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Introduction

There is nothing new about efforts to ensure the safety of patients. After
all, the most famous principle of medicine is the Hippocratic instruction
to ‘first, do no harm’. Yet, whilst healthcare aims to heal patients it also
causes harm. Although this should be no surprise given the many risks
associated with providing healthcare, the problem of medical harm has
not been well described. The history of medicine has tended to focus on
success stories rather than failures (Wootton 2006). It is only during the
last half century that serious attention has been devoted to identifying
and understanding medical harm. The headline figure from various
studies across the globe is that around 8-12 per cent of hospitalised
patients will experience an adverse event in relation to their treatment
in advanced healthcare systems (Vincent 2010: 54). This translates into
a high number of preventable deaths, estimated at 180,000 each year in
the United States, and the striking claim that this would equate to three
jumbo jet crashes every two days (Leape 1994). There is now sufficient
data to suggest that such claims, far from exaggerating the scale of the
problem, are likely to underestimate it. Recent analysis suggests that
medical error is the third leading cause of death in the United States
(Makary and Daniel 2016). This clearly represents a major public health
problem, but one which has been slow to capture the attention of the
public, medical professionals and policy makers.

However, the problem of medical harm is no longer a professional
secret. Two landmark reports published at the turn of the twentieth
century marked its arrival as a major public issue. In the United States,
the Institute of Medicine report ‘To Err is Human’ (1999) noted that
deaths caused by medication and surgical errors were the tip of the
iceberg. The report famously claimed that medical errors accounted for
more deaths than road traffic incidents, workplace injuries and breast
cancer. Beyond the human cost of lives lost or damaged, there are also
financial costs and the potential for damaging trust, so important in the
therapeutic context. In the United Kingdom, a Department of Health
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2 INTRODUCTION

publication called ‘An Organisation with a Memory’ (2000) had the same
effect of putting medical error on the political agenda. This has been
accelerated somewhat by the revelation of a number of episodes of poor
care leading to preventable deaths and injuries. Amongst the many
examples that attracted significant media attention were those involving
paediatric heart surgery at the Bristol Royal Infirmary and the large scale
neglect of patients at the Mid Staffordshire NHS (National Health
Service) Foundation Trust, both of which are described in Chapter 1.
The study of error and harm has evolved into the more ambitious task
of improving the safety of patient care. Whereas the study of error tended
to look back and measure harmful events, concern with safety looks
forward and attempts to avoid and ameliorate such events (Vincent
2010: 31). The scope of patient safety is potentially vast; most of the
decisions, policies, treatments and communications that take place
within healthcare have implications for the safety of patients. It thus
extends beyond drugs, devices and doctors, to include issues of a multi-
disciplinary workplace culture, the relationship between patients and
professionals, the design and funding of health systems, cleaning and
portering services within hospitals, the effectiveness of healthcare admin-
istrative staff and the infrastructure within which care takes place.
I experienced an example of the latter shortly before the writing of this
introduction; it also illustrates the difference between focusing on patient
safety rather than medical error. On the 25th March 2016, my wife was in
labour for the birth of Roseanna, our second daughter. She requested an
epidural for pain relief, and as the anaesthetist prepared to insert the
needle into the ‘epidural space’ of my wife’s spinal cord, the hospital
power supply failed, as did the backup generator. This left us in complete
darkness without the reassuring sight and sound of the foetal heart rate
monitor, causing panic for all in the room. Thankfully, no harm was done
as a result of this failure in the power supply. Despite the apology from
the blameless anaesthetist, there was no medical error to speak of or any
real harm. But the safety of care was compromised during those long five
minutes in the dark. We certainly didn’t feel safe during this short time.
This increased tendency to frame a range of issues, from infection
control, the language competency of staff, to the use of telemedicine
services such as NHS 111 as issues of patient safety is a positive
development. However, such is the obvious attraction of the ‘patient
safety argument’ that it can also be used to mask ulterior motives.
In April 2016, the dispute over a new employment contract for junior
doctors in the English National Health Service was a prime example.
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The Secretary of State for Health, Jeremy Hunt, sought to negotiate
new terms which no longer regarded working on Saturdays as justify-
ing ‘out of hours’ pay. According to the Government, this was part of
its aim of creating a seven-day NHS and was justified by concerns
about the safety of care in hospitals over the weekend. This was
vigorously contested by the British Medical Association, who also
cited safety concerns about doctors working longer rotas as part of its
position in rejecting the contract. Numerous studies were cited on both
sides of the debate, although none were able to arrive at clear explana-
tions for the so-called ‘weekend effect’ whereby more patients die in
hospitals over the weekend (Wise 2016). However, there was little
doubt about the potency of framing the debate as one about patient
safety, even though this conflict raised important issues about the
funding of medical services, including the remuneration of medical
staff, and the quality of evidence relied on to support health service
reforms. This dispute also raised doubts about the dominance of the
medical profession, something which this book is centrally concerned
with.

