wbs

WARWICK BUSINESS SCHOOL

Appendix 2:

A Review of Literature

on Professions, Health
Professional Regulation,
Revalidation and Continuing
Fitness to Practise

Report to the General
Osteopathic Council

February 2015

Professor Gerry McGivern, Dr Michael Fischer,
Dr Tomas Palaima, Zoey Spendlove,
Dr Oliver Thomson and Professor Justin Waring.

Nomqgham University
" | Business School
THE BRITISH SCHOOL
UNITED KINGDOM - CHINA - Matavsia. ~ OF OSTEOPATHY

General
Osteopathic
Council



Appendix 2: A Review of Literature on Professions, Health Professional Regulation,

Revalidation and Continuing Fitness to Practise

Introduction

This review provides a brief overview of the history of health professional regulation and the
background and context regarding the inception of ‘Revalidation’ and ‘Continuing Fitness to
Practise’ to in the United Kingdom (UK). This review is written in three parts. Part one
provides an insight into the historical narrative of defining professions, professionalisation
and the expansion of health professional regulation. Part two provides background and
context to the modernisation of health professional regulation within the National Health
Service (NHS) and the inception of revalidation as health professional regulatory reform.
Part three explores the concept of health professional regulation in defining regulation,
theoretical perspectives regarding regulation in practice and the impact of regulation upon

those being regulated.

Part One - Historical framing of the health professions and regulation

Historical theoretical framing of the Professions

The sociology of professional groups has its own history, where its focus has shifted over
time between different interpretations and concepts of professionalism (Evetts 2006b). The
concepts of ‘profession’ and ‘professionalism’ are increasingly applied to work and workers

in modern societies, yet the concept of ‘profession’ dates back to pre-modernity, when the



term ‘profession’ held religious connotations of ‘professing’ a vow (Harrison and McDonald
2008). Physicians, along with the clergy and lawyers were three original Europe-spawned
‘learned professions’ (Freidson 1983), who were viewed as seeing their occupation ‘not only
as a way of making a living, but as a vocation from God to be cheerfully and diligently

fulfilled’ (O’Day 2000 p11).

The professional institutions of medicine are the oldest in the health field and from the
sixteenth century medicine was divided into three branches, physicians, surgeons and
apothecaries (Harrison and McDonald 2008). Within the early modern period bodily health
became an obsession for many who were concerned over their living conditions and life
expectancy, and the organisation of professional medicine arguably satisfied this obsession
(O’Day 2000 p185). Medicine, as one of the learned professions, grew out of the philosophy
of life of the sixteenth century which viewed the well-educated men who entered the
profession as seekers of a vocation, service and commitment rather than seeking a way of
earning a living. This enabled professionals to declare a professional ethic and claim

authority as well as expertise (O’Day 2000 p5).

‘Professions’ were not accepted uncritically however. Criticisms of professions date back to
the seventeenth century and have centered around the creation of monopolies and
professional experts failing to meet the ideals of their vocation (O’Day 2000 p15), the
mystifying of their knowledge (Johnson 1972), being viewed as insular and mismatched in
their vision of the public good (Laski 1931), and claims that professions were ‘conspiracies

against the laity’ (Shaw 1932 p106).

Freidson (1986) discusses how the word ‘profession’, as early as the sixteenth century, could

be used to mean an exclusive set of occupations or the exact opposite, meaning any



occupation at all. The word profession was also utilised in conversation to ascertain
occupational status, therefore one would enquire about a ‘persons’ profession’, not

assuming that the answer would be limited to a prestigious occupation.

Historical documented debates and theorising regarding the professions have focused upon
how professions should be defined, which occupations should be called professionals and by
what institutional criteria (Freidson 1983), with a number of prominent sociologists such as
Spencer (1914), Flexner (1915), Carr-Saunders and Wilson (1933) and Parsons (1954)
contributing to such debate. Whilst most definitions in early analyses overlapped in the
elements, traits or attributes they described, a persistent lack of consensus about which

traits to be emphasised in theorising was demonstrated (Millerson 1964 p5).

Until the late 1960’s, the functionalist theory appeared to flourish within the sociology of
the professions literature, arguable due to the interpretation of Durkheim (1957), in that
professions were viewed as moral occupational communities. The traits utilised to define
occupations as professions were generally uncritical, somewhat socially desirable, and in
some way functional for society (Harrison and McDonald 2008). The trait approach however
proved inadequate in theorising. Due to its atheoretical character the trait approach all too
easily accepted the professionals’ definition of themselves (Johnson 1972), and failed to
assist in the understanding of occupational power or of the appeal of being a professional

(Evetts 2006a).

By the 1970’s sociologists had begun to demonstrate skepticism regarding the functionalist
perspective of professionalism. This change in direction may be traced back to the work of
Hughes (1963), who argued that rather than concentrating upon what constitutes a

profession, the more fundamental question was under what circumstances do workers



within occupations attempt to turn into a profession and themselves into professional
people. A more critical approach to the analysis of the professions and professionalism was
adopted and focus had turned from attempting to define the traits or attributes of a

profession to an interactionist perspective of a profession.

The title of ‘profession” was noted to be utilised as a status of successful occupations and
gaining recognition of such was noted as important to occupations because not only was it
associated with ‘traditional gentry status’, but also ‘disinterested dedication and learning
legitimated the effort to gain protection from competition in the labour market’ ( Freidson

1983 p24).

Jamous and Peloille (1970) introduced their concept of the ‘indetermination/technicality
(1/T) ratio’ to the analysis of the professions (Jamous and Peloille 1970). This served to
explain how professions are occupations which display a high I/T ratio, in that the
individuals of a profession have a heavier weighting on the utilisation of judgment within
their work than upon a structured set of actions. The variance in the level of indeterminacy
was noted to have consequences for the relative autonomy of occupational groups (Johnson
1972) and herein provided the potential for professions, with a high I/T ratio to claim

dominance over other occupational groups (Jamous and Peloille 1970).

The analysis of the professions within this era focused upon the theorising of professional
power, autonomy, knowledge and control, and Freidson was one of the first scholars to
focus on the political influence of the professions. Freidson (1970a, 1970b) used the concept
of ‘profession’ to highlight how occupational groups, with significant focus upon medicine,
gain professional dominance. By gaining social closure over their work through the

implementation of a complex set of occupational strategies, including the establishment of



a professional ethic and corresponding professionalism, such social closure emerges as
almost total occupational control (Pescosolido et al 2011 p205). Freidson (1970a) notes
however that the gaining and sustaining of such professional status and dominant position
is dependent upon the persuasiveness of the occupational group in convincing the state of
its legitimacy, thus requiring political support and acceptance. With successful acceptance
therefore, comes a set of institutions as hallmarks of professionalism, granted by the state,
by virtue of winning the support of the political, economic or social elite to protect it from
competition (Freidson 1970b). Autonomy and self-regulation, as hallmarks of
professionalism, were theorised as central attributes of professionalization. Autonomy,
being ‘control over the content and terms of work’ and being ‘self-directing’ (Freidson
1970b p134), was granted as the state and outsiders of such professional groups could not
judge the performance of their professional work (Light 1988). Autonomy was granted in

return for quality of care and altruism (Light 1995).

Johnson (1972) acknowledged the work of Freidson in his account of professionalisation but
placed greater emphasis on market conditions. Johnson argued that a profession is not an
occupation, but a means of controlling an occupation in that professionalism becomes
redefined as a form of occupational control rather than an expression of the nature of
occupational groups (p45). Johnson (1972) suggests that the development of specialised
skills in society creates a potential asymmetry between producer and consumer and the
success of an occupation to impose its own definitions of how services are provided is
dependent upon a large, heterogeneous, fragmented source of demand. The successful
imposition if its knowledge base provides autonomy for the individuals within the
occupational group as well as the associations which regulate the profession (Harrison and

McDonald 2008). Harrison and Macdonald (2008 p30), summarising Johnson’s argument



about successful professionalisation, suggest professionalisation is firstly about the
development of specialised skills in society, which create a potential asymmetry between
producer and consumer. The higher the social class of clients served, the easier official
recognition is gained and the mystifying of its specialist knowledge serves as a potential
manipulative tool. Secondly, the success of an occupation to impose its own definitions of
how services are provided is dependent upon a large, heterogeneous, fragmented source of
demand. Thirdly, the successful imposition if its knowledge base provides autonomy for the
individuals within the occupational group as well as the associations which regulate the

profession.

In seeking to answer the question of Hughes (1963), regarding the circumstances in which
occupations attempt to turn into professions, it can be seen how Freidson (1970a, 1970b)
and Johnson (1972) served to provide answers. Such critical theorists sought to demonstrate
how professional groups, by seeking market closure, achieve monopoly control in order to
promote their own occupational self-interests such as salary, power and status returns
(Evetts 2006a). Within the analysis of market closure and monopoly, Larson (1977)
presented a conceptualisation of ‘the professional project’. The professional project,
drawing on the work of Freidson (1970a, 1970b), Johnson (1972) and Hughes (1963, 1958),
presented a working theory of the professions by which monopoly in the market, upward
social mobility and ultimate social closure were achieved. With roots in the Chicago School
of Sociology and its successors such as Freidson and Johnson, and incorporating the insights
of Marx and Weber, Larson provided a new insight into the sociological analysis of the
professions (MacDonald 1995). Within the ‘professional project’ occupational groups are

seen as entities that have to work and keep up a continued effort to maintain and enhance



the position of their occupational group. The occupational quest is for monopoly in the

market, and status and upward mobility in the social order (MacDonald 1995).

