would be encouraging more diverse healthcare teams, particularly in senior roles and in leadership, management, training and education. There is much to improve in that area across the NHS and in British universities. For example, while 63% of 9London residents now identify as a race minority, London NHS Trust Boards’ race minority representation among its members was, until recently, only 8%. The same can be said about healthcare education leadership, with a significantly lower proportion of women and race minorities among Deans of UK medical schools, thus raising the question on impact of intersectionality in leadership of medical education. Reasons why more diversity offers an array of benefits are discussed in this chapter.

In Chapter 9, Gohal and Lewis explore the enduring challenge of siloed working within health and social care, examining its impact on patient safety, quality of care and workforce sustainability. Gohal and Lewis argue that organisational boundaries, both internal and external, undermine the ability of services to deliver joined-up, person-centred care. Drawing on recent high-profile cases, the authors demonstrate how poor communication, fragmented services and unclear accountability structures can lead to avoidable harm.

Set against the policy backdrop of the Health and Care Act 2022, the chapter assesses the opportunities and limitations of recent structural reforms. While the creation of Integrated Care Systems (ICSs) and Integrated Care Partnerships (ICPs) aims to foster collaboration and shared responsibility, the authors argue that cultural, operational and leadership barriers continue to reinforce siloed behaviours. Structural change, while important, is insufficient without a parallel shift in organisational culture, leadership behaviours and partnership dynamics.

A central focus is the concept of boundary spanning leadership – that is, leaders who bridge organisational divides, foster trust and enable collaboration. These leaders are vital in creating psychologically safe environments where professionals can work together across services and sectors. However, the chapter also highlights how systemic pressures, including financial constraints and risk-averse cultures, often hinder this form of leadership.

The role of equality, diversity and inclusion is examined as essential to integrated care. Inclusive leadership practices, those that value diverse perspectives and foster genuine co-production with patients and communities, are presented as critical to reducing health inequalities and improving safety outcomes. Initiatives like Martha’s Rule exemplify how public voice and accountability can be embedded into systems in meaningful ways.

The chapter concludes by emphasising that sustainable change depends not only on governance and policy, but on the ability of leaders at all levels to challenge siloed thinking, model collaborative behaviours and keep patient experience and safety at the centre of decision-making. Gohal and Lewis call for a reimagining of leadership and accountability, one that goes beyond procedural compliance to build cultures of trust, learning and shared responsibility. In doing so, the chapter contributes a timely and practical perspective on how integrated care can be realised through compassionate, inclusive and courageous leadership.

In Chapter 10, Steve Gulati focuses on the various dimensions of leadership and the relationship with patient safety. The chapter has four parts, starting with an overview of a healthcare system approach to patient safety, before looking at some practical elements of the interface between leadership practice and safety. 10The chapter then moves on to debate factors around safety environments, and the role that healthcare leaders have in organisational climate, culture and systems.

Central to the argument is that leadership cannot underwrite patient safety, but that practised effectively it can create environments where safe practices have the best chance to flourish. Central to that are issues of psychological safety for a complex, multi-professional workforce, and the critical ability for leaders to be able to have difficult or sensitive discussions, compassionately. There is thus a need to focus not only on relational leadership skills, but also for individuals to be aware of and able to react to situational factors.

The chapter also locates the debate around healthcare leadership practice in the context of complex adaptive systems, where there is a multiplicity of wicked problems. Matters of care quality and safety are thus deeply interlocked with other issues, and this is part of the ‘puzzle’ that healthcare leaders – whether clinical or non-clinical – must grapple with. For the same reason, interventions in one part of the system will inevitably have impacts and consequences elsewhere – but it is either very difficult, or impossible, to identify and predict which. This adds to the leadership challenge around patient safety.

As a question, ‘is healthcare leadership the key to patient safety?’ is thus both a truism, but also beguilingly simple. Leading for safety is about leading teams, creating an environment where safety can thrive, embodying courage to learn and change, and maintaining a clear focus on who is served by healthcare delivery. The concepts and discussion in this chapter is essential reading for those engaged in healthcare leadership and the stewardship of patient safety.