Objectives, Structure and Scope of this Book

The theoretical context for this book stems from the sociology of the
medical profession. In particular, it takes as its starting point the main
theoretical contribution about the status of the medical profession during
the last 50 years - the professional dominance thesis associated with the
work of Eliot Freidson. This regarded professionalism as the preferred
model of managing medical work, as opposed to market and bureaucratic
alternatives, and celebrated a high degree of medical autonomy and trust.
It defended professional dominance of the clinical, economic and poli-
tical aspects of medical work, and left little space for external evaluation
or lay scrutiny. The sensitive issue of medical harm was kept in house so
that there was limited public knowledge about the many costs of medical
error. As discussed in the opening chapter of the book, whilst the idea
of dominance has long been challenged, and alternative models of the
relationship between the profession and the state posited, Freidson’s
model has remained an accurate conceptualisation. However, this book
will argue that professional dominance is ill-suited to the challenging
task of improving the safety of care. This task requires a different form
of professionalism that embraces patient safety as its priority. This is
a significant challenge involving issues of education, training and culture.
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4 INTRODUCTION

It also requires an evaluation of the role of regulation and law, and in
particular a consideration of which regulatory approaches and legal
duties are best suited to improving patient safety. This book will also
argue that patients (and their carers) should play a more prominent role
in securing their own safety. Patient safety is an issue of public health, and
it is legitimate and necessary to fully involve patients in the pursuit of
safer care.

Chapter 2 begins by tracing the history of attempts to measure and
understand medical errors and the more recent shift towards under-
standing risk and safety. Despite the work of some early patient safety
pioneers such as Ernest Codman, the systematic study of errors and
safety in medicine has been slow to emerge. Indeed, one leading com-
mentator was moved to describe the lack of serious interest in the safety
of care as negligent (Vincent 1989). Happily, the problem of medical
harm has now attracted interest from a number of different disciplines,
including medical sociology, health services research, psychology, policy
and medico-legal studies. Greater interest in patient safety is highly
significant from a professional dominance perspective. The shift from
medical error being a private professional problem to an issue of public
health challenges traditional notions of professional autonomy and
responsibility. However, despite this interest and the emergence of
what has been called the science of improvement and implementation
(Marshall et al. 2013), there remains a dearth of data on whether or not
care is safer, and if it is, a lack of understanding about the possible reasons
for this.