Shifting focus from the dominant status of professions, Abbott (1988) developed an
alternative viewpoint on a ‘professional project’ by examining the carving out and
maintenance of professional jurisdiction. Abbott views inter-professional competition and
disputes between jurisdictional boundaries as a perpetual dispute resulting in the potential
decline and disappearance of professional groups as well as the emergence and
amalgamation of others where jurisdictions become vacant (1988 p3, 18). Abbott defines a
profession as an occupational group that has secured jurisdictional control over the
theoretical basis and practical skill of its work and the ability to control abstract knowledge
generated from such practical skill (1988 p3, 8). Therefore any threat to such abstract
knowledge and practical skill arguably presents a challenge to jurisdiction. This resonates
with Freidson’s early caution that autonomy is not absolute in that ‘the profession’s
privileged position is given by, and not seized from society, and it may be allowed to lapse

or even be taken away’ (Freidson 1970a p73).

This historical framing of professionalisation portrays the thoughts of Halliday (1985) in that
professions are in fact social constructions, based upon epistemological foundations,
conveyed to the public through rhetoric and manipulation of knowledge to which it
exclusively claims. By establishing ideologies of self-description, professions seek to advance
their self-interests (Gieryn 1983). Professionalism in itself is therefore not a status, but
arguably a discursive claim, which is more or less successful in differing social contexts
(Abbott 1988). The discourse of professionalism organises relationships and is a site of

struggle and change as such relationships are adapted, resisted and transformed (Shirley



and Padgett 2006). Within professions sources of power are socially constructed (Larkin
1983) and the professional project is a useful tool in conceptualising the discourse of
professionalism and the social construction of power. This is particularly useful in
interpreting the actions of the medical professions as well as aspiring occupations seeking

professionalisation within the historical framing of health professional regulation.

Historical Framing of Health Professional Regulation

Historically, physicians and other healthcare professionals would take the ‘Hippocratic Oath’
and swear to uphold a number of professional ethical standards and practice medicine
honestly (O’Day 2000), establishing an informal ‘social contract’ with the state. This was the
case up to the inception of formal health professional regulation of the medical profession
which formalised this ‘social contract’ between the professions and the state. The formal
basis of regulation, defined as ‘the activity by which the rules governing the exchange of
goods and services are made and implemented’ (Moran and Wood 1993 p. 17), began in
1858. This was born out of the 1858 Medical Act, which established the General Council of
Medical Education and Registration, abbreviated to the General Medical Council (GMC) in
1951, as the regulatory body for the medical profession. This act allowed formal recognition
of medicine as a profession and the GMC to control entry into the medical profession by
means of a register of recognised professionals. The 1858 Medical Act and the
establishment of the GMC formalised the ‘social contract’ between the professions and the
state, granting the profession the privileges of autonomy and self-regulation once licensure

to practice was recognised. Self-regulation enabled and obliged the medical professional to



set their own professional standards, ensure compliance with those standards and take

action against non-compliance.

Theoretically known as the ‘regulative bargain’ (Cooper et al 1988), professional groups such
as the medical profession seeking to standardise and control the dissemination of their
specialist knowledge base established ‘a legal monopoly over the provision of services
through licensure by the state’ (Parkin 1979 p. 57). Such licensure provided ‘an occupation
with a legal monopoly over the performance of some strategic aspect of its work and
effectively prevented free competition from other occupations’ (Freidson 1970b p. 134).
This legal and political position of privilege was granted in recognition that such professional
knowledge based services were required by the state, establishing a ‘regulative bargain’
(Cooper et al 1988 p. 8) allowing the professional groups to ‘restrict access to their
knowledge’, to ‘control their market’ and to ‘supervise the production of producers’
(MacDonald 1995 p. 11, Larson 1977 p. 71). Professional groups had authority and trust
vested directly in them by the public’s homage to professional claims to monopolies of
knowledge and the certification and licensure of such knowledge (Simpson 1979). Intangible
professional services could not be verified, therefore professional groups were dependent
upon the state being persuaded to trust in the knowledge based services being provided
and in the members of the professional group themselves. With successful acceptance came
the privileges of autonomy and self-regulation as hallmarks of professionalism, granted by

the state (Freidson 1970b).

The historical evolvement of the system of health professional regulation in the United
Kingdom is marked by the distinctive imprint of the country’s historical development with

industrialisation creating both opportunities and challenges in the markets for health care



(Moran 2002). Opportunities arose with the opening of profitable markets for health care,
leading to the expansion of professional regulation with other occupations seeking state

licensure.

The first was the Pharmacy Act of 1852 which established licensure for qualified
practitioners, however failed to ban unqualified practice. The act was later modified in 1868
to prohibit unqualified dispensing (Donnison 1988 p.70, 94). The challenges it created
centered on the threat to existing professional groups, particularly specialties of medicine,
in the markets creating the opportunities for other occupations to seek professionalisation
(Moran 2002). The process of obtaining state licensure for other health care professionals
was rather protracted. This was due to the resistance of the medical profession fearing
threat of upstarting occupations and seeking to create an ordered hierarchy within the

world of health care providers (Moran 2002).

The Midwives Act of 1902 established a Central Midwives Board to register qualified
practitioners and ban unqualified practice if midwifery. The Nurses Registration Act of 1919
similarly established to General Nursing Council (GNC). Following the successful licensure of
Midwifery and Nursing other healthcare occupations including Physiotherapists, Opticians,
Dentists and Chiropodists also sought licensure. Despite dentists being awarded monopoly
over the repair and removal of teeth in 1921, their registration body, the Dental Board,
remained under the supervision of the GMC until 1957 (Thorogood 2002 p. 109). The
medical profession, operating through the GMC and the British Medical Association, were
able to persuade government to refuse licensure to other occupations, even where such
occupations sought to meet the medical demands of the state (Larkin 1983; Harrison and

McDonald 2008).
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By the mid 1930’s the medical profession had become to realise that opposition to the
licensure of other occupations could be viewed as crude protectionism by aspiring
occupations and the state, and its efforts shifted to controlling the terms upon which such
occupations could be licensed (Harrison and McDonald 2008). The GMC instigated its own
licensing arrangements with the establishment of the Board of Registration of Medical
Aucxiliaries (BRMA) in 1936. This board controlled the training requirements of such
professions and deemed that the work undertaken by such professions must be under
medical direction (Larkin 1983). Occupations such as chiropodists, dieticians, opticians,
physiotherapists, radiographers and speech therapists were party to this voluntary

agreement (Armstrong, 1976; Larkin, 1983; Harrison and McDonald 2008).

The founding of the NHS in 1948 provided the opportunity for many aspiring occupations to
re-visit their claim to professionalism and from 1957-1960 many occupations were
successful in gaining licensure by the state. In 1957 the General Dental Council was
established removing dentists from the control of the GMC and 1958 saw the licensure of

opticians with establishment of the General Optical Council (Harrison and McDonald 2008).

In 1960, despite resistance from the medical profession, the government established a
Council for the Professions Supplementary to Medicine (CPSM). This was created, replacing
the function of the BRMA, to oversee the licensure of chiropodists, dieticians, orthoptists,
occupational therapists, medical laboratory technicians, physiotherapists, radiographers and
speech therapists (Armstrong, 1976; Larkin, 1983; Harrison and McDonald 2008). From the
1980s there were many more occupational achievements in obtaining state licensure and
changes to the existing councils responsible for the regulation of licensed health

professionals in the UK.
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In 1983 change occurred with the amalgamation of the CMB and the GNC to form the
United Kingdom Central Council for Nursing, Midwifery and Health Visiting (UKCC) and
national boards were established for the four countries of the UK (Davies and Beach, 2000).
In 2002 the UKCC and national boards ceased to exist and the regulatory function of the
UKCC was taken over by the Nursing and Midwifery Council, continuing to regulate
midwives, nurses and health visitors. In 1993 the General Osteopathic Council was
established by the passing of the Osteopaths Act 1993, and similarly in 1994 The General
Chiropractic Council was established as a regulatory body for chiropractors, established by

the Chiropractors Act 1994 (General Chiropractic Council 2014).

In 2002 the Council for the Professions Supplementary became the Medicine Health
Professions Council, and subsequently the Health and Care Professions Council in 2012. The
Health and Care Professions Council currently regulates 16 health and care professions. Arts
therapists, biomedical scientists, chiropodists/podiatrists, clinical scientists, dietitians,
hearing aid dispensers, occupational therapists, operating department practitioners,
orthoptists, paramedics, physiotherapists, practitioner psychologists,
prosthetists/orthotists, radiographers, social workers in England, speech and language

therapists (Health Care and Professions Council 2014).

Following the Pharmacy Order 2010, the General Pharmaceutical Council (GPhC) was
established as the body responsible for the independent regulation of the pharmacy
profession within England, Scotland and Wales, responsible for the regulation of
pharmacists, pharmacy technicians and pharmacy premises. It was created, along with the
Royal Pharmaceutical Society, when the previous Royal Pharmaceutical Society of Great

Britain was split so that representative and regulatory functions of the pharmacy profession
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could be separated. The Pharmaceutical Society of Northern Ireland (PSNI) was thereby
established as a professional body for pharmacy in Northern Ireland (General
Pharmaceutical Council 2014). History has therefore witnessed the expansion of health
professional regulation, with many occupations seeking and achieving state licensure.
Despite licensure however, many of these occupations have failed to obtain the degree of
self-regulation enjoyed by the medical profession (Davies, 2002; Dingwall et al, 1988; Larkin
1983; Harrison and McDonald 2008), and all professionalising projects have been shaped by

the efforts to emulate the early institutional pattern of medical regulation (Moran 2002).