The focus of Chapter 11 is the exploration of the background of what is meant by a just culture – from its origins in the late 1970s from the perspective of ‘accidents happen’ to how it is now being addressed in healthcare in more recent times. To help explore what it means in practice, a deep and emotive perspective from the high risk and safety focused world of air traffic control will be shared demonstrating how an air traffic controller was not marginalised or ‘fired’ but supported by leadership and appropriately investigated to disclose their ‘second victim account’ to encourage learning (for self, the organisation and the industry). In doing this, there is an exploration to better understand why culture – especially a just culture – is deemed to be ‘soft’ and a complex ‘easy to ignore’ element of organisational behaviour; yet it is constantly talked about and can create ‘hard’ consequences. Along with this reputation of culture being ‘soft’, superficial and symbolic, it is therefore challenging to evidence and/or quantify.

As part of the discussion, these ‘hard’ consequences are considered, recognising that if culture is not addressed appropriately, these consequences are not just damaging to the organisation, but also to the individuals involved – professionals, patients and the public.

The argument also considers how leaders can influence a more restorative just culture. The chapter concludes that inculcating the philosophy of a more restorative just culture in healthcare will not be easy and certainly no ‘quick fix’, yet it is argued that it is potentially an integral part of addressing the fear, blame, burnout and disengagement being felt across health and social care organisations.

11In Chapter 12, Barbara A. Reich offers an interesting and timely perspective on patient safety issues in the context of burdensome and often potentially inappropriate therapies offered to cancer patients nearing the end of life. One key problem she identifies is the tendency for physicians to be less than candid with patients, including by holding out wholly unrealistic prospects of medical cures (sometimes of an experimental nature). This leads patients to undergo unnecessary and burdensome over-treatment which can significantly reduce the quality of their final weeks or months. It also largely forecloses the option of hospice care, which not only offers a gentler death, but, according to some evidence, may actually prolong patient survival times.

Against this background, Reich goes on to offer a penetrating, but sympathetic analysis of the psychological pressures on both patients and physicians to maintain hope, and to pursue all possible treatments, against the odds. At the same time, she identifies more dubious influences at work, especially in the insurance-based US healthcare system, where financial aspects, as opposed to the patient’s best interests, may affect the way the pros and cons of further therapy are presented. In her view, the United Kingdom, with its NHS system, and the greater weight it attaches to evidence-based National Institute for Health and Care Excellence (NICE) treatment guidelines, here offers a better model, discouraging over-treatment, while also allowing more space for development and utilisation of palliative cancer care options.

Reich concludes her contribution by advocating that ‘hope’ in the context of treatment for advanced cancer be recast to focus dynamically on more realistic goals: “the hope of dying at home without suffering, or the hope of celebrating one last Christmas or other family occasion”. Here, the physician’s role as an informed advisor and guide nonetheless remains essential: “Physicians can acknowledge to their patients that they are neither omnipotent … nor omniscient …. The future is always uncertain. The best of these difficult conversations will acknowledge these points and then follow a model in which the physician asks the patient about what they value most at the close of life and then makes evidence-based predictions and explains available choices”.

In Chapter 13, Amber Dar considers the contribution HJPs may make to improved patient safety, with particular focus on child health. She begins by pointing out that cases of poor child health often unfold in a wider context of social inequality and deprivation, in which the health conditions requiring medical attention are triggered or exacerbated by social factors such as poor environment and housing. As she notes, this is exemplified by tragic cases involving children with respiratory conditions who have died despite receiving medical care and treatment.

Against this background, Dar examines the development and potential of HJPs to provide improved access to justice to child patients and their families (alongside healthcare treatment in a health setting), who may be struggling to identify who to turn to for help and are hampered by their lack of financial resources to access legal advice and representation. As she details, in England, reports in recent years have been looking at how such partnerships could be implemented. Moreover, there have been successful initiatives and partnership models in jurisdictions such as the 12United States and Australia. An acute problem, however, remains lack of funding, especially in the light of successive cuts to legal aid in England. Here Dar considers the potential contribution university pro bono projects, clinical legal education and ‘policy law clinics’ could make, where law (and other) students, supervised by qualified legal and academic staff, could be involved in supporting the provision of pro bono advice and delivering workshops and guidance within their local communities. This would not only improve access to justice for victims, but could have important educative benefits for the students themselves.

