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THE LAW COMMISSIONS: HOW WE CONSULT

About the Commissions: The Law Commission and the Scottish Law Commission were set up by
section 1 of the Law Commissions Act 1965. The Northern Ireland Law Commission was set up by
section 50 of the Justice (Northern lIreland) Act 2002. Each Commission has the purpose of
promoting reform of the law.

e The Law Commissioners are: The Rt Hon Lord Justice Munby (Chairman), Professor Elizabeth Cooke,
Mr David Hertzell, Professor David Ormerod and Frances Patterson QC. The Chief Executive is Elaine
Lorimer.

e The Scottish Law Commissioners are: The Honourable Lord Drummond Young (Chairman),
Laura J Dunlop QC, Patrick Layden QC TD, Professor Hector L MacQueen and Dr Andrew J M Steven.
The Chief Executive is Malcolm McMillan.

e The Northern Ireland Law Commissioners are: The Honourable Mr Justice McCloskey (Chairman),
Professor Sean Doran, Mr Neil Faris, Mr Robert Hunniford and Dr Venkat lyer. The Chief Executive is
Ms Judena Goldring.

Topic: This consultation covers the regulation of health care professionals and the regulation of
social care professionals in England.

Geographical scope: England and Wales, Northern Ireland and Scotland.
An impact assessment is available on our website.

Duration of the consultation: 1 March to 31 May 2012.

How to respond
Send your responses either —

By email to: public@lawcommission.gsi.gov.uk or

By post to:  Tim Spencer-Lane, Law Commission,
Steel House, 11 Tothill Street, London SW1H 9LJ
Tel: 020 3334 0267 / Fax: 020 3334 0201

If you send your comments by post, it would be helpful if, where possible, you also sent them to us
electronically (in any commonly used format).

After the consultation: We plan to publish a final report with a draft Bill in 2014. It will be for
Parliament to decide whether to change the law.

Freedom of information: We will treat all responses as public documents. We may attribute
comments and publish a list of respondents’ names. If you wish to submit a confidential response, it
is important to read our Freedom of Information Statement on the next page.

Availability: You can download this consultation paper and the other documents free of charge from
our websites at:

e http://www.lawcom.gov.uk (See A-Z of projects > Regulation of Healthcare Professionals);

e http://www.nilawcommission.gov.uk (See Publications); and

e http://www.scotlawcom.gov.uk (See News column).




CODE OF PRACTICE ON CONSULTATION

The Law Commission is a signatory to the Government’s Code of Practice described below.

THE SEVEN CONSULTATION CRITERIA

Criterion 1: When to consult
Formal consultation should take place at a stage when there is scope to influence the policy
outcome.

Criterion 2: Duration of consultation exercise
Consultations should normally last for at least 12 weeks with consideration given to longer
timescales where feasible and sensible.

Criterion 3: Clarity and scope of impact
Consultation documents should be clear about the consultation process, what is being proposed,
the scope to influence and the expected costs and benefits of the proposals.

Criterion 4: Accessibility of consultation exercises
Consultation exercises should be designed to be accessible to, and clearly targeted at, those
people the exercise is intended to reach.

Criterion 5: The burden of consultation
Keeping the burden of consultation to a minimum is essential if consultations are to be effective
and if consultees’ buy-in to the process is to be obtained.

Criterion 6: Responsiveness of consultation exercises
Consultation responses should be analysed carefully and clear feedback should be provided to
participants following the consultation.

Criterion 7: Capacity to consult
Officials running consultations should seek guidance in how to run an effective consultation
exercise and share what they have learned from the experience.

CONSULTATION CO-ORDINATOR

The Consultation Co-ordinator for this project is Phil Hodgson. You are invited to send comments
to the Consultation Co-ordinator about the extent to which the criteria have been observed and
any ways of improving the consultation process.

Contact: Phil Hodgson, Law Commission, Steel House, 11 Tothill Street, London SW1H 9LJ
Email: phil.hodgson@lawcommission.gsi.gov.uk

Full details of the Government’s Code of Practice on Consultation are available on the BIS
website at http://www.bis.gov.uk/policies/better-regulation/consultation-guidance.

Freedom of Information statement

Information provided in response to this consultation, including personal information, may be
subject to publication or disclosure in accordance with the access to information regimes (such
as the Freedom of Information Act 2000, the Freedom of Information (Scotland) Act 2002 and
the Data Protection Act 1998 (DPA)).

If you want information that you provide to be treated as confidential, please explain to us why
you regard the information as confidential. If we receive a request for disclosure of the
information we will take full account of your explanation, but we cannot give an assurance that
confidentiality can be maintained in all circumstances. An automatic confidentiality disclaimer
generated by your IT system will not, of itself, be regarded as binding on the Law Commissions.

The Law Commissions will process your personal data in accordance with the DPA and in most
circumstances this will mean that your personal data will not be disclosed to third parties.
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FOREWORD BY THE CHAIRS OF THE LAW
COMMISSIONS

We are delighted to present the first tripartite joint consultation paper, published under
the names of each of the three Law Commissions in the UK.