Part Two — Modernising Health Professional Regulation within the NHS and Revalidation

as Health Professional Regulatory Reform.

Modernising Health Professional Regulation and Policy within the NHS

Since the inception of the NHS in 1948 medical practice has altered dramatically.
Historically, medicine was simple, often ineffective but relatively safe. Modern medicine is
complex, predominantly effective but sometimes potentially dangerous (Chantler 1999).
The pace of change in medical practice is argued to have outstripped the development of
health professionalism (Irvine 1999). Health professions have been criticised in their lack of
willingness and ability to communicate effectively, to act promptly to protect patients from
poor practice and to admit to the errors that are an everyday occurrence in judgment-based

clinical decision-making (Horton 1998, Treasure 1998, Irvine 1999, Rosenthal 1999).

In the late 1990’s, amidst the undertaking of major official public enquiries into health care

scandals (The Shipman case, The Ayling case, The Kerr and Haslam case, The Green case,
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The Bristol Royal Infirmary case, Richard Van Velzen, The Neale case and The Ledward case),
‘The New NHS: Modern and Dependable’ (Department of Health 1997) was published. This
White Paper set out the foundations of ‘clinical governance’, a process to assure and
improve clinical standards throughout the NHS based upon safety and quality assurance
processes. Subsequently, clinical governance was defined as “a framework through which
NHS organisations are accountable for continuously improving the quality of their services
and safeguarding high standards of care by creating an environment in which excellence can
flourish” (Department of Health 1998, paragraph 3.2). In 1998 it was announced that, for
the first time in the history of the NHS, hospital Trusts were to be held legally accountable
for the quality of the service they provided and this was subsequently made a statutory

requirement by the Health Act 1999 (Salter 2007).

Rather than quality being a desirable accessory, which it was assumed would prevail when
the NHS was founded without a quality agenda (Nicholls et al 2000), it was to become a
prevailing purpose (Leatherman and Sunderland 1998). Quality assurance had become high
priority and clinical governance emerged as an instrument of the government’s wider
agenda to modernise health policy and management (Gray 2004). Clinical governance, by
means of a whole system cultural change, was intended to provide a framework to deliver
sustainable, accountable, patient focused, quality assured healthcare (Nicholls et al 2000).
Under the umbrella of clinical governance, numerous practices were introduced including
the increase in guidelines within National Service Frameworks (NSF). Bodies were also
established such as the National Institute for Health and Clinical Excellence (NICE) to issue
guidance on the organisation, efficiency, efficacy and cost-effectiveness of services and

treatments, and the Commission for Health Improvement and Inspection (CHI) to advise on

14



clinical governance, inspect and monitor NHS organizations’ and review the implementation

of NSFs (Harrison and McDonald 2008, Nettleton et al 2008, Gray and Harrison 2004).

Clinical governance displays clear examples of placing responsibility upon clinicians and
including them as active participants in their own surveillance, whilst distancing this process
from traditional forms of managerial control (Flynn 2004, Swage 2000). Whilst clinical
governance was presented with the primary aim of ‘modernising’ welfare provision,
providing transparency of practices and procedures (Department of Health 1997) and
continuous improvement in the quality of patient care (Scally and Donaldson 1998) , the
scrutiny of professionals was apparent in the discourse of reform such as ‘governance’,
‘accountability’ and ‘performance’ (Nettleton et al 2000). A secondary aim of clinical
governance was evident in linking quality to stronger mechanisms for professional self-
regulation, in order to manage quality proactively and minimise risk (Department of Health
1998). With an overriding concern for economy, efficiency and effectiveness (Rhodes 1994),
and under the guise of improving patient involvement and satisfaction, the state-enforced
regulation of health professionals spiraled within the NHS modernisation and quality

improvement agenda.

Revalidation as Health Professional Regulatory Reform

Traditionally clinicians have regulated themselves informally ‘behind closed doors’
(Rosenthal, 1995). New and more experienced doctors informally discussed complex clinical
practices in which the boundary between inevitable failures of clinical practice and clinical
errors was often blurred and errors ultimately unavoidable (also see Bosk, 1979). It was

assumed that, with collective professional support in place, clinicians would be more likely
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to openly discuss and learn from mistakes and that clinical colleagues would ‘forgive and
remember’ medical failure that was unavoidable (Bosk, 1979) but that the profession
collectively would act, often informally through diplomatic chats, to prevent incompetent

doctors (Rosenthal, 1995).

However, to the present day, a succession of major, high-profile scandals about the quality
and safety of healthcare services have led to sustained public and political calls for the re-
regulation of healthcare professionals. These included the failure of regulatory systems to
detect that GP Dr Harold Shipman had been murdering hundreds of his patients; the failure
of colleagues of paediatric cardiac surgeons at Bristol Royal Infirmary to report concerns
about their poor performance; and, more recently, poor care at Mid-Staffordshire Hospitals
Trust, (The Kennedy Report 2001, Smith 2004, World Health Organisation 2004, Francis
2013, Keogh 2013, Berwick 2013). Health care professions have been scrutinised and
criticised for the lack of robust systems which assure on-going competence and fitness to
practise post qualification. In the UK self-regulation has been traditionally favoured over
more formalised systems of regulation (Baggott 1989), however scrutiny and criticism have
led to recommendations for health professional regulatory reform to safeguard the publicin
the future. The traditional model of self-regulation was deemed to have failed in the past

and viewed inadequate for the future (Department of Health 2006a).

Following initial calls for reform of UK self-regulation, the GMC published ‘Good Medical
Practice’ (General Medical Council 1998), which was followed closely by the publication of
‘Supporting Doctors, Protecting Patients (Department of Health 1999). These documents set
out the generic medical standards underpinning quality assured practice, with emphasis

upon personal accountability of professionals to patients and colleagues, and set out
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proposals for the reform of professional self-regulation in light of the government quality
improvement agenda for the NHS (Department of Health 1997, Department of Health
1998). Extensive consultation began regarding the future vision of UK health professional

regulation.

In 2007 the Government published the White Paper, ‘Trust, Assurance and Safety-The
Regulation of Health Professionals in the 21st Century’ (Department of Health 2007a). This
paper endorsed the findings of the Foster Review (2006b) The Regulation of the Non-
Medical Healthcare Professions, that revalidation was necessary for all health professionals.
This white paper led to the passing of legislation in The Health and Social Care Act 2008. This
legislation granted the powers to ensure that all statutorily regulated professionals, medical
and non-medical, have systems in place to demonstrate their continued fitness to practise in
the form of ‘revalidation’. Seven working groups were established to take forward the
recommendations in the 2007 white paper. These included the working group for medical

revalidation and the working group for non-medical revalidation.

Despite its contemporary high profile, revalidation is not a new phenomenon. It was first
discussed as a concept in the 1970s during the Merrison inquiry into the regulation of the
medical profession (Merrison Committee, 1975). This inquiry, commissioned to explore the
existing regulatory framework and highlight areas for improvement, was the first of its kind
to review medical regulation since the passing of the 1858 Medical Act. Despite the
committee noting an interest in ‘tying continued registration to periodic tests of
competence’ (Merrison Committee, 1975 p. 47) the committee at this time deemed the
methods available for measuring competence inadequate and the concept of periodic

competence testing was never developed. Amidst the succession of major, high profile
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scandals (as previously discussed) the regulation of all health professionals once again
became of major political interest and the reform of health professional regulation became

statutory in the form of revalidation.

Revalidation is described as ‘a mechanism that allows health professionals to demonstrate
that they remain up-to-date and can demonstrate that they continue to meet the
requirements of their professional regulator. Revalidation confirms that the registrant is
practising in accordance with their regulators’ professional standards and will identify for
further investigation, and remediation, poor practice where local systems are not robust
enough to do this or do not exist’ (Department of health 2008a p5). Following the passing of
legislation in 2008 all 9 regulatory bodies within the UK were tasked with the responsibility
of reviewing regulatory processes and the planning and implementation of revalidation for
their registrants. Emphasis was placed on the urgent reform of medical regulation and in
2008 ‘Medical Revalidation — Principles and Next Steps’ (Department of Health 2008b) was
published by the chief medical officer to inform this process. This report asserted that

medical revalidation had three main aims:

1) to confirm that licensed doctors practise in accordance with the GMC’s generic

standards (relicensing)

2) for doctors on the specialist register and GP register to confirm that they meet the

standards appropriate for their specialty (recertification)

3) to identify those who require further investigation and remediation, poor practice

where local systems are not robust enough to do this or do not exist

Secondary aims were evident in improving quality and safety of patient care through

continuous professional development and reflective practice (Department of Health 2008b).
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In 2008 the working group for non-medical revalidation published ‘Revalidation Principles’

(Department of Health 2008). This report outlined the principles that the 8 regulatory

bodies responsible for regulation of non-medical professionals should consider when

preparing proposals for revalidation.

Principle

Theme

Summary Description

Principle 1

Consistency

Models should be consistent
with the Better Regulation
Executive’s five principles of
good regulation.