In Chapter 14, Moreton and Wright discuss healthcare decision-making for children with medical complexity and combating breakdown of trust by building relationship. Proxy decision-making by parents relating to their child’s health and care is a function of the legal power vested in them as an aspect of their parental responsibility. Yet professionals are also tasked with the mandate to act in accordance with the child’s best interests. The triadic dynamic between professional, child patient and parents can represent one of the most challenging relationships in the health and care context. When interpretations of the parental and professional remits do not align, such relationships are ripe for conflict and breakdown of trust. In such cases sub-optimal decisions can be made and patient safety can be put at risk. Drawing on the work of Moreton for the recent Nuffield Council on Bioethics Review and Report on Disagreements in the Care of Critically Ill Children (2023), and Wright’s extensive experience as Founder/Director of Born at the Right Time, qualified nurse and the parent of a young man with profound and complex neurodisability, this chapter contends that relationship-building, theorised through a novel feminist ethic of care, is the solution to ‘bridge the gap between rhetoric and reality’. With a particular focus on the under-studied population of children with medical complexity (CMC), the authors utilise ‘small stories’ from parents as a methodical device, in answer to the Nuffield Report’s call for greater visibility of parental voice and experience in research on decision-making. They identify three key causes of potential conflict – complex systems, environmental influences and internal narratives – and propose potential solutions viewed through the lens of the Ethics of Care. They go on to consider some of the systematic and institutional changes that would be necessary to make such an approach an embedded part of NHS practice. This entails practitioners, who are often the drivers of the relational dynamic, learning how to understand parental perspectives and foster productive communication, but it is also important that parents understand their responsibilities to listen and reciprocate in productive dialogue. The authors suggest that by adopting new processes and ways of thinking in seeking to place relationship-building at the centre of their practice, professionals can minimise the chances of legal action, reduce moral distress that inevitably comes as a result of entrenched disagreement, and build mutually beneficial relationships that are rightly child and family centred.

In Chapter 15, Moore and Quigley explore issues of accountability and patient harm in relation to open-source automated insulin delivery (OS AID) systems – innovative diabetes management technologies developed by the patient community that repurpose approved medical devices in unregulated combinations. These 13systems are created by individuals with type 1 diabetes who modify and integrate commercially available components – such as insulin pumps, continuous glucose monitors and smartphone apps – to create automated insulin delivery systems that enhance their diabetes management beyond what standard prescribed devices can achieve. To what extent, they ask, might clinicians, who prescribe the components for such systems, be liable in negligence for injuries resulting from faulty levels of dosage attributable to them?

In answering this, they note that two separate potential bases of liability arise. The first derives from the fact that, in such cases, the clinician engages in what they term ‘novel prescribing’, i.e. the prescription relates to an innovative or unusual treatment for which a stable evidence base does not yet exist. The second (regardless of whether in the circumstances the prescription per se was legally defensible) concerns the degree to which the clinician communicated appropriately with the patient, by advising them sufficiently about the added risks from innovative treatment tools.

To explore these matters further, the authors engage in careful analysis of the different legal elements that, in either case, would need to be satisfied for a patient to bring a successful private law claim in negligence, supported by reference to recent court judgments in the fields of innovative therapy and the clinician’s duty to communicate. The discussion at the same time provides insights into the novel way in which data-driven self-management systems operate, and why – from the point of view of the diabetes community – they are often seen as offering significant advantages over traditional, clinician-led approaches. They conclude that in most circumstances the clinician has little to fear from liability in negligence. However, as they point out, this in turn may raise concerns of under-regulation and ongoing uncertainty as to liability risks: in their view a solution may lie in the development and use of soft-law clinical guidelines, adherence to which demonstrates a considered evaluation (by the clinician) of the risks and benefits, when prescribing and advising patients on the use of clinical self-management tools.

In Chapter 16, Derek Willis first notes some of the difficulties with describing harm (and by implication, developing patient safety initiatives in response) within the palliative care sector. A key problem is that palliative care is associated closely with care during the final process of dying; here, it may be thought (if not at a reflective level) that any harm that occurs will in any case be only of short duration, and perhaps a matter to be taken less seriously. However, as Willis argues, such assumptions are misplaced. In the first place, the link between palliative care and dying/death is by no means invariable; most deaths in a medical setting (so far as they do not raise special challenges of pain management) do not involve trained palliative carers. Second, and conversely, patients may be prescribed palliative care, but are either not dying at all (but suffer from severe intractable pain requiring management), or are only in the early stages of a fatal condition, with many months or even years before them (in which palliative care may alleviate their symptoms).