Both the Law Commission, for England and Wales, and the Scottish Law Commission
were established by the Law Commissions Act 1965. Since the first joint project in 1968
(on exemption clauses in contracts), we have frequently undertaken joint projects. In
each such project each stage has been approved by both sets of Commissioners. In
Northern Ireland, the burden of making law reform proposals was shouldered by the Law
Reform Advisory Committee. In 2007, the Northern Ireland Law Commission was
established, following the recommendations of the Criminal Justice Review Group. The
Commission was established under the Justice (Northern Ireland) Act 2002 (as
amended by the Northern Ireland Act 1998 (Devolution of Police and Justice Functions)
Order 2010). This project has been the first opportunity for the three Commissions to
work together. We hope that there will be many more.

The subject matter of this project covers matters dealt with both at a UK level and by the
devolved institutions. In one respect it deals with the UK government’s responsibility for
English social workers, an element which has to be treated formally as a distinct project.
This project, therefore, shows the advantages that can accrue to undertaking joint
projects covering all three UK jurisdictions. While all three Commissions will continue to
concentrate on their core tasks of reforming the law of their own jurisdiction, the tripartite
joint project provides an additional method for pursuing our common goals of promoting
modern, fair, accessible and effective law.

THE RT HON LORD JUSTICE MUNBY
Chairman of the Law Commission

THE HON LORD DRUMMOND YOUNG
Chairman of the Scottish Law Commission

THE HON MR JUSTICE McCLOSKEY
Chairman of the Northern Ireland Law Commission



FOREWORD BY THE LEAD COMMISSIONERS

The current system of health and social care professional regulation across the UK aims
to ensure high standards of care and support by setting high standards of education,
conduct and practice and by taking action to remove unsuitable workers in rare cases
when things go wrong. In order to function effectively, it is vital that professional
regulation can adapt to provide flexible and responsive systems that protect public
safety and promote professional development. But the present legal framework for
professional regulation is complex and expensive, and requires continuous Government
intervention to keep it up to date. There are currently seven Acts of Parliament and three
Orders which govern the regulators, as well as a vast range of different rules and
regulations.

This consultation paper sets out our provisional proposals for how the system for
regulating health workers (and social workers in England) should be reformed to
maintain high professional standards and to maintain the confidence of the public. The
aim is to modernise and simplify the current complex arrangements for professional
regulation and remove the inconsistencies in the over-arching legal provisions, meaning
that all professionals are subject to the same framework. This would make the legal
structure easier to understand for the public and health and social care professions. Our
proposals also aim to enable the regulators to be able to respond more quickly to
developments in the provision of health and social care, and changes in the social,
political and economic environment.

FRANCES PATTERSON QC
Public Law Commissioner for England and Wales

PATRICK LAYDEN QC TD
Scottish Law Commissioner

THE HON MR JUSTICE McCLOSKEY
Chairman of the Northern Ireland Law Commission
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PART 1
INTRODUCTION

Thirty-one different health professions consisting of approximately 1.4 million UK
professionals are currently regulated in law by nine regulatory bodies." These
bodies are:

(1)  General Chiropractic Council;

(2)  General Dental Council;

(83) General Medical Council;

(4)  General Optical Council;

(5) General Osteopathic Council;

(6) General Pharmaceutical Council;

(7) Health Professions Council;

(8) Nursing and Midwifery Council; and

(9) Pharmaceutical Society of Northern Ireland.?

In addition, social workers and social work students are regulated separately in
all four parts of the UK by four care councils. In England this role is currently
undertaken by the General Social Care Council.® The health and social care
regulators maintain professional registers, set standards for education and
practice, and ensure fitness to practise.

However, the regulators operate within a wide variety of legal frameworks which
have been agreed and amended by Parliament in different ways and at different
times over the past 150 years. A complex legislative landscape has evolved on a
piecemeal basis resulting in a wide range of idiosyncrasies and inconsistency in
the powers, duties and responsibilities of each of the regulators. There are
currently seven separate Acts of Parliament and three Orders made under
section 60 of the Health Act 1999 which govern 10 regulatory bodies. These have
all been amended extensively by 16 Orders made under the Health Act 1999 and
a range of Acts of Parliament over the last 10 years.

The current system is also expensive and requires continuous Government input
for its maintenance. The regulators have powers to make rules and regulations
concerning their operating procedures but the requirement of Privy Council

! Enabling Excellence: Autonomy and Accountability for Healthcare Workers, Social

Workers and Social Care Workers (2011) Cm 8008, para 4.1.
The 31 health care professions regulated by these bodies are listed in table 2 (see Part 2).

The Health and Social Care Bill 2011 proposes to close the General Social Care Council
and transfer its functions to the Health Professions Council. In the other parts of the UK,
social workers will continue to be regulated by the Care Council for Wales, Scottish Social
Services Council and Northern Ireland Social Care Council.
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approval imposes burdens on the Department of Health, as the Department with
policy responsibility. In practice the Privy Council defers to the Department’s
policy officials and legal group when it is required to act. Constraints on
Government resources mean that only the most pressing matters are taken
forward, thereby restricting the regulators’ ability to instigate reforms and
modernise their legal frameworks.

For these reasons, the Department of Health suggested a project to review the
legal framework for health and social care professional regulation. The purpose
of the proposals made in this consultation paper is to address these problems by
establishing a simple, consistent, transparent and modern legal framework.