Principle 2

Professional Standards

The regulatory body for each
profession should set out the
contemporary professional
standards, which registrants will
have to meet in order to
maintain registration.

Principle 3

Remediation

Where revalidation processes
highlight performance concerns
there should be scope for
remediation of the professional
but measures to secure public
safety must remain paramount.

Principle 4

Patient and public involvement

A successful revalidation
process must have the
confidence of the public that it
is appropriate, relevant and fit
for purpose

Principle 5

Continuing Professional
Development (CPD)

This is the process by which
individual registrants keep
themselves up-to-date in order
to maintain the highest
standards of professional
practice.

Principle 6

Quality Assurance

Quality assurance mechanisms
must be built into revalidation
processes.

Principle 7

Equality

Equality and diversity
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considerations must be evident
in the development of systems
and processes for revalidation.

Principle 8

Integration

Clinical governance frameworks
yield information on
professionals’ performance and
practice. Where appropriate,
effective connections need to
be made between them and the
system of revalidation.

Principle 9

UK-wide

Revalidation arrangements
should be consistent in
outcome across the United
Kingdom.

Principle 10

Demonstrating Benefits

The structures and processes of
revalidation should be effective
in confirming fitness to practise.

Principle 11

Information

The nature of the information
required by each regulatory
body will be based on their risk
profiling of their registrant
groups.

Principle 12

Incremental Introduction

The introduction of revalidation
should be incremental

These principles were meant to underpin revalidation across regulatory bodies. However it

was recognised that the intensity and frequency of the revalidation processes implemented

by each regulatory body should be proportionate to the risks inherent to the work of each

practitioner involved (Department of Health 2007a).

In 2011 the command paper ‘Enabling Excellence, Autonomy and Accountability for

Healthcare Workers, Social Workers and Social Care Workers (Department of Health 2011)

was published. This paper detailed the continued commitment to the proportionate

introduction of revalidation, recommending the further piloting of medical revalidation
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before official roll-out across the profession. The paper also questioned whether a ‘one size
fits all model’ was appropriate and urged each regulator to develop an evidence base to

inform individual revalidation proposals (Department of Health 2011).

Revalidation Progress to Date

The GMC was the first professional regulatory body to initiate the formal rollout of
revalidation through a series of legislative and non-legislative initiatives on 3rd December
2012. All 9 regulatory bodies have declared their commitment to developing and
implementing an effective system of revalidation for their registrants and are at varying
levels of the policy development stage. It is envisaged that through local systems of clinical
governance, effective appraisal and revalidation, the profession, employers and regulatory
bodies will be able to provide further assurance to patients and the public that all health
care professionals working within the UK are fit to practise (Spendlove 2013). Medical
revalidation combines re-licensure by the GMC and recertification by the specialist Royal
Colleges, aiming to ensure doctors’ ongoing competency in their chosen specialty and that
they remain fit to practise. Medical revalidation involves a formal assessment of a doctor’s
fitness to practise every five years by an appointed responsible officer within their
employing organisation. This assessment is based upon the review of satisfactory yearly
appraisals, a cycle of multi-source feedback and the satisfactory attainment of the minimum
standards of continuing professional development stipulated by their professional and
regulatory bodies. There are also additional elements, such as significant events analysis,
complaints and clinical audit and patient feedback (see gmc-uk.org). The responsible officer

has the responsibility for the decision making process as to whether each and every doctor
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within their employing organisation is recommended to the GMC for revalidation of their

license to practise.

In 2011 the Health Professions Council published a scoping study of the current approaches
to revalidation amongst all UK health professional regulators. This study, along with
providing a detailed account of individual regulator revalidation processes and progress,
highlighted discussion points relating to the regulatory body’s approach to revalidation.

These discussion points were:-

1) Concept and outcome of revalidation, in terms of how revalidation is defined and
whether the desired outcome of revalidation is viewed as quality control, quality

improvement or both.

2) Conceptualisation of risk.

3) Proportionality.

4) Role of continuing professional development (CPD).

5) Standards of revalidation and use of existing regulatory processes.

6) Sources of evidence for revalidation.

The scoping study within these discussion points highlighted many differences as well as
similarities between each regulator’s approach to revalidation, based upon individual
conceptualisation of revalidation and the links between revalidation and CPD. (Health
Professions Council 2011). All regulatory bodies were noted to have commissioned research

into the risks posed by their registrants’ practice.

Research by the NMC, GPhC and PSNI identifies risk factors posed by the individual, such as

individuals inexperienced in their particular area of work, and risks caused by the particular
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situation in which the registrant is working, such as lone working (Health Professions Council
2011). The risk factors identified by the NMC and GPhC were noted to be similar to those
identified by the Extending Professional and Occupational Regulation working group (Health
Professions Council 2011). This group was founded to make initial decisions about
extending professional regulation. They proposed that decisions regarding regulation should
be based upon the risks posed by practice in a particular area and identified key factors
when assessing such risks, thereby underpinned by risk based regulation. These included the
type of intervention, where the intervention takes place, the level of supervision, the quality
of education, training and appraisal of individuals and the level of experience of the

individual carrying out the intervention (Department of Health 2009).

The research commissioned by the GCC adopted an economic model, which outlined in
monetary terms the effect that adverse and sub-optimal outcomes might have if
revalidation was not introduced for chiropractors. The research the GCC commissioned
suggested that the risk of harm posed by chiropractic practice was low. As a result, its
proposed revalidation scheme focused on using revalidation to address ‘sub-optimal
outcomes’, in other words, situations where the outcome for the service user is not the best
outcome. For example, whilst the GCC research focused on the likelihood of adverse
incidents or sub-optimal care and the impact on the patient. By contrast, the research
commissioned by PSNI involved a literature review as well as a survey of registrants to
measure risk factors. The different approaches taken to research into risk were
acknowledged to have resulted in different research outcomes. PSNI research has identified
factors which could be used to make decisions about the potential risks posed by individual

practitioners (Health Professions Council 2011).
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The regulators have taken different approaches to quantifying the risks posed by their
registrants’ practice. The methodologies used have included literature reviews, surveys,
interviews, workshops and analysis of data about complaints or concerns. Using these
different methodologies allows the researchers to try to establish risk that is not captured
through fitness to practise data. However, these approaches are only effective where data
exists to support a broader approach to risk. The research commissioned by the NMC for
example, makes clear that it is difficult to carry out an in depth analysis of the risks of
practice because there is insufficient information about the areas in which nurses practice.
As a result, the regulators have conceptualised risk in different ways. Many of the regulators
have focused on the risks posed by the individual or the context in which they are working
such as lone working, sometimes in their or their patient’s own home, or by contrast the risk

of harm to the individual patient (Health Professions Council 2011).

From Revalidation to Continuing Fitness to Practise

Revalidation is a broad term used to refer to a policy of proactively ensuring that
practitioners who are registered to practice remain safe and competent to do so (Health
Select Committee, 2011). Revalidation has come to mean a point in time assessment and
may be associated with the medical model put forward by the General Medical Council
(Professional Standards Authority, 2012), rather than a continuous process in which
professionals maintain a minimum level of practice and professionalism in line with

standards for best practice in their relevant profession.
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Rather than revalidation, other regulatory bodies, including the Professional Standards
Authority (PSA; See Professional Standards Authority, 2012), Health and Care Professions
Council' and General Osteopathic Council and, have more recently started to use the
broader term ‘Continuing Fitness to Practise’, placing more emphasis on the formative
rather than summative nature of the process . By Continuing Fitness to Practise the General
Osteopathic Council, for example, means ‘that osteopaths should have the necessary
knowledge and skills to perform their job effectively, they should have the health and
character to practise safely and competently, and they can be trusted to act legally and

responsibly’?.

A report published by the Professional Standards Authority Report (2012) entitled ‘An
approach to assuring continuing fitness to practise based upon right-touch regulation
principles’, building on an earlier PSA report (2010/2014) discussing a risk-based form of
‘right-touch regulation’ and the principle that regulators should only apply the force
necessary to achieve desired results, suggested that regulation and ‘Continuing Fitness to

Practise’ should be proportionate, consistent, targeted, transparent, accountable and agile.

The report highlights the importance of regulation being ‘reliable’ in terms of identifying
those who ‘pass’ or ‘fail’ to meet minimum standards but also notes that regulation should
be understood in relation to ‘contextual factors’, that risks relating to different
professionals’ practice vary and could be quantified. For high risk professions (e.g. medicine)
revalidation was more appropriate, whereas for lower risk professions (such as osteopathy)
audit, based upon self-audit and continuing professional development, was more

appropriate. The PSA report suggests that regulation and Continuing Fitness to Practise

1 https://www.hpc-uk.org/assets/documents/10002AAEContinuingfitnesstopractise-

Towardsanevidence-basedapproachtorevalidation.pdf
2 http://www.osteopathy.org.uk/information /complaints /fitness-to-practise/
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processes should aim to reduce the regulatory burden by building on existing local or
national mechanisms, where possible, while at the same time providing transparency and
accountability to the public and ensuring professionals maintained standards of practice and
professionalism. The PSA report (2012) therefore provided justification for regulators, such
as the General Osteopathic Council (GOsC), who regulate what are seen to be a low risk
profession, to adopt a lighter touch form of regulation, more based on self-reported audit

and CPD.