The concepts of regulation and trust, and the relationship between
them, are examined in Chapter 3. Regulation is an important concept
within the social sciences and has given rise to a vast literature. In terms
of healthcare, interest has tended to focus on the regulation of the
medical profession, mainly through institutional self-regulation, and
more recently of healthcare systems. There has been much less attention
given to regulating the safety of care. However, this is now a busy area
with the creation and constant reinvention of regulatory agencies that
monitor the quality and safety of care. This chapter adopts a positive view
of regulation as a collaborative enterprise between the state, the profes-
sion and the public to prioritise the safety of patients. However, this
positive view of regulation is not shared by professionals who have
tended to associate it with discipline and sanction. Professional regula-
tion thus faces a challenge in terms of its legitimacy and relevance for
practitioners.
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The concept of trust has long been central to caring relationships
and to the privileged position of professional dominance reflected in
self-regulation. However, discussions about trust have tended to be
simplistic and one dimensional - for example, exploring whether or
not patients trust or distrust their doctors, or whether trust has increased
or decreased. Chapter 3 presents a more detailed understanding of trust
and considers its different dimensions within the healthcare setting.
It might be thought that greater public knowledge about safety failings
might lead to decreased trust in medics and medicine. However, there
have been few investigations into the relationship between trust and
patient safety. A nuanced and positive conception of trust is proposed
which is better able to protect patients and enable more productive
patient—professional relationships to evolve. In particular, it is argued
that trusting patients may nevertheless be vigilant about the safety of the
care they receive.

Chapter 4 examines the increasingly complex relationship between
regulation and patient safety. Until relatively recently, this was confined
to the work of individual regulators such as the General Medical Council,
which was established in 1858. For the bulk of its existence, the GMC has
focused on dealing with cases of professional misconduct involving alcohol
addiction or inappropriate sexual relations with patients (Smith 1994).
Whilst such cases are clearly significant in terms of protecting patients, the
Council has historically avoided investigating the errors or poor perfor-
mance of practitioners. However, a crisis of trust, partly connected to the
high profile regulatory failures exposed by the events at Bristol and Mid
Staffordshire discussed in Chapter 1, has led to significant changes to the
structure, remit and ethos of professional regulators, introduced following
damning public inquiry reports (Kennedy 2001, Smith 2004). Changes to
the landscape of professional regulation have extended beyond the GMC.
Reflecting a loss of trust in the ability of self-regulation, new regulators in
the form of the Professional Standards Authority for Health and Social
Care and the Care Quality Commission have been created to oversee the
work of individual regulators and to monitor the quality and safety of
healthcare organisations. The crucial questions of how regulation might
impact the behaviour of healthcare professionals and which approaches
appear best suited to improving safety are also explored in this Chapter.

Chapters 5-7 consider the role of law in seeking to protect patient
safety. The meaning of law is potentially very broad here given that most
laws about the design and delivery of medical care will have implications
for the safety of patients. However, these chapters examine established
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mechanisms within civil and criminal law for responding to medical
harm. In terms of civil law, this largely means clinical negligence litiga-
tion and examining whether tort law and the civil justice system helps or
hinders patient safety. Literature reviews and studies from both the
United Kingdom and the United States have been unable to conclude
that the tort system helps produce safer care. However, this has not
prevented commentators strongly defending the so-called deterrent
effect of tort law and others being equally forceful in condemning it as
counterproductive. Chapter 5 considers the evidence about the relation-
ship between different liability systems and the safety of patients.
It considers the experience of systems in New Zealand and Scandinavia
(which have abandoned fault liability) as well as initiatives within the tort
system that appear better aligned to the pursuit of safer care.

Criminal law has generally been regarded as something of a last resort
for dealing with grossly negligent medical care. Historically, this has
involved occasional manslaughter prosecutions following fatal medical
errors, although there has been concern about a possible increased
propensity to prosecute cases over the past twenty years (McDowell
and Ferner 2013). Chapter 6 explains that the prosecution of a small
number of individual practitioners is driven by notions of blame and
justice rather than concern about improving safety. However, the expan-
sion of criminal law during the past decade has created other mechan-
isms that are more consistent with attempts to regulate patient safety.
Prosecutions of healthcare organisations for corporate manslaughter or
for regulatory offences enforced by the Health and Safety Executive and
the Care Quality Commission are not only more appropriate, given that
medical harm is more often caused by organisational rather than indivi-
dual failings, but are also more likely to encourage policies, protocols and
practices for safer care.