As Willis then illustrates through a series of case studies, featuring (imagined) clinical scenarios, such misconceptions, and the way they influence actors both within and outside the palliative care sector, may have significant potential to cause 14harm. As he argues, drawing on Aristotle’s analysis of harm in Nicomachean Ethics and his metaphysics, this can arise in three ways: in the first place, palliative care may be absent where it should be present; second, it may be present where it should be absent; and last, it may arise through palliative care not being practiced properly.

In the course of this discussion, Willis notes that the harm in question may not only impact upon the patients receiving palliative care, but sometimes also upon the carers who administer it. He ends with a plea to the palliative sector, while fully acknowledging its great overall contribution to the amelioration of suffering, to face up to the risks he has outlined, as befits a mature and confident specialty, committed to identifying and mitigating harm in every form.

In Chapter 17, Naomi Assame states that the culture of an organisation shapes the behaviour of everyone within it, the quality of care it provides and its overall performance. A quarter of a century has passed since the seminal report ‘An Organisation with a Memory’ was published, urging the NHS to modernise its approach to learning from failure and shift away from a culture blame towards one of safety. Despite this call to action and the resulting policies and initiatives to enable this, concerns have been raised about the extent to which “acceptance of discrimination, bullying, blame cultures and responsibility avoidance have almost become normalised in certain parts of the system”. Such cultures affect how NHS organisations respond to patient harm.

If NHS organisations are to successfully evolve towards safety cultures and respond to patient harm effectively, the perceived tensions that exist between legal frameworks and safety cultures need to be acknowledged. This chapter explores legal frameworks that are an important scaffold for improving patient safety. The legal frameworks discussed include professional regulation, clinical negligence, the coronial process and the duty of candour, and explore how the healthcare professionals perceive these legal frameworks to impact on safety culture.

The chapter also outlines how changes to healthcare policy are crucial to supporting NHS organisations to evolve towards safety cultures. This includes commentary on recent policy changes such as the introduction of the PSIRF which presents a great opportunity to move away from traditional cultures of blame and focus on building stronger, safety cultures. The complex socio-technical healthcare system that healthcare professionals are working in is highlighted including the requirement for psychologically safe working environments to be curated where everyone feels included, safe to ask questions and discuss mistakes.

Conclusions drawn from the discussion include that legal frameworks are important scaffolds for improving patient safety and are necessarily adversarial to ensure the accountability of those responsible for the delivery of healthcare. It is also concluded that a greater focus on the complex socio-technical system in which healthcare professionals are working represents a shift towards compassionate accountability that will hopefully impact positively on safety culture.

Chapter 18 by Steve Gulati and Marc Stauch provides a conclusory overview by drawing together some of the key themes discussed in earlier chapters and presenting some recommendations as to how patient safety initiatives should be conceptualised and taken forward in the future. As the authors suggest, besides a focus on 15technical aspects of risk-mitigation, for such initiatives to bear fruit, there needs to be a transformation of the overall culture of healthcare provision, so that core ethical values of transparency, compassion, and respect become integral to daily practice.

In this regard, the chapters together offer a holistic perspective on the myriad patient safety issues that stem from a failure to pay sufficient attention to the voices of ‘fellow actors’ in the system. As different chapters illustrate, this may take either an external form – in which the concerns and interests of certain (groups of) patients are undervalued – or an internal one – in which the same occurs within the relevant healthcare team. In both cases, the key aim must be to promote a respectful (non-discriminatory or non-stigmatising) care environment, where uninhibited communication thrives, and information, essential to avoid – or learn from – safety mishaps is not overlooked.
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Introduction

When we look at the patient safety crises that have plagued the National Health Service (NHS) over the years, we can see that history has not served it well when it comes to efforts to develop a proper NHS patient safety culture. Major patient safety, health quality crises have continued to occur at too regular intervals. Problems compounded by the patient safety errors, ones of the same type, often are being repeated, showing that health care staff and others have not learned the lessons from past patient safety crises events.

We can also add to the discussion the complex, fragmented and duplicated nature of the NHS health governance and regulatory framework within which patient safety sits. This all adds to confusion of both patients and staff hindering patient safety culture development with issues such as duplication of guidance, organisational remits and so on.