BACKGROUND TO THE PROJECT

The project originated in the form of a reference from the Right Honourable
Andrew Lansley CBE MP, Secretary of State for Health, in accordance with the
protocol agreed between the Lord Chancellor and the Law Commission and
under the provisions of section 3(1)(e) of the Law Commissions Act 1965. The
specific remit of the project is to review the UK law relating to the regulation of
health care professionals and, in England only, the regulation of social workers.

Due to the UK-wide nature of the review, it was agreed that the project should be
a joint one between the Law Commission of England and Wales, the Scottish
Law Commission and the Northern Ireland Law Commission. Indeed, this is the
first ever tripartite project undertaken by the three UK Commissions. It was
agreed that the England and Wales Law Commissioner, Frances Patterson QC,
would be the lead Commissioner for the project as a whole and the staff team at
the England and Wales Commission would work to all three Commissions. In
addition, the Scottish and Northern Ireland Law Commissions each identified
Commissioners responsible for the project. The lead Commissioners are Patrick
Layden QC TD in Scotland and the Honourable Mr Justice McCloskey, the chair
of the Northern Ireland Law Commission. The three Commissions have worked
closely on the development of this paper and the final document was approved at
formal meetings of the Commissions of England and Wales, Scotland and
Northern Ireland in early 2012.

Ongoing meetings have taken place since the start of the project with the
Department of Health, as the sponsoring department for this project, to ensure
that the Law Commissions are aware of developing Government policy. Meetings
have also taken place with Government officials from the Welsh Government,
Scottish Government and Northern Ireland Executive. We are grateful for the
input and expertise that officials and Government lawyers were able to provide.

The project has also benefited greatly from a range of pre-consultation meetings
with a number of stakeholders and other experts in the field of health and social
care professional regulation. These have included regular meetings with all the
regulators, at both staff and General Council level, and the Council for Healthcare
Regulatory Excellence. Pre-consultation meetings have also taken place with a
range of patient and consumer groups, professional groups, trade unions, other
regulators, academics, legal experts and law firms. On 20 October 2011, the Law
Commission of England and Wales hosted a discussion forum, to which the
major stakeholders were invited, to outline the scope of the project and discuss
key issues. Over 100 people attended throughout the day. Meetings have also

2
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taken place with the Right Honourable Stephen Dorrell MP as chair of the House
of Commons Health Select Committee, Dame Janet Smith DBE as the chair of
the Shipman Inquiry, and senior advisers to the Privy Council.

HISTORICAL CONTEXT

For the best part of 150 years since the establishment of the General Medical
Council in 1858, health care professional regulation was based on a self-
regulatory model. Although definitions vary, self-regulation can be described as a
process whereby an organised group or body regulates the behaviour of its
members without interference from the state.*

The emergence of self-regulation is often characterised as being the product of a
bargain struck between the medical profession and the state, with the state
devolving responsibility to the profession to assure the quality of its members and
services. Historically, this was based on the assumption that medical expertise
was beyond the ability of unqualified people to understand or evaluate.®

The potential benefits of pure self-regulation were said to include the
development of practicable standards, which were policed effectively because
standard-setting and enforcement was the responsibility of the relevant
practitioners. Furthermore, peer pressure was seen to have created an
environment of high standards of behaviour which was more effective and
responsive than traditional legal methods of regulation.® As late as the 1970s the
Merrison Committee examining the role of the General Medical Council
concluded that the regulatory body must also be a professional body.’

However, the last 15 years have seen a seismic shift away from self-regulation.
Three sources of pressure can be identified which undermined the legitimacy of
self-regulation and enabled this shift. First, successive Government policies of
market liberalisation and de-regulation transformed and challenged the health
professions in England. Examples include the introduction of payment by results,
expansion of the independent sector and establishment of NHS foundation
trusts.? At the same time, Governments across the UK have developed a range
of regulatory tools in relation to certain aspects of decision making, for example
through systems of clinical governance (such as the National Institute for Health
and Clinical Excellence) and service regulation (such as the Care Quality
Commission, Healthcare Improvement Scotland, the Regulation and Quality
Improvement Authority in Northern Ireland and the Health Inspectorate Wales,).’

N Gunningham and P Grabosky, Smart Regulation: Designing Environmental Policy (1998)
pp 50 to 51.

See, for example, J Warring and others, “Modernising Medical Regulation: Where Are We
Now?” (2010) 24 Journal of Health Organisation and Management 6, 540.

N Gunningham and P Grabosky, Smart Regulation: Designing Environmental Policy (1998)
p 52.

A Merrison, Committee of Inquiry into the Regulation of the Medical Profession (1975).

See, for example, Civitas, The Impact of the NHS Market (2010) and Kings Fund,
Economic Regulation in Health Care: What Can We Learn from Other Regulators? (2011).