Revalidation in Context

Revalidation marks the largest and most significant development in the history of health
professional regulation within the United Kingdom since its inception. Revalidation is part of
a movement from state-sanctioned, collegial, self-regulation to a form of state-directed
bureaucratic regulation (Waring, Dixon-Woods and Yeung 2010). For the state, clinical
governance forms the lynchpin of its drive to increase managerial control over doctors and,
for the profession, revalidation is seen as the means for ensuring the quality of medical
performance whilst preserving medicine’s historic autonomy. Both policies aim at
addressing the central political issue of the protection of the patient and the decline in the
public’s trust in doctors (Salter 2007). Revalidation is embroiled within a wider political NHS
modernisation agenda (Department of Health 1998) and embeds professional regulation

firmly within NHS clinical governance (Chamberlain 2009).

As a consequence revalidation has been viewed as a state-enforced bureaucratic way of
attempting to control professionals (Flynn 2004). Since inception, revalidation has been met

with reluctance and skepticism. The British Medical Association and the NMC, up to the
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passing of legislation, refused to acknowledge the requirement for change (Chamberlain
2009, McLellan 2008), and general concerns arose over resource implications (Health
Committee 2011). Policy on the governance of UK medical performance has also generated
a lengthy battle for control of the policy process, with an unresolved competition for
dominance between the state and medical profession (Salter 2007), arguably won by those
arguing in favour of revalidation, with revalidation being passed as a statutory requirement
(Department of Health 2008). Once a statutory requirement, the GMC and Royal Colleges
were the first regulatory body to initiate revalidation pilot schemes, implemented through a
series of legislative and non-legislative initiatives (General Medical Council 2010). An
independent evaluation of the active revalidation pilot schemes in July 2011 however
suggested that optimism towards revalidation was low with less than half of the rank and
file respondents expecting revalidation to improve the quality of patient care (Frontline

2011).

Professional self-regulation is described as health professionals taking ownership of their
own standards of practice, conduct and discipline. In justification of such privilege, and in
order to maintain public trust and autonomy claims however, professionals are expected to
be openly accountable for the setting and enforcement of such standards (Flynn 2002,
Department of Health 1998). Whilst the primary purpose of professional regulation is
directed at impacting upon patient safety, regulation undoubtedly has an impact upon
professionals in the controlling of their behaviour. Due to the numerous aspects of
regulation which influence professional behaviour, measuring the practical impact of such
regulation upon professionals is complex with a dearth of research evidence. Quick (2011)
provides a scoping study of the effects of health professional regulation on those regulated.

There is a dearth of UK published research which mainly focuses upon the relationship
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between regulation, safety, quality and behavioural compliance (Currie et al 2009,
Sutherland and Leatherman 2006, Vincent 2003, Parker and Lawton 2000), however very
little is known about the tension between regulation and professional autonomy and its
impact upon inter-professional or intra-professional dynamics and behaviours, which may

depend on the context in which individuals work and are regulated.

The medical and non-medical revalidation working groups have referenced six main areas

that could challenge implementation.

Logistic: Large numbers of healthcare professionals
need to be covered by the revalidation
schemes, which need to encompass a great
diversity of groups, roles and practice
settings. The numbers involved in non-
medical revalidation will be greater than one
million and the scope of practice varies
significantly even within discrete
professional groups.

Methodological Valid, reliable, proportionate and fair
systems still need to be designed in all areas
to set standards and to assess practice
against them. Proportionality is essential and
a one-size fits all approach should be
avoided.

Connections Many systems and organisations examine
the quality of healthcare in the NHS and
throw light on professionals’ performance
and practice. Where appropriate, effective
connections need to be made between them
and the system of revalidation.

Information High quality data is vital to effective
assessment of practice and although these
may have been lacking in the past in some
areas they must be developed. This might be
outcome data or other measures could be
used.
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Cultural Revalidation should be seen primarily as
supportive, focused on raising standards, not
a disciplinary mechanism to deal with the
small proportion of health professionals who
may cause concern. The involvement of
patients and the public at all stages will
greatly enhance the quality of the process of
revalidation and help promote public
confidence in the profession itself. Careful
consideration needs to be given to how
patients and the public can be involved
meaningfully.

Resources Revalidation will require considerable
investment to develop, including potentially
advanced expertise in assessment. There
may be an adverse reaction from both
professional groups and employers if
packages of revalidation are resource
intensive. Implications for registration fees
would need to be handled carefully in such
circumstances.

The implementation of revalidation is set to further challenge the concept of the ‘regulative
bargain’, and the historic and sociological foundations from which the ‘professions’ have
emerged (Spendlove 2013), leading to changing definitions of professionalism and tensions
between professionals and policy makers. With the introduction of reforms to the United
Kingdom health professional regulatory framework, it is argued that professions will no
longer be able to profess to be ‘self-regulating’ as the powers of standard setting,
monitoring practice and managing defaults will be relocated to outside of the profession
(Dixon-Woods et al 2011). Central to regulatory reform is also the changing shift in attitudes
towards health professionals, seen as potentially dangerous through negligence or design

(Hutter 2008).
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There is a dearth of research regarding revalidation. Archer et al (2012) explored the
perspectives of key leaders in revalidation policy examining potential implications of
revalidation for change in medical culture, professionalism and culture. Key findings
highlighted that the practical challenges of implementation would cause tension and conflict
and the changing social contract between medicine and the public will lead to a changing
definition of professionalism. It was also felt that revalidation as an explicit form of
regulation may present as a threat. Leadership and political struggles were noted with an
irresolvable contradiction between the need and for leadership and shared responsibility in
protecting patients with no consensus over who is responsible for the patient centred
agenda. Archer at el (2012) made many recommendations including the need for clarity of
the purpose of revalidation, the anticipation of both intended and unintended
consequences, the need for true patient focus and the need for revalidation to be

meaningful to the day-to-day work of doctors rather than a bureaucratic exercise.

Revalidation remains at an early stage of introduction therefore professional reactions to
revalidation are yet to emerge. The King’s Fund has undertaken research exploring the early
experiences and views of Responsible Officers in the London area (The King’s Fund 2013).
Less than half of the respondents expressed positive experiences of the first few months of
revalidation. Where existing robust systems of appraisal and clinical governance were
present the implementation of revalidation was felt to be supported and where investment
in IT systems, resources and development of individuals took place the process ran smoothly
and was seen as valuable. The role of the Responsible Officer was noted to be a significant
management task and support from the revalidation team, the GMC and organisational
human resource departments were noted as a necessary investment in making the process

of revalidation work.
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Part Three - Exploring the Concept of Health Professional Regulation

Defining Regulation

Regulation is a broad term upon which traditional conceptualisations have been built in
relation to government-society and intra-society relationships (Black, 2002). A further

detailed definition of regulation as provided by Black (2002 p. 20) is:

‘the sustained and focused attempt to alter the behaviour of others
according to defined standards or purposes with the intention of
producing a broadly identified outcome or outcomes, which may involve
mechanisms of standard-setting, information-gathering and behaviour-

modification’.

Regulation has three key characteristics, a public interest purpose such as protecting and
serving the interests of the public, a regulatory agency such as the health professional
regulatory bodies and formal regulatory powers and processes, statutory and non-statutory,
given to the regulatory body to undertake its role (Walshe and Boyd 2007). The primary
purposes of health professional regulation are to ensure patient safety and quality care
(Department of Health 2007a), with further intended consequences of increased

transparency and accountability. This is broadly achieved through processes which aim to
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control professionals, in particular the behaviour of professionals within clinical practice and

professional life.

The varieties of processes by which health professionals can be regulated are articulated by
the GMC as a four-layer model of regulation (General Medical Council 2005 p3). The four
layers being personal, team-based, workplace and professional. Based upon modern
regulatory practices personal regulation incorporates aspects of self-regulation and
professional commitment to a common set of ethics, values and principles. Team based
regulation reflects the individual and collective responsibility for the performance, conduct,
and identification of poor performance and misconduct. Workplace regulation reflects the
responsibility that healthcare workplaces have for ensuring that professionals employed
within that organisation are fit for practice such as performance management, clinical
governance and disciplinary procedures. Professional regulation covers the breadth of
responsibility of regulatory and professional bodies and Royal Colleges. Professional
regulation is based upon standards, education, and registration and licensing, including the
introduction of revalidation and fitness to practise procedures. Professional regulation also
reflects the role of healthcare regulators where regulations and actions have direct impact
upon the workplace, indirectly affecting the individual practice of employed professionals
(Health Professional Council 2008, General Medical Council 2005). The regulation of the
medical professions spans these four layers of regulation. However the ‘layers’ of regulation
required for other UK health professional regulatory bodies to adequately regulate their
registrants will vary according to the risks they pose and the nature of their professional

role.
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Self-Regulation

In the UK self-regulation has been traditionally favoured over more formalised systems of
regulation (Baggott 1989) and The National Consumer Council (2000) identify eight main

types of self-regulatory arrangement that fall broadly along a spectrum:

Unilateral Codes of Conduct

e implement specific policies which amount to some form of self-restraint on its
conduct towards its customers e.g. codes of ethically or socially responsible business

conduct in relation to employees or the environment

Customer Charters

e aformal exercise covering all key aspects of its dealings with customers e.g. a
company’s formal public commitment to combine compliance with its legal

obligations with customer service initiatives

Unilateral Sectoral Codes

e entirely voluntary, self-imposed, collective — code of practice or similar set of rules
unilaterally adopted by a trade or profession, without any consultation or discussion
with the outside world e.g. the start of a longer process of developing self-regulation

such as the beginnings of complementary and alternative health therapies

Negotiated Codes

e codes of self-regulation which have been negotiated, or at least discussed (either
formally or informally) between an industry body on the one hand, and government
and consumer organisations on the other e.g. the code of practice adopted by the
Association of Energy Suppliers to restrain unacceptable methods of marketing gas

and electricity
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Trade Association Codes

e This category is a variant of negotiated codes and covers the 49 codes that have
been drawn up by trade associations in consultation with the Office Of Fair Trading

(OFT) and formally approved by the Director General of Fair Trading

Recognised codes

e Codes which have some form of statutory foundation or recognition. It includes the
professional ‘codes’ of lawyers and doctors. The Solicitors Act empowers the Law
Society to make ‘practice rules’ for solicitors and the General Medical Council has a

corresponding power for doctors.