Relatively few deaths associated with medical error end up as criminal
cases. Far more result in investigation by coroners. Chapter 7 argues that
coroners have an important public health role in trying to ensure that
lessons are learned from tragedies and that safety is improved for the
future. This includes commenting not only on failures at local level, for
example at a particular hospital, but also on failures of regulation and of
delivering safe care within the NHS. The work of coroners in this context
can also be understood as part of the challenge to professional dominance
as it represents a further opportunity for external, and often adverse
comment on the quality of medical care. Whilst coroners are primarily
interested in pursuing facts rather than fault, those called to give evidence
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OBJECTIVES, STRUCTURE AND SCOPE OF THIS BOOK 7

at inquests experience similar cross examination, scrutiny and the pos-
sibility for public shame which is central to criminal trials; they are
essentially accounting for their conduct and are aware that coroners
may refer cases to regulators or prosecutors.

Whilst law and formal regulation are important, they are somewhat
distant from the daily business of doing medical work. Chapter 8 there-
fore considers the more relevant role that professionals can play in terms
of raising concerns about patient safety and apologising when things
go wrong. This chapter will consider the important day-to-day role of
professionals in monitoring safety, whether through raising concerns
about clinical competence, or unsafe working environments caused by
staft shortages or inadequate equipment. It describes the negative experi-
ences of several well-known healthcare whistle-blowers who have raised
safety concerns. The culture of the medical profession, and indeed the
health service, is central to this, particularly as it applies to the sensitive
subject of safety. Creating a culture of safety is complex but openness and
honesty are critical to it. This chapter focuses on two aspects of openness
most significant for this book. First is the need for professionals to raise
safety concerns, whether about individual incompetence or organisa-
tional failings that cause or risk avoidable harm to patients. This has
traditionally been labelled as whistle-blowing, but has also been described
in more neutral terms as the freedom to ‘speak up’ about safety. Secondly,
and closely connected to this, is the need for professionals openly to
disclose harmful adverse events to their patients through a legal duty of
candour.

Finally, Chapter 9 considers the role which patients and their carers
can play in terms of helping secure the safety of care. Efforts to improve
safety have tended to focus exclusively on the education, training and
regulation of professionals, and more recently on the regulation of
healthcare organisations. However, this chapter will argue that it is
legitimate and necessary to involve patients and their carers in this
task. Patients are uniquely placed to comment about and question safety,
given their involvement in all aspects of care, unlike the wide range and
number of healthcare professionals treating them at different times.
Successfully engaging patients with the safety of their care challenges
the prevailing culture of medicine where doctors have traditionally
dominated and left insufficient space for the input of patients and their
carers. This chapter will examine how patients and carers can make
valuable contributions to the study and delivery of safer healthcare,
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8 INTRODUCTION

with reference to some powerful examples of failures to involve them
sufficiently.

Patient safety is an issue of global public health and the same issues are
relevant to different types of health systems. However, countries take
different approaches to the design and funding of health systems, and
have different regulatory and legal environments in relation to patient
safety. This book focuses on developments in the United Kingdom, and
in particular in England. Since the devolution of powers in 1998, the
United Kingdom has had four different health systems, with Northern
Ireland, Scotland and Wales making their own health policies with
the UK government responsible for the National Health Service in
England. Whilst these systems still share much in common, the
powers and approaches of national sector regulators such as England’s
Care Quality Commission, the Regulation and Quality Improvement
Authority in Northern Ireland, Healthcare Improvement Scotland and
the Healthcare Inspectorate Wales are different. Professional regulatory
bodies, such as the General Medical Council, have a UK-wide jurisdic-
tion. Whilst this book predominantly focuses on the position of the
United Kingdom, and within this on England, reference is made to
material and initiatives from Australia, New Zealand and the United
States. Despite the focus on developments within the United Kingdom,
the arguments made and conclusions drawn in this book are also likely to
be relevant to the provision of safer care in other jurisdictions.
The pursuit of patient safety requires a multi-disciplinary approach,
and this book brings together material from various disciplines including
medicine, law, sociology, psychology and health services research. In line
with Charles Vincent’s plea to social scientists (2009), it aims to make
a positive contribution towards understanding and improving patient
safety rather than being unduly critical.
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