See, for example, C Ham and K Alberti, “The Medical Profession, the Public and
Government” (2002) British Medical Journal 324, 838.
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Second, recent times have witnessed shifting social and political attitudes that
have reflected a decline in trust in expert and governing elites to safeguard public
interests. Traditional social deference is being challenged by a “more demanding,
less deferential, more vociferous” public who are more willing to challenge
professional judgements.'’® Moreover, professional control of information has
been challenged by the development of the internet and greater access to
information about illness and treatment, including information about the quality
and effectiveness of such interventions. UK policy makers have encouraged
people to take more responsibility for their own health (known as
“responsibilisation”). This can be seen, for example, in the proliferation of
statistics and league tables related to public service performance.*

Finally, there have been a series of regulatory failures in medicine. Three cases
above all others were instrumental in altering the regulatory landscape, and each
resulted in wide-ranging inquiries into medical professional regulation and
recommendations for reform. These inquiries were the:

(1)  Bristol Royal Infirmary Inquiry, which followed revelations that surgeons
had continued to operate on children with heart defects when they knew
their death rates were unacceptably high and a doctor manager had
been alerted to the high mortality but failed to stop the operations;*?

(2)  Alder Hey Inquiry into the removal, retention and disposal of human
organs and tissues from children without the consent of their parents
following post-mortem examinations (see also the McLean Report in
Scotland):** and

(3) Shipman Inquiry, which arose following the conviction of Dr Harold
Shipman, a general practitioner, for the murder of 15 of his middle-aged
and older female patients by lethal injections of diamorphine. Subsequent
revelations showed that he had in fact killed 215 of his patients.*

In addition, the same period saw a series of official investigations into why certain
doctors had been allowed to continue to practise even though concerns had been
raised about their conduct which caused death and lasting injuries to patients;

19 C Ham and K Alberti, “The Medical Profession, the Public and Government” (2002) British
Medical Journal 324, 838.

M Dent, “Patient Choice and Medicine in Health Care: Responsibilisation, Governance and
Proto-professionalism” (2006) 8 Public Management Review 3, 449 and S Harrison, “New
Labour, Modernisation and the Medical Labour Process” (2002) 31 Journal of Social Policy
3, 465.

Learning from Bristol: the Report of the Public Inquiry into Children's Heart Surgery at the
Bristol Royal Infirmary 1984 -1995 — Final Report (2001) Cm 5207.

3 The Royal Liverpool Children's Inquiry Report (2000-01) No 0012-1l and Independent
Review Group on the Retention of Organs at Post-Mortem, Report on Stage 3 (the
“McLean Report”) (2003).

11

12

* The Shipman Inquiry Fifth Report: Safeguarding Patients, Lessons from the Past —

Proposals for the Future (2004) Cm 6394.
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most notably the cases of Rodney Ledward, Clifford Ayling, Richard Neale and
William Kerr and Michael Haslam.*®

The final reports of the Bristol, Alder Hey and Shipman inquiries all criticised self-
regulation as self-serving and lacking transparency and accountability, and cast
serious doubts on the capacity of the profession to regulate itself satisfactorily.
This opened the door for the state to undertake a more prominent regulatory role.

The Government's response to this crisis was to restore some level of state
control and establish other formal modes of regulation. This included the
establishment and development of the Council for Healthcare Regulatory
Excellence (see Part 10), clinical governance (see Part 6) and systems regulation
(see Part 6). Furthermore, the Government has initiated several reforms to the
regulators’ legal frameworks aimed at restoring public confidence in professional
regulation and, in particular, dealing with a perceived lack of independence of the
regulators from the regulated. These reforms have included the removal of
elections to the governing Councils by the profession and the introduction of a
recruitment process, and the increase in lay membership of Councils and
removal of professional majorities (see Part 4). Other notable reforms have
included prohibitions on Council members and members of the Investigation
Committee from sitting on Fitness to Practise Panels (see Part 8), the widening
scope of fitness to practise procedures beyond serious misconduct (see Part 7)
and the development of revalidation (see Part 6).

WHERE ARE WE NOW?

The above reforms have been described as signalling a movement away from
self-regulation towards “state-directed bureaucratic regulation”.*® The regulators
are seen increasingly as independent regulatory agencies that are subject to
various forms and degrees of oversight by the state. Nevertheless, it is important
to recognise that the professions continue to play a significant role in the
regulatory system. For example, professional members continue to serve on
Councils (making up half of the membership) and sit on Fitness to Practise
Panels and Investigation Committees. They are also a key element of the
proposed systems of revalidation.

Current trends

It is highly unlikely that the policy landscape for regulating health and social care
professionals is now settled. Policy will continue to develop throughout and
beyond the lifetime of this project. In some areas the direction of policy is set but
in others it has yet to be determined. The following provides a brief overview of
some of the main and potential policy trends.

(1) Drive for greater efficiencies. The policy of the coalition Government is to
encourage economic growth and greater personal responsibility through
the reduction of regulatory burdens. In part, this is driven by the need to

5 J Ritchie QC, An Inquiry into Quality and Practice Within the NHS Arising From the Actions
of Rodney Ledward (2000), Report of the Clifford Ayling Inquiry (2004) Cm 6298, Report of
the Richard Neale Inquiry (2004) Cm 6315, and Kerr/Haslam Inquiry (2005) Cm 6640.

6 J Warring and others, “Modernising Medical regulation: Where Are We Now?” (2010) 24
Journal of Health Organisation and Management 6, 540, 551.
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(2)

®3)

(4)

()

(6)

constrain the costs of the current system for registrants and Government,
particularly in the light of the current economic climate. In the context of
professional regulation this will involve giving greater independence to
the regulators balanced by more effective accountability.'’