When an adverse health event has occurred to a patient, history has also shown that in some quarters of the NHS the focus has been too heavily on protecting the reputation of the health organisation concerned and not on the patient or supporting the individual clinician/staff. Commentators have said, as will be shown later in this chapter, that the NHS has too much of a defensive culture when it comes to dealing with adverse health care events.

I argue in this chapter that whilst there has been marked progress towards the development of an NHS patient safety culture, it has been too slow given the frequency of health care quality crises over the years and which continue to the present day. Some key patient safety reports will be discussed in this chapter and themes identified.

Despite some significant defects such as overlap, complexity and fragmentation, the NHS health, regulatory and governance framework is a sophisticated and detailed one. We do have a detailed knowledge of why patient safety problems occur. The problem is that the patient safety science and evidence does not necessarily inform the practice of what is happening in front line health care. There is clear evidence of this in the many patient safety investigation reports into care crises. The same errors can be seen to be repeated; this is particularly the case in maternity care. There is a theory, practice gap which the chapter will explore along with NHS patient safety policy development trends over the years.

17The conclusion reached in this chapter will be that the NHS still has a long way to go before it can be said to have a proper and developed patient safety culture. Recent government patient safety policy initiatives have the potential to significantly improve the trajectory of NHS patient safety culture development but major problems still need to be overcome.


The story begins

It is important to develop some sort of NHS patient safety timeline, base line so that NHS patient safety progress can be viewed up to the present day. Helpful timelines have been published,1 by Sirrs,2 Illingworth, Shaw, Fernandez, et.al.

The significant start date in NHS patient safety policy development terms can be said to be the year 2000 when the Department of Health published their seminal patient safety policy report, ‘An Organisation with a Memory’.3 This report was published in the same year as the seminal USA patient safety report, ‘To Err is Human: Building a Safer Health System’.4 Both reports were influential in setting off the patient safety agendas in their respective countries and are good baselines from which to start an analysis of the subject from.


An organisation with a memory

By analysing the report5 since at least the year 2000, the NHS has had a detailed knowledge of what to do about patient safety problems. Although today we know even more than we did back in the year 2000, a quarter of a century ago, but unfortunately, the same sort of patient safety issues stubbornly persist today such as poor lesson learning from health care adverse events. We can reflect on this when we look at key sections of the report. It was stated in the report6:


In addition, there is evidence that some specific types of relatively infrequent but very serious adverse events happen time and again over a period of years. Inquiries and incident investigations determine that ‘the lessons must be learned,’ but the evidence suggests that the NHS as a whole is not good at doing so.

(p. viii)



This view, stated in what can be regarded as the launch publication, the modern start of the NHS’s journey to develop a patient safety culture, is as true today as it was then. The same view is expressed in many contemporary reports of investigations into care quality and patient safety crises as will be seen later in this chapter.


Key NHS patient safety problems and themes

From an analysis of several patient safety investigations and other published reports I have selected some important recurring themes to explore. Some of these will also be explored further in other chapters in this book.

18Patient safety noise

When we look at patient safety crisis investigation and other reports published since 2000, a myriad number of critical issues are raised. Over time, patient safety has become a large global and national service industry with many stakeholders who are keen to advance their own agendas which can sometimes compete and conflict. This can result in a considerable body of patient safety literature being produced which is an inevitable consequence of the high profile of the topic. This can cause problems in terms of possibly overwhelming doctors and nurses and other health carers along with those whose job it is to disseminate patient safety materials and to advise which can be accommodated in policies.

Too many guidelines and protocols issued by the many NHS and professional regulators can confuse and inhibit the development of a patient safety culture. The Care Quality Commission (CQC) stated7:


Trusts receive too many safety-related messages from too many different sources. The trusts we spoke to said there needed to be better communication and coordination between national bodies, and greater clarity around the roles of the various organisations that send these messages.

(p. 6)



More recently, the Health Service Safety Investigations Body (HSSIB) has made similar comments on this matter8:


The ‘noise’ created by the significant volume of recommendations being made to the healthcare system means that providers struggle to prioritise and implement recommendations, concentrating on those which are addressed directly to the provider, or where there are immediate patient safety risks.

(p. 4)




Patient communication failures

When you analyse various past clinical negligence cases and complaints, communication failures can be seen to underpin them. Thus, the conclusion could be drawn that if the doctor or nurse or others would have communicated properly with the patient or their family in the first place, then it is highly likely that the patient or their family would not have litigated or made a complaint. Again, talking to patient safety stakeholders, patients can be moved with force to take more formal steps to resolve matters because they are not getting a sufficiently proper response to their questions requiring an explanation of what happened to them. Litigation and complaining is very often the last resort for a patient to take.