Official codes and guidance

e Government department or regulatory agency issuing a code or guidance (often
elaborating on statutory provision), which has had self-regulatory input and is
intended to be followed within the business sector in question. The ‘enforcement’ of
such codes is left to traditional methods — in other words, civil or criminal action in

the courts.

Legal codes

e codes imposed by government or by a public authority under the authority of

statute, but which lack the full force of conventional law

Despite the many differences between the eight types of self-regulation, three elements

were identified, common to most forms of regulation, both statutory and self-regulatory:

1. Rules which set out how conduct is to be judged.

2. Monitoring and enforcement of the rules.
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3. Aredress system for consumers who have suffered loss, through breach of the rules®.

The three elements may not always be provided for in one system but, unless all three are
covered somehow, the regulation is unlikely to be effective (The National Consumer council
2000). Effective, credible self-regulatory processes are suggested to have all of the following

elements:
1. Must be able to command public confidence.

2. There must be strong external consultation and involvement with all relevant

stakeholders in the design and operation of the scheme.

3. As far as practicable, the operation and control of the scheme should be separate from

the institutions of the industry.

4. Consumer, public interest and other independent representatives must be fully

represented.

5. The scheme must be based on clear and intelligible statements of principle and
measurable standards — usually in a Code — which address real consumer concerns. The

objectives must be rooted in the reasons for intervention.
6. The rules should identify the intended outcomes.

7. There must be clear, accessible and well-publicised complaints procedures where breach

of the code is alleged.

8. There must be adequate, meaningful and commercially significant sanctions for non-

observance.
9. Compliance must be monitored.

10. Performance indicators must be developed, implemented and published to measure the

scheme’s effectiveness.

11. There must be a degree of public accountability, such as an Annual Report.

3 Revalidation or Continuing Fitness to Practise is exclusively about demonstrating professionals’ ongoing
Fitness to practice and accordingly protecting the public; it is explicitly not a system for redress.
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12. The scheme must be well publicised, with maximum education and information directed

at consumers and traders.

13. The scheme must have adequate resources and be funded in such a way that the

objectives are not compromised.

14. Independence is vital in any redress scheme which includes the resolution of disputes

between traders and consumers

15. The scheme must be regularly reviewed and updated in the light of changing

circumstances and expectations (National Consumer Council 2000).

Risk-based regulation

The Better Regulation Task Force report (2005) ‘Regulation — Less is More Reducing
Burdens, Improving outcomes’ outlined 5 principles for good regulation. The Legislative and

Regulatory Reform Act (2006), which came into force in January 2007, underpinned these

principles.
Transparent Regulators should be open and keep regulation simple and user-friendly.
Accountable Regulators must be able to justify decisions and be subject to public

scrutiny.

Proportionate Regulators should only intervene when necessary. Remedies should be
appropriate to the risk posed and costs identified and minimised.

Consistent Government rules and standards must be joined up and implemented
fairly.
Targeted Regulation should be focused on the problem and minimise side effects.

Such principles are embodied by the concept of risk-based regulation. Risk-based regulation

brings together and focuses upon risk management and regulatory practices (Hutter 2008)
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bringing together a broad range of approaches (Hutter 2005). As discussed above, the
Professional Standards Authority (PSA) promotes the concept of right-touch regulation
(Council for Healthcare Regulatory Excellence (CHRE) 2010), a process underpinned by risk-
based regulation. Right-touch regulation means always assessing the risk being regulated,
being proportionate and targeted in regulating that risk or finding ways other than
regulation to promote good practice and high quality healthcare. It promotes the minimum
regulatory force required to achieve the desired result. Right touch regulation builds upon
the principles of good regulation as identified by the Better Regulation Executive:
proportionate, consistent, targeted, transparent, and accountable. The PSA add a sixth

principle of agility (CHRE 2010).

Agility Regulators should look forward to anticipate change rather than looking
back to prevent the last crisis from happening again.

In addition to, and in support of the 6 principles of good regulation as previously described,
the PSA identify eight elements that sits at the heart of right-touch regulation (CHRE 2010):
identify the problem before the solution, quantify the risks, get as close to the problem as
possible, focus on the outcome, use regulation only when necessary, keep it simple, check
for unintended consequences and review and respond to change. The PSA profess that the
benefits of right touch regulation are that it ensures the most efficient impact on the
problem being tackled. It also enables all parts of the system to play a full role in providing a
more appropriate response to a problem. In healthcare, this includes the contribution of
employers, educators, professionals and patients. The PSA also propose that the
consequences of this approach may lead to the requirement for more, or even less
regulation, but will ultimately result in improved regulation of health care professionals.
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Right-touch regulation supports a nuanced approach to health professional regulation
allowing individual regulators to identify the risks posed by their registrants and base

regulatory processes upon those identified risks (PSA 2014).

Within the UK, many regulators have developed risk-based frameworks of regulation (Black
2008), as a framework for the management of their resources and their reputations amidst
the UK government regulation modernisation agenda (Rothstein et al. 2006; Black 2005;
Hampton 2005). There is a growing literature based on the concept of risk-based regulation
and Black and Baldwin (2010) add to the commentary proposing a “really responsive”
approach to risk-based regulation delivering two central messages. The first is that it is best
to regulate in a way that is responsive to regulated firms’ behavior, attitude, and culture;
institutional environments; interactions of controls; regulatory performance; and change.
The second is that the challenges of regulation to which regulators have to respond vary
across the different regulatory tasks of detection, response development, enforcement,
assessment, and modification. There is a need to think in a more structured manner about
the ways in which risk-based regulation can come to terms with the many hurdles to be
overcome if it is to succeed on the ground. Black and Baldwin (2010) propose that the ‘really
responsive’ framework offers a basis for such structured thinking for astute regulators to

deal with the variety of those challenges.

Lloyd-Bostock and Hutter (2008) argue however that the concept of risk based regulation
poses dilemmas, carries unintended consequences and needs to be considered critically.
Difficulties are acknowledged with true objectivity in evaluating and managing risk (Hutter
2005), and with the role of blame, questioning whether regulation can ever be blame free.

Risk based approaches are only as good as the information which goes into them and the
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decisions made upon such information are inescapably normative (Lloyd-Bostock and Hutter

2008).

Theoretical Perspectives regarding Regulation in Practice

There is extensive literature which brings wider theoretical perspectives from other
disciplines with key ideas shaping the thinking about the nature, form and purpose of
regulation (Walshe and Boyd 2007, McCraw 1984, Croley 1998, Uche 2001). Walshe and
Boyd (2007) provide a review of the theories which underlie the common ideas about

regulation in practice.

Theoretical perspectives and lessons for regulation (Walshe and Boyd 2007)

Theory Some lessons or implications for regulation
Public choice Regulate sparingly and as a last resort, and prefer alternative
theory strategies to regulation. When it is needed, aim for minimally

intrusive regulation which can be withdrawn once normal market
mechanisms come into play. Be aware of and guard against the
risks of regulatory capture.

Interest group | Pay more attention to the governance of regulation, the
theory accountability of regulators, and the relationships between
stakeholders in regulation than to the specifics of the regulatory
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regime. Design regulatory regime to achieve intended shifts in the
influence of key interest groups, and where necessary to empower
some groups.

Institutional Recognise the importance of organisations’ awareness and
theory understanding of the purpose and process of regulation and their
response to it. Explore likely organisational responses to
regulatory interventions and consider potential adverse effects.
Analyse the wider external environment for organisations and see
the regulatory regime as working alongside other external
influences and competitive pressures.

Principal agent | Consider the imbalance in resources, information and attention
theory between the regulator and regulated organisations, and design the
regulatory regime to make performance measurement objective
and transparent and to achieve maximal impact with limited
regulatory resources.

Game theory Understand both the regulatory regime and the behaviours it
elicits from regulated organisations more fully, and design it to
allow for a “win-win” equilibrium in which positive and desired
behaviours on the part of regulated organisations are recognised
and rewarded by the regulator.

Such theoretical insight offers ideas about how and why regulation may work and what
those responsible for designing systems of regulation should aim to do (Walshe and Boyd

2007).

Regulatory transparency is a key component in many theories of regulation and
transparency and sits at the core of ‘better regulation’ and ‘right-touch regulation’ (The
Better Regulation Task Force report 2005, Council for Healthcare Regulatory Excellence
CHRE 2010). Transparent or explicit regulation is envisaged to facilitate compliance with
regulatory processes. Lee, Aaker and Gardner (2000) also propose that regulatory focus
theory can aid in distinguishing between self-regulatory processes that focus on promotion

and prevention strategies for goal pursuit, and compliance with such regulatory focus. Lee,
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Aaker and Gardner (2000) review five studies, which provide support for the hypothesis that
these strategies differ for individuals with distinct self-construals. Self-construal refers to the
extent to which the self is defined independently of others or interdependently with others.
Specifically, these studies proposed that individuals with an independent self-construal were
predicted to place more emphasis on promotion-focused information, and those with
interdependent self-construal more emphasis on prevention-focused information (Lee,

Aaker and Gardner 2000; Zhang & Mittal 2007).