Right-touch regulation. Current regulatory approaches in health and
social care are influenced heavily by the Hampton principles that
regulation should be transparent, accountable, proportionate, consistent
and targeted.” This can be seen in the promulgation of “right touch
regulation” by the Council for Healthcare Regulatory Excellence, which
recognises that different contexts expose patients to different risk levels
and the use of minimum regulatory force to achieve the desired results.*

Early intervention. Medical advances and other developments in
professional knowledge have brought greater emphasis on education
and keeping professionals up to date with new clinical interventions. The
proper role of regulation is seen increasingly as ensuring proper
standards of practice and reducing the need for disciplinary intervention.
This can be seen in developments such as revalidation and employment
liaison officers (see Part 6). In contrast, a disciplinary model emphasises
intervention once harm has occurred.

Remedial measures. The increasing complexity of clinical practice may
mean a less punitive and more tolerant approach to regulation. Where
appropriate, the regulators are developing ways of ensuring a greater
emphasis on “remediation”, rehabilitation and support for professionals
who struggle to cope.® In part, this can be seen in the moves towards
consensual disposals and the introduction of a two-stage approach to
impaired fitness to practise (see Part 7).

Multi-disciplinary working. Changes in technology, training and practice
are making the boundaries between professions more blurred. For
example, nurses’ prescribing powers have expanded in recent years and
care assistants perform tasks limited previously to registered nurses.
The crossover and blurring of roles may mean that regulatory systems
based purely on job title are increasingly difficult to manage.

Cross-regulator working. Health regulation has become a multi agency
activity. In addition to the professional regulators, there are systems
regulators such as the Care Quality Commission, vetting and barring
schemes to protect children and vulnerable adults, employment

Better Regulation Executive, Reducing Regulation Made Simple: Less Regulation, Better
Regulation and Regulation as a last Resort (2010) and Enabling Excellence: Autonomy
and Accountability for Healthcare Workers, Social Workers and Social Care Workers
(2011) Cm 8008, pp 3 to 4.

P Hampton, Reducing Administrative Burdens: Effective Inspection and Enforcement
(2005) p 7.

Council for Healthcare Regulatory Excellence, Right-Touch Regulation (2010).

See, for example, Academy of Medical Royal Colleges, Remediation and Revalidation:
report and recommendations from the Remediation Work Group of the Academy of
Medical Royal Colleges (2009).
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disciplinary processes, complaints procedures, the ombudsmen and
criminal and civil justice agencies. There is considerable overlap between
these systems, and in the future joint working is likely to increase. The
trend towards multi-disciplinary teams may also mean more joint working
between the professional regulators.

Devolution

The general position is that the legislation governing the health care professional
regulators is of UK extent. The exceptions are the Pharmacy Order 2010 which
extends to Great Britain, and the Pharmacy (Northern Ireland) Order 1976 which
extends to Northern Ireland.?

Under the Scotland Act 1998 regulation of existing health professions is reserved
to the Westminster Parliament but regulation of health professions regulated
since devolution is devolved to the Scottish Parliament. This has meant that the
General Dental Council, General Pharmaceutical Council and Health Professions
Council are now accountable to the Scottish Parliament as well as the UK
Parliament in relation to certain professional groups, namely operating
department practitioners, practitioner psychologists, dental nurses, dental
technicians, clinical dental technicians, orthodontic therapists and pharmacy
technicians. The Scottish Parliament would also have legislative competence in
relation to new groups brought into professional regulation.

The Scotland Bill 2010 proposes that the Scotland Act 1998 be amended so that
all regulation of health professions is reserved to Westminster.?? This is a
controversial policy. The Scottish Government opposes the change, and the
Scottish Parliament Committee at the Scottish Parliament has recommended that
legislative consent is not given to the provision.?®

In Wales, the regulation of health professionals is not devolved.” In Northern
Ireland, health professional regulation is not an excepted or reserved matter, and
the Northern Ireland Assembly therefore can legislate in this area.”® However,
although legislative competence is devolved, the principal modern instrument for
legislating for professional regulation — section 60 orders — is not available to the
Northern Ireland Assembly.”® The UK Government has on a number of occasions
in recent years used section 60 orders to legislate on a UK wide basis.

Legally, therefore, professional regulation is a UK responsibility, with important
but limited current exceptions: operating department practitioners, practitioner
psychologists, dental nurses, dental technicians, clinical dental technicians,
orthodontic therapists and pharmacy technicians, in relation to Scotland, and
pharmacy in relation to Northern Ireland.

2L Great Britain refers to England, Scotland and Wales but does not include the Channel

Island and Isle of Man which are included as part of the British Islands.

22 gcotland Bill 2010, cl 13.

28 gcottish Parliament Scotland Bill Committee 1st Report, 2011 (Session 4), vol 1, SP Paper

49, recommendation 20. At the time of writing, the Parliament has yet to debate the report.

% Government of Wales Act 2006, sch 7, pt 1, para 9.

% Northern Ireland Act 1998, s 4(1).
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The regulation of social care professionals falls within the legislative competence
of each country. England, Scotland, Wales and Northern Ireland have now
introduced separate arrangements for the regulation of social workers and/or
other social care staff.?” As noted previously, the remit of our review extends only
to the regulation of social workers in England. Therefore, any potential changes
to regulatory functions or their implementation discussed in this paper, so far as
the social work profession is concerned, will only extend to the regulation of
social workers practising in England.