In my experience when you speak to patients’ safety and health lawyers and others, they maintain that what most patients want is an explanation of what occurred, an apology and an assurance that what happened to them will not happen to anybody else.

19The former Parliamentary and Health Service Ombudsman (PHSO), Rob Behrens stated in his report9:


We found that the physical harm patients experienced was too often made worse by inadequate, defensive and insensitive responses from NHS organisations when concerns were raised.

(p. 8)



He further discussed about the concept of ‘compounded patient harm.’ This is where the patient or loved ones try to investigate more and understand why the adverse incident occurred and they receive a poor response. The harm they have suffered is aggravated or made worse by the further actions of others, nurses, doctors and trust. PHSO stated:


We identified several factors that contribute to compounded harm:





	a failure to be honest when things go wrong


	a lack of support to navigate systems after an incident


	poor-quality investigations


	a failure to respond to complaints in a timely and compassionate way


	inadequate apologies


	unsatisfactory learning responses




(p. 8)





Poor communication: A persistent NHS patient safety issue

Examples of poor patient communication practices by health carers is a common denominator in many investigation reports in patient safety crises. The Mid Staffordshire10 crisis was a stark example of communication failures and, more recently, the East Kent crisis which is discussed further below.11

The terrible events that occurred in Mid Staffordshire have been well chronicled in the media and elsewhere and can be seen in my view as marking the NHS’s darkest moment. The report states:


The first inquiry heard harrowing personal stories from patients and patients’ families about the appalling care received at the Trust. On many occasions, the accounts received related to basic elements of care and the quality of the patient experience. These included cases where:





	Patients were left in excrement in soiled bed clothes for lengthy periods.


	Assistance was not provided with feeding for patients who could not eat without help.


	Water was left out of reach.


	In spite of persistent requests for help, patients were not assisted in their toileting.


	20Wards and toilet facilities were left in a filthy condition.


	Privacy and dignity, even in death, were denied.


	Triage in A&E was undertaken by untrained staff.


	Staff treated patients and those close to them with what appeared to be callous


	indifference.




(p. 13)



The events of Mid Staffordshire did lead to new initiatives and improvements taking place in NHS patient safety, but communication problems continue to stubbornly persist and plague the NHS. They do seem almost unsolvable as another patient safety crisis investigation report often reveals the same problems occurring.

East Kent

The East Kent crisis12 represents another stark reminder of the impact that patient communication failures can have and their nature. There were many patient safety failures identified in the report. There were failures of compassion:


1.31 We heard many examples of uncompassionate care that shocked us. A woman who asked for additional information on her condition during an antenatal check was dismissively told to look on Google. A mother who was anxious about her baby’s clavicle, fractured during a difficult delivery, was told that ‘collar bones break all the time because they are built to do. that to get them out easier.’ Another, who asked why an additional attempt at forceps delivery. was to be made, was brusquely told that it was ‘in case of death.’

(p. 5)




Failures to listen


1.35 In some cases, we have found that this failure to listen contributed to the clinical outcome. In others, it was part of a pattern of dismissing what was being said, which contributed significantly to the poor experience of the families within our Investigation ….

(p. 5)



It will be possible to see other stark communication failures in other investigation reports into patient safety crises that have been published over the years. Sadly, I maintain the view that history has not served the NHS well when it comes to health carers and others learning the lessons from past adverse health care incidents and changing practices. Communication failures can be seen as one of those unlearned lessons in some quarters of the NHS despite research and guidance on the need to communicate properly and with honesty and candour.13



The PSIRF

21The NHS Patient Safety Incident Response Framework (PSIRF) is a valuable patient safety tool of NHS England, and effective communication practices are an essential part of the framework14:


The PSIRF recognises that learning and improvement following a patient safety incident can only be achieved if systems and processes that support compassionate engagement and involvement of those affected by patient safety incidents (patients, families, and staff) are in place. Compassionate engagement and involvement mean working with those affected by patient safety incidents to understand and answer any questions they have in relation to the incident and signpost them to support as required.