Research on self-regulatory strength suggests that people with high interdependent self-
construal experience less regulatory depletion compared to people with high independent
self-construal in some situations as people predisposed toward a more cooperative
orientation are stronger at self-control and, accordingly, are better able to ward off the
adverse impact of ego depletion on self-regulation (Seeley & Gardner, 2003). This is
particularly interesting in that ‘professionalism’ is believed to be a ‘collective’ conscience
(Bhugra and Malik 2010) and the presence of differing self-construals will undoubtedly have
an impact upon the concept of professionalism, professional self-regulation and regulatory

compliance.

The concept of ‘relational regulation’ (Hiusing and Silbey, 2011) is based on the premise
that there is an inevitable ‘gap’, however minor, between regulation and regulatory
compliance in practice and that practices are often ‘loosely-coupled’ with regulatory
requirements. Hiusing and Silbey (2001) suggest that the working of front-line managers,
who implement this ‘gap’ into practice, is often invisible to senior managers and regulators.
In order to increase regulatory compliance, regulation and practice need to be aligned, both

aligning practice more closely with regulation and designing regulation that reflects the
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nature of practice, narrowing the gap between regulatory expectations and practice in

everyday life (Huising and Silbey, 2011).

Huising and Silbey (2011) propose a model of ‘pragmatic relational regulation’ likely to
produce regulatory compliance. They suggest for relational regulation to be effective,
external regulators provide a credible threat to those they regulate, through periodic review
and demands for accountability, providing a form of ‘governance at a distance’ (Foucault,
1991). External regulators should engage in ‘macromanagement’, which can be seen as a
form of cultural management allowing ‘temporal space’ for those implementing regulation
to discuss what is required and how it can best be achieved, while also shaping this

‘behavioral space’ for self-directed action.

Actors subject to regulation often have heterogeneous motivations and simultaneously
pursue different goals affecting compliance and non-compliance with regulation, which may
be both automatic and/or planned (Etienne, 2011). Etienne (2011) outlines a model
explaining compliance and non-compliance, based upon three goals; hedonic, gain and
normative. Hedonic goals are motivated by trying to “feel good”, to experience positive
emotions (e.g. pride; comfort; joy) and avoid negative emotions (e.g. guilt; shame;
discomfort). Gain goals relate to motivations to increase one’s resources (e.g. money,
power, influence, free time) and may be linked to creative compliance and regulatory
avoidance. Normative goals relate to the motivations, to “do the right thing”, and behave in
ways that are appropriate and comply with social norms, including, where relevant, those of

professional communities, and relate to self-categorisation and a feeling of duty.

Etienne (2011) suggests that actors may simultaneously pursue different compatible and

incompatible goals in the ‘foreground’ and ‘background’ and that compliance is affected by
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the ‘relative prices’ of these goals and the regulatory ‘signals’ sent by both peers and
regulators about them, associated with events, behaviours and messages. Hedonic signals
may induce a sense of pride and self-esteem linked to regulatory compliance, or fear or
shame associated with non-compliance. Gain signals are linked to the perceived self-
interested costs and benefits associated with regulatory compliance. Normative signals
signal what is appropriate and thus induce normative compliance. Etienne argues that
regulators need to attend to all three (hegemonic, gain and normative) goals and associated

signals to ensure that their ‘relative prices’ support regulatory compliance (Etienne, 2011).

However ‘signals in the regulator-regulatee relationship’ are often interpreted by both
regulator and regulatee in ambiguous ways, so close attention needs to be paid to

understanding the ways signal are experienced and interpreted (Etienne, 2013).

McGivern and Ferlie (2007) and McGivern and Fischer (2010; 2012) draw attention to the
ways in which clinicians experienced and interpreted transparency and regulation, which in
a regulatory climate they do not trust or feel safe in, were seen as a threat. Clinicians make
sense of regulatory processes using (often extreme and atypical) narratives circulating in
professional communities, rather than the more rational accounts of the purpose of
regulation as espoused by regulators (McGivern and Fischer, 2012). This had the unintended
consequence of producing defensive practice and an unwillingness among many
professionals to openly discuss the problems they may be facing in practice in regulatory
spaces. So perversely, regulatory transparency in a threatening wider climate, could lead to
professionals being more likely to cover up issues that might make their practice unsafe

(McGivern and Ferlie, 2007; McGivern and Fischer, 2012).
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In other circumstances, however, clinicians may draw upon and actively use regulation and
transparency to shape their identities and behaviours, as well as those of professional
colleagues. For example, Ferlie et al (2011, 2012, 2013; Ferlie and McGivern 2014) describe
how clinicians drew upon forms of transparency and associated evidence-based standards,
which had been developed in collaboration with respected clinicians and were seen to be
legitimate and useful within the wider professional community, to make sense of

themselves and colleagues as ‘good clinicians’ and enact higher quality health care services.

Consequently we can think of regulation, associated standards and forms of transparency as
potentially producing both positive and negative ‘reactivity’ (McGivern and Fischer, 2012).
Given people’s limited capacity to collect and process information, and the potential for
information overload in response to burgeoning sometimes trivial rules and guidelines
clinicians do not understand (McCarthy et al. 2011), it is important that regulation
‘structures attention’ to focus on things that are the most important in terms of producing

safe and effective health care (Heimer, 2008).

Impact of Regulation

Evaluating the impact of regulation is difficult as regulatory processes are generally applied
universally in circumstances where there are many other influences or pressures on the
behaviour of those being regulated. Walshe and Boyd (2007) in their scoping review of the

literature provide a summary of the potential positive and negative impacts of regulation.

Positive and negative impacts of regulation (Walshe and Boyd 2007)

Positive effects Negative effects
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e Specific changes and
improvements in services
resulting from regulatory
attention

e Causing organisational
reflection and comparison
with regulatory standards
and with the performance
of others.

e Giving important or longer
term issues greater
organisational priority than
they would otherwise
receive

e Providing leverage for
change for groups or
individuals within
regulated organisations

e Driving continuing
improvement as regulatory
standards are continually
updated and improved

Temporary rather than sustained performance
improvement, which disappears after
regulatory intervention

Pointless conformance behaviours in which
things are done solely to satisfy regulators
which have little or no value for service users
or the organisation

Defensive or minimal compliance, in which
standards effectively act as a limit on rather
than a stimulus for improvement.

Creative compliance, in which organisations
appear to comply with regulatory
requirements by making superficial changes

Prevention of innovation or improvement, in
which regulatory standards discourage or
prevent change

Distortion of organisational priorities, as
organisations respond to issues raised by
regulators instead of dealing with internally
identified issues

Opportunity costs, as organisations invest
considerable resources, particularly
managerial time, in interacting with the
regulator

These factors perhaps assumed that regulatory interventions take the form of a one off

intervention rather than a culture change, aiming to change the nature of professionalism

and bring it and regulatory standards more genuinely in line.

Walshe and Boyd (2007) in their scoping review of the literature also provide a summary of

the common problems associated with regulatory failure.

Common Problems in Regulation (Walshe and Boyd 2007)

Regulatory Characteristics
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failure

Regulatee Regulated organisations either individually or jointly develop a

resistance culture of resistance in which opposing and undermining the
regulator directly or indirectly is seen as normal, acceptable or
even desirable behaviour

Ritualistic Regulated organisations and the regulator develop a formalised

compliance and ritualistic style of interaction, in which compliance with the
letter of regulatory direction rather than with the broader
regulatory purpose becomes the primary goal

Regulatory The regulator colludes with one or other stakeholder in the

collusion and regulatory process — usually but not always regulated

capture organisations — and the interests of those stakeholders come to
dominate regulatory decision making

Measurement The regulator is unable to measure the performance of

ambiguity and regulated organisations sufficiently to differentiate between

problems them and to adopt appropriate regulatory strategies and
interventions.

Goal The regulatory purpose becomes subordinated to a range of

displacement

other objectives, often linked to the performance of the
regulatory process itself.

Regulatory

proliferation and

The regulatory regime becomes more complex, wide ranging
and onerous as the regulator adds new requirements and

growth extends existing ones

Regulatory The regulatory regime becomes difficult or impossible to
rigidity, change, often through the application of a highly legalistic
juridification and | approach, and cannot be adequately updated or revised in
inflexibility response to changes in the environment.

In relation to the last point, it should be noted that the Law Commission recently published
a draft Health and Social Care Bill* in order to address this issue, although the Bill was not

given time in the following Parliamentary session.
In times of challenge, it is recognised that the medical profession in particular has
demonstrated the ability to retain its overall dominance and utilise strategies to maintain

monopoly in the market and resist managerial encroachment (Foucault 1991, Waring 2007).

4 http://lawcommission.justice.gov.uk/areas/Healthcare professions.htm
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The intended consequence of professional regulatory processes is to provide transparency
against standards, expose poor regulation and poor performance and deliver improvements
in health care (Hood and Heald 2006). Professional regulation however can produce
unintended consequences which are more difficult to detect and measure (Hood 2006),
such as superficial ‘tick box’ compliance, which neither reflects nor improves the nature of
care in professional practice (Hood 2006, McGivern and Ferlie 2007, McGivern and Fisher

2012, Waring 2009).