Health care and health services are devolved in each settlement, subject to
certain exceptions. Accordingly, the Scottish Parliament, National Assembly for
Wales and Northern Ireland Assembly have legislative competence, and the
Governments/Executives in each country have executive powers and
responsibilities. The NHS is therefore now administered differently in each of the
four countries of the UK, and each has its own systems regulators. This is of
major significance to the UK regulators. Professional regulation is affected by the
context in which health services are delivered. Further, education and training are
broadly devolved, which impacts importantly on the statutory role of the
regulators to ensure proper standards of education. Current areas of significant
differences in policy in both these areas include clinical governance, prescription
drug charges, charging for personal and nursing care for older people, and tuition
fees for students.?®

The scope of our project does not extend to a review of the devolution
settlements in the UK. However, the responsibilities of each of the three devolved
administrations — legislatures and executive arms — give them a strong legitimate
interest in health care professional regulation. The regulatory system has its roots
in a time before devolution. One of the challenges of the project is to ensure that
the legitimate interests of the devolved administrations are properly recognised
and expressed in the development of regulation. Our provisional approach to
doing so is set out at the various relevant parts of the consultation paper.

Legal references

Although the case law for professional regulation is spread out over three
jurisdictions, in substantive terms the law is the same. In this consultation paper
we have therefore drawn indiscriminately from the case law in England and
Wales, Scotland and Northern Ireland.

% Health Act 1999, s 60.

27 Care Standards Act 2000, s 54; Regulation of Care (Scotland) Act 2001; and Health and
Personal Social Services Act (Northern Ireland) 2001.

2 gee, H Cheyne and others, “United but Divided? The Need to Consider the Practical
Consequences of Devolved UK Government on Midwifery Education and Practice” (2011)
27 Midwifery 770.
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STRUCTURE OF THE CONSULTATION PAPER
1.30 This paper is divided into 13 Parts:

(1)

(2)

®3)

(4)

()

(6)

(7)

(8)
(9)

(10)

Part 2 considers a number of preliminary matters which concern how the
new legal framework should be structured and how the regulators should
be made accountable for the exercise of their powers;

Part 3 is concerned with the main duty of the regulators to protect the
public and their general functions;

Part 4 discusses the governance arrangement for the regulators and how
their internal arrangements (such as the constitution of the General
Council and internal committees) are provided for in law;

Part 5 considers the statutory function of the regulators to establish and
maintain a register of individual professionals;

Part 6 is concerned with how the regulators ensure proper standards of
professional education, conduct and practice;

Parts 7, 8 and 9 discuss the fithess to practise process, and how it
should be provided for in our proposed framework:

@) Part 7 considers how impaired fitness to practise is determined;
(b) Part 8 looks at the investigation of allegations; and
(© Part 9 discusses the adjudication of fithess to practise cases;

Part 10 looks at the role performed by the Council for Healthcare
Regulatory Excellence;

Part 11 considers the powers of the regulators to regulate businesses;

Part 12 is concerned with the functions of the regulators that overlap with
other organisations and areas of law; and

Part 13 looks at the management of cross border issues.

In addition to these substantive Parts, we have set out all of the provisional
proposals made in this consultation paper in Appendix A.

RESPONDING TO THIS CONSULTATION PAPER

In this paper we make a number of provisional proposals for law reform. In doing
this, we emphasise that these represent our initial view about how the law should
be reformed and we will be reviewing these proposals on the basis of the
responses to this consultation paper.

Furthermore, the views we express about the regulation of this sector should not
be read across into any other sector, professional or not. For instance, our views
would not necessarily be the same in the context of the regulation of the legal
professions.
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We will be undertaking a wide consultation process in order to gather as many
different views and as much information as possible. We welcome responses
from all interested parties. Details of how to respond can be found on the inside
front page of this consultation paper.

An analysis of consultation responses will be published on our websites. The next
stage will be to produce and submit a report in 2014 to the Lord Chancellor and
to the Scottish and Northern Ireland Ministers. Taking into account the responses
we receive to this consultation paper, the report will contain our final
recommendations and the reasons for them. A draft bill, giving effect to our final
recommendations, will also be included.

10
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2.2

PART 2
THE STRUCTURE OF REFORM AND
ACCOUNTABILITY

This Part considers a number of preliminary matters which concern how the new
legal framework should be structured and how the health and social care
professional regulators should be made accountable for the exercise of their
powers. The specific matters considered are:

(1)  our general approach to law reform;

(2)  rules and regulations;

(3)  public consultation;

(4) Parliamentary accountability;

(5) publication requirements;

(6)  Section 60 orders;

(7)  the number of regulators and regulated professions;
(8) the default powers of the Privy Council;

(9)  devolved responsibilities; and

(10)  implementation issues.