We can also add to the mix of NHS advice, policy on communication, the NHS Patient Safety Strategy,15 and the National Patient Safety Syllabus.16


The NHS is no sloth

The NHS is no sloth when it comes to the issuing of good, well-crafted patient safety policies and tools. The problem is that the theory espoused in the policies and tools does not necessarily result in a significant enough change in clinical practice at the workface. This implementation gap between theory and practice has been well articulated by several patient safety stakeholders including the PHSO17 and the charity, Patient Safety Learning.18 The PHSO stated that:


And yet, it is clear from the analysis of our most serious patient safety cases through this report that there is a gaping hole between best practice policy and consistent real-life practice. We may have a very sophisticated understanding of how to prevent patient safety incidents and avoid compounding harm for patients, families, and staff when things do go wrong. But our evidence suggests that, on the ground, this is regrettably not always implemented.

(p. 9)



The improvement of health carer communication strategies with patients is one of those patient safety lessons that continues to be an issue in some quarters of the NHS.


Two recent studies

Two recently published reports by Healthwatch19 and Cream, Wellings, Wenzel et al,20 reveal important failings in patient communication by health carers and others in the areas of patient discharge and NHS administration (which I term NHS back-office functions).

22These are key areas inextricably linked to NHS care and treatment. Premature discharge, confusion over arrangements, advice, could well feature as issues in a clinical negligence case. As could failures in the appointment system, test results delays. Healthwatch states several concerning issues about patient discharge arrangements. These include where patients have been discharged:


	Before seeing a consultant.


	Before being properly diagnosed.


	Without any follow-up care in place


	Without medication or information about how to manage at home

(p. 4)




Patients have told Healthwatch about being given unclear information on discharge and the report gives several instances. These could cause treatment delays and possibly be contributing to wrong diagnoses being made. Cream, Wellings, Wenzel et al. report begins with a concerning statement in terms of NHS patient safety culture development:


Most people can agree that how the NHS communicates with people around appointments and ongoing care – whether it is by phone, post, text, app or in person – needs fixing.

(p. 1)



There is a detailed discussion in the report about patient safety issues relating to NHS back-office functions and key recommendations are made to improve the situation described in the report.


A tenuous link between clinical negligence litigation and NHS patient safety

When you look at patient safety investigation and other related reports since the year 2000 and the organisation with a memory report,21 there is a clinical negligence litigation context to consider. Litigation can result from the patient safety crises chronicled in the reports discussed in this chapter and from others. A patient injured by clinical negligence can make a claim which will be more often than not settled if established rather than court proceedings taking place. The organisation responsible for managing litigation claims on behalf of NHS trusts and other health bodies is a special health authority, NHS Resolution.22 It has a wide remit with several responsibilities including litigation management. The annual reports of NHS Resolution23 are a veritable treasure trove of key patient safety information. The reports give litigation and patient safety trends and present a real-time view of what the litigation issues are in the NHS. NHS Resolution also produce themed reports on patient safety issues which have resulted in litigation and other valuable resources.


NHS Resolution

23The current picture: The high cost of clinical negligence

The annual report24 states that in 2023/24 they paid out over £2.8 billion on compensation and associated costs on all their indemnity schemes. They state they estimated annual cost at £5.1 billion. Every year they also give an estimate of how much the NHS might owe for future claims, a provision which stands as of 31 March 2024 to be £58.5 billion (£58,480 million).

The report states regarding clinical claims frequency that the total number of new clinical negligence claims and reported incidents in 2023/24 totalled 13,784 – an increase of 273 from 2022/23 (13,511). In terms of categories of clinical negligence claim numbers by speciality these are stated in the report as being emergency medicine, obstetrics, orthopaedic surgery and general surgery. It is stated that emergency medicine is now the largest specialty by volume of claims. Most claims do not proceed to court and are settled. NHS Resolution states that 81% of clinical claims were resolved without litigation:


In 2023/24, 50 resolved claims across clinical and non-clinical were litigated to trial, with 17 (34%) resulting in an award of damages. This compares to 60 trials with 19 (32%) resulting in award of damages in 2022/23.

(p. 57)



A key concern of NHS Resolution and some other stakeholders from a defendant health organisation perspective is the differential between claimant and defendant costs. There has been a long running debate about claimant legal costs being higher than defendant costs and cost capping measures.25 NHS Resolution states in the annual report:


There has been an 11% increase in claimant costs in 2023/24 compared with 2022/23.
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