Research by the Solicitors Regulation Authority (2011) has highlighted 11 dimensions for
assessing attitudes towards regulatory compliance. Research by the General Medical Council
(Scraggs et al, 2012), CHRE (Quick, 2011) and on the regulation of social work (Munro, 2011,
Meyeral, 2011) has highlighted a number of other factors that may support or inhibit
professional regulatory compliance. However these studies often presume professionals
react to regulation in a rational way. Empirical research has also drawn attention to
‘irrational’ factors, like anxiety, strong emotionally-driven reactions, and professional
narratives about regulatory processes and their wider contexts, which lead to professional
defensive practices that undermine patient care (McGivern et al., 2009a, 2009b, McGivern

and Fischer, 2012, Waring, 2009, Fischer, 2012).

Regulatory Methods

Clinical Supervision

Clinical supervision has been defined as ‘An exchange between practising professional to
enable the development of professional skills’ (Butterworth 1992). Burton and Launer

(2003) define clinical supervision as ‘facilitated learning in relation to live practical issues.’
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However, Clark et al. (2006) suggest a wide definition that includes a variety of one-to-one
professional encounters including mentoring and coaching. The term ‘clinical supervision’ is
sometimes used in the sense of the everyday supervision of a trainee’s performance. Clinical
supervision according to ‘The Gold Guide’ to specialty training (Department of Health
2007b) involves being available, looking over the shoulder of the trainee, teaching on the
job with developmental conversations, regular feedback and the provision of a rapid

response to issues as they arise.

Clinical supervision is increasingly being carried out as an aspect of personal and
professional development in both primary and secondary care. It is an aspect of lifelong
learning with potential benefits for both supervisor and supervisee. The expansion of
supervision is arguably underpinned by the managerial and political agenda of performance
management in the risk-averse cultures of contemporary health and social care (Johns,

2001).

Beddoe (2010) investigated the experience of six expert practitioners of professional
supervision in order to explore the impact of the ‘risk discourse’ upon supervision within
social work. It was recognised that supervision cannot operate in a vacuum, even in the
external form, away from the front line workplace; the nagging concerns of risk, fear and
accountability are inevitably present in the space between the participants. These
supervisors however rejected a surveillance role for supervision and supported the
maintenance of a reflective space as crucial to effective practice. This supports McGivern et
al (2009a; 2009b) in highlighting the importance of ‘formative spaces’ in professional
regulation, in which professionals are able to discuss ambiguous and difficult aspects of

their practice in a way that helps them address, rather than hide, potential problems.
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However, it is noted that wider rational-legalistic and media-driven regulatory climates

undermine formative spaces (McGivern et al. 2009a; 2009b; McGivern and Fischer, 2012).

Supervision is a statutory responsibility for every midwife practising in the United Kingdom
and provides a mechanism for support and guidance. The purpose of supervision of
midwives is to protect women and babies by actively promoting a safe standard of
midwifery practice. Supervision is a means of promoting excellence in midwifery care, by
supporting midwives to practise with confidence, therefore preventing poor practice (NMC
2009). Supervisors of midwives are experienced, practising midwives who have undergone
education and training in the knowledge and skills needed to supervise midwives. They act
as an impartial monitor of the safety of midwives’ practice and they encourage midwives to
develop their skills and knowledge. Supervisors of midwives are appointed by the Local
Supervising Authority and they are accountable in their role to the Local Supervising
Authority Midwifery Officer. When acting in their capacity as a supervisor of midwives, they
are independent of their employers, investigating and reporting directly to the Local
Supervising Authority Midwifery Officer when there are concerns about safe practice. Their
role is different to a midwifery manager who is responsible to the employer for making sure
that maternity services run effectively. All midwives have a named supervisor who they are
required to meet with at least once a year. This annual supervision meeting essentially
provides a ‘formative space’ (McGivern et al 2009a; 2009b; McGivern and Fischer, 2012) in
which midwives are able to discuss ambiguous and difficult aspects of their practice in a way

that helps them address, rather than hide, potential problems.
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Appraisal and Multisource Feedback

Appraisal is a process of facilitated self-review supported by information gathered from the
full scope of a professional’s work. The origin of appraisal systems lies within industry,
where it was introduced to evaluate the performance of individual members of staff. The
actual aims of the systems and processes used have varied considerably in reviewing the
past performance of employees, setting future objectives, improving performance through
the identification of training and development needs and assisting with the assessment of
future potential and decisions on career progression (Brown et al 2003, Hogg, 1988).

Medical appraisal, introduced in 2002, can be used for four purposes:

1. To enable doctors to discuss their practice and performance with their appraiser in order
to demonstrate that they continue to meet the principles and values set out in Good
Medical Practice and thus to inform the responsible officer’s revalidation recommendation

to the GMC.

2. To enable doctors to enhance the quality of their professional work by planning their

professional development.

3. To enable doctors to consider their own needs in planning their professional

development.

4. To enable doctors to ensure that they are working productively and in line with the
priorities and requirements of the organisation they practise in (Revalidation Support Team

2013).
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It is recognised that there is a potential conflict of interest when the individual’s ability to
meet organisational priorities and requirements, which is normally part of the job planning
process, is combined with the developmental elements of appraisal. For this reason the two
processes of appraisal and job planning should remain separate, though the outputs from

each will inform the other (Revalidation Support Team 2013).

In a study of the introduction of appraisal for NHS hospital consultants, McGivern and Ferlie
found tension between the formative (developmental) and summative (assessment) aspects
of appraisal, the appraised were often reluctant to openly discuss difficult issues in their
appraisal which might be formally recorded and then prevent them from continuing to
practise clinically. They noted the importance of the willingness of both appraisers and
appraised to engage in the process in order for consultant appraisal to be an effective forum
in which clinicians were able to reflect on and learn to improve their practice. If clinicians
being appraised did not trust their appraiser, or the system using information generated in
the process, or felt that the concerns they raise would not be acted upon, the processes was
likely to become a ‘tick box exercise’, providing only superficial (perhaps false) assurance of

clinical professional regulation (McGivern, 2005; McGivern & Ferlie, 2007).

A review of the literature, by Mugweni et al (2011), looked at what benefits GPs perceived
appraisal to offer. They found that appraisal offers the chance to reflect on their personal
development, and promotes educational activity and there is a strong perception that
appraisal encourages changes in clinical practice and offers additional benefits such as
mentorship and motivational support for the doctor. The conclusion drawn was that GPs,
and the patients that they treat, should continue to benefit from outputs of medical

appraisal after the introduction of medical revalidation (Mugweni et al 2011).
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The relationship between appraisal and revalidation however needs to be clarified. Boylan
at al. (2005) highlight apprehension about a scheme that attempts to link professional
development and assessment or revalidation. Greater clarity about the precise nature of the
linkage is required to avoid a process that fails to fully satisfy the requirements of either

appraisal or revalidation.

Middlemass and Siriwardena (2003) suggest a better understanding of knowledge, beliefs
and attitudes towards appraisal will ultimately help in setting up a successful appraisal
system. Placing emphasis on appraisal as an educational tool will help to foster positive
attitudes. Middlemass and Siriwardena (2003) suggest further that concerns relating to lack

of time and resources for appraisal and revalidation need to be addressed.

Murphy et al (2012) explored the concept of medical revalidation and that decisions need to
be reliable if they are to truly reassure on the quality and safety of professional practice. The
study tested an innovative method in which GPs were assessed on their reflection and
response to a set of externally specified feedback. Results suggested that face-to-face
assessment proved unreliable. Anonymous global assessment by three appraisers of
insightful practice was however found to be highly reliable, as were revalidation decisions
using four anonymous assessors Murphy et al (2012) concluded that unlike face-to-face
appraisal, anonymous assessment of insightful practice offers a valid and reliable method to

decide GP revalidation, reinforcing the potential of multisource feedback.

Holmboe and Ross (2012) discuss how multisource feedback (MSF) is promoted as a useful
approach for formative assessment and is increasingly becoming part of regulatory-based
assessment programs, such as revalidation. They suggest that to achieve the full potential of

MSF, more attention should be directed at the specific purpose and processes of the MSF
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tool and the ability of the results to initiate and drive improvements in health care, stating
greater awareness is also needed around how the results of MSF are interpreted, processed,
and applied by physicians. Holmboe and Ross (2012) suggest ‘both government and
independent professional self-regulatory bodies walk a difficult tight rope in developing
instruments that are psychometrically credible to both physicians and the public, yet truly
drive improvements in quality and safety. Ultimately, a formative assessment approach is
only as good as the quality of care it detects and improves for the benefit of patients and

the public’ (p1657).

Summary

This review has provided a brief overview of the history of health professional regulation
and the background and context regarding the inception of revalidation in the United
Kingdom (UK). This review has provided an insight into the historical narrative of defining
professions, professionalisation and the expansion of health professional regulation. It has
provided background and context to the modernisation of health professional regulation
within the National Health Service and the movement from state-sanctioned, collegial, self-
regulation to a form of state-directed bureaucratic regulation, exploring revalidation as
health professional regulatory reform. This review has also explored the concept of health
professional regulation in defining regulation, theoretical perspectives regarding regulation
in practice and the impact of regulation upon those being regulated, providing a brief

discussion of methods of professional regulation.
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