OUR GENERAL APPROACH TO LAW REFORM

The legislative structure

As noted in Part 1, the legislative framework for health and social care
professional regulation in the UK has developed in a piecemeal fashion over the
past 150 years.® Each regulator has its own separate legal framework which has
been introduced and reformed by Parliament throughout this period. For
example, the General Medical Council was established by the Medical Act 1858,
which has been updated on several occasions. The Council is currently governed
by the Medical Act 1983 which itself has been amended heavily.” The legislative
origins of the Nursing and Midwifery Council and General Dental Council date
back to the early twentieth century and have been the subject of periodic reform.*
The Health Professions Council is one of the newest regulators, having been
established by the Health Professions Order 2001 which has also been amended

For an account of the regulatory structure from a Scottish perspective see Stair
Memorial Encyclopaedia Reissue Medical Law, paras 12 to 88.

For example, by the Professional Performance Act 1995 and European Qualifications
(Health and Social Care Professions) Regulations 2007, S1 2007 No 3101.

For example, by the Midwifes Registration Act 1902 and Dentists Act 1921.
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2.4

2.5

on several occasions.*

There are currently ten separate pieces of legislation that govern the regulators.
Seven regulators are governed by an Act of Parliament and three by an Order in
Council made under section 60 of the Health Act 1999. The relevant legislation is
listed in table 1 below.

Governing legislation
GCC Chiropractors Act 1994
GDC Dentists Act 1984
GMC Medical Act 1983
GOC Opticians Act 1989
GOsC Osteopaths Act 1993
GPhC Pharmacy Order 2010
GSCC Care Standards Act 2000
HPC Health Professions Order 2001
NMC Nursing and Midwifery Order 2001
PSNI Pharmacy (Northern Ireland) Order 1976

Table 1: Governing legislation

In addition to this legislation, the Council for Healthcare Regulatory Excellence is
governed by the NHS Reform and Health Care Professions Act 2002. This legal
framework will be reformed as a result of the Health and Social Care Bill 2011.
The Council is an independent overarching body with the general task of
overseeing the work of the nine health care regulators. The role of the Council
and the proposed reforms are discussed in detail in Part 10.

Because the legislative framework has been allowed to develop in a piecemeal
fashion, there are various idiosyncrasies and inconsistencies in the powers,
duties and responsibilities of each regulator. For example, although the
regulators fulfil broadly similar functions — maintaining a register, setting
standards of education and training, and investigating and adjudicating fitness to
practise cases — their ability to make rules and regulations which flesh out the
detail of these functions varies. For example, some regulators have no powers to
screen out certain categories of complaint and therefore must deal with all
allegations through formal fithess to practise procedures, while other regulators
have considerable discretion to dispose of cases without the need for formal
procedures (see Part 8). There are also differences in the powers to gather and

*  For example, Health Care and Associated Professions (Miscellaneous Amendments and

Practitioner Psychologists) Order 2009, SI 2009 No 1182.
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share information, definitions of a vulnerable witness, powers to call withesses,
and sanctions that can be imposed by a Fitness to Practise Panel (see Part 9).

Professional groups

The legal framework extends to a diverse range of professional groups; the
regulators are responsible for regulating 31 different health professions consisting
of approximately 1.4 million professionals across the UK, and 105,000 social
workers and social work students in England.> The 32 registered health and
social care professions and the relevant regulator are listed in table 2 below.

Registered professions

GCC Chiropractors

GDC Dentists, clinical dental technicians, dental hygienists,
dental nurses, dental technicians, dental therapists and
orthodontic therapists

GMC Doctors

GOC Optometrists and dispensing opticians

GOsC Osteopaths

GPhC Pharmacists and pharmacy technicians in Great Britain
GSCC Social workers in England

HPC Arts therapists, biomedical scientists,

chiropodists/podiatrists, clinical scientists, dieticians,
hearing aid dispensers, occupational therapists, operating
department practitioners, orthoptists, paramedics,
physiotherapists, practitioner psychologists,
prosthetists/orthotists, radiographers and speech and
language therapists

NMC Nurses and midwives

PSNI Pharmacists in Northern Ireland

Table 2: Registered professions

The differences between the professions do not relate only to the types of work
undertaken. Each of the professional groups has its own culture, background,
expertise and structure. For example, some professions have a long history of
self-regulation, while others are relatively young professions with little experience
of being regulated at all. A significant number of the professional groups are
employed largely in the public sector (such as doctors, nurses and social

®  Enabling Excellence: Autonomy and Accountability for Healthcare Workers, Social
Workers and Social Care Workers (2011) Cm 8008, para 4.1 and General Social Care

Council, Annual Report and Accounts: 2010-11, (2011) p 14.
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workers), some are largely self-employed and work in the private sector (such as
chiropractors and osteopaths), and other professional groups work in private
commercial firms (such as high street opticians and pharmacists).

These differences impact on how each regulator approaches its core functions.
For some professions (such as doctors) the costs of regulatory failure are
potentially considerable and consequently the approach of the regulator may be
less flexible than for a profession whose core tasks represent a lower negative
impact in the case of regulatory failure. Furthermore, differences in the
marketplace mean that some regulators undertake premises regulation, as well
as regulating individual practitioners (see Part 11).

There are also significant differences between the regulators in terms of their size
and resources. The size of the regulators varies from the Pharmaceutical Society
of Northern Ireland which has just over 2,000 individual registrants, to the Nursing
and Midwifery Council which is the largest regulator with 665,599 registrants.®
Several regulators are responsible for one group of professionals, whereas the
Health Professions Council regulates 15 professions (soon to increase to 17
when they take over the regulation of herbal medicine practitioners and in
England, social workers). Some of the larger regulators may hear several
hundred fithess to practise cases a year, while smaller regulators may hold less
than ten hearings. As is clear from table 3 below, there is also variation in the
fees charged, expenditure and total number of registrants.

Fee Expenditure (EM) Registrants
GCC £1000 £2.9 2,918
GDC £575 £26.8 95,583
GMC £420 £87.3 248,287
GOC £270 £5.1 24,628
GOsC £750 £2.8 4,440
GPhC £262 £8.3 68,590
GSCC £30 £48.7' 104,469
HPC £76 £16.2 215,476
NMC £76 £44.7 668,084
PSNI £345 £0.86 2,060

Table 3: Registration fees, expenditure and registrants of the regulators®

®  Enabling Excellence: Autonomy and Accountability for Healthcare Workers, Social

Workers and Social Care Workers (2011) Cm 8008, p 27.

" Includes the Education Support Grant.
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2.12

2.13

2.14

Provisional view

Two main criticisms can be directed at the legislative framework described
above: first, it establishes inconsistency in the ability of the regulators to
undertake their statutory functions, and second it delivers inconsistency across
the regulators in how those functions are implemented.

We think that the first criticism has considerable force. The effective regulation of
health and social care workers depends on the ability of the regulators to adapt to
changing circumstances and effectively fulfil their statutory obligations to protect
the public. In order to do so, we believe that the regulators should be given the
same powers and ability to undertake their statutory functions, and all arbitrary
restrictions should be removed. We see no reason why, for example, some
regulators should be given powers to screen complaints but not others.

In order to achieve this type of consistency, it would be possible to retain the
existing 10 separate pieces of legislation (see table 1), one for each regulator,
while harmonising the various rule and regulation-making powers. However, this
option would re-establish an unnecessarily complex framework and demand a
considerable amount of Parliamentary time and resources to implement. There
would also be the potential for future divergence since amendments could be
made to individual pieces of legislation rather than across the board.
Alternatively, the legal framework could retain separate bodies but harmonise the
different legislation in a single Act. This is our preferred option since it would
reduce the number of complex pieces of legislation and deliver potentially some
economies of scale.

The second criticism of the legislative framework is that it delivers inconsistency
across the regulators in how they implement their functions. We think that this
criticism has less force. Each regulator faces a broad range of different
circumstances and unique political, social and economic demands. These
differences mean that the experience of one regulator is not easily extrapolated
to another, and each regulator will need to tailor their approach to regulation in
the light of its own individual circumstances. It would be wrong in our view for the
statute to impose a one size fits all approach to regulation.

Nevertheless, there are several areas where consistency is essential. The
precise areas are identified throughout this paper, but in general terms they are
areas where we think consistency will help to achieve one or more of the
following aims:

(1) to establish and maintain certain core statutory functions for the
regulators, namely, maintaining a register, setting standards for
education, conduct and practice, and the investigation and adjudication
of fitness to practice cases;

®  Enabling Excellence: Autonomy and Accountability for Healthcare Workers, Social

Workers and Social Care Workers (2011) Cm 8008, p 27.
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(2) to guarantee minimum procedural requirements (such as those relating
to the procedures for hearings undertaken by Fitness to Practise Panels);
and

(3) to establish certain core requirements in the public interest (for example,
a single overarching duty for professional regulation and setting the size
and composition of Councils).

We therefore propose that the new legal framework should impose consistency
where necessary in order to achieve one or more of these aims, but otherwise
the regulators should be given greater autonomy in the exercise of their statutory
responsibilities and to adopt their own approach to regulation in the light of their
circumstances and resources.

However, drawing a clear distinction between issues where consistency is
necessary, on the one hand, and where discretion is important on the other is not
always easy. For example, the establishment of a statutory process for the
investigation of complaints could be seen to benefit the complainant and the
alleged wrongdoer, but there are also strong arguments for giving the regulators
discretion to adopt a proportionate approach to managing risk on such matters. In
a specific context, these are difficult judgments to make and we might not have
got them right. We are interested in your views on whether we have drawn the
correct line in this paper.

Moreover, our general approach to law reform identified above is subject to the
regulators being subject to an appropriate level of accountability. The ways in
which the regulators would be held to account are discussed in the rest of this
Part.

Provisional Proposal 2-1: All the existing governing legislation should be
repealed and a single Act of Parliament introduced which would provide the
legal framework for all the professional regulators.

Provisional Proposal 2-2: The new legal framework should impose
consistency across the regulators where it is necessary in order to establish
the same core functions, guarantee certain minimum procedural requirements
and establish certain core requirements in the public interest. But otherwise
the regulators should be given greater autonomy in the exercise of their
statutory responsibilities and to adopt their own approach to regulation in the
light of their circumstances and resources.

2.18

RULES AND REGULATIONS

In order to undertake their statutory functions, the regulators are given powers to
make rules and regulations which in most cases must be approved by Order of
the Privy Council.’ These Orders are statutory instruments which do not need the
direct approval of the Queen (as opposed to Orders in Council which do require
such approval). The only exceptions are the General Social Care Council who

°  The Privy Council is a formal body that advises the Monarch in the UK on the exercise of

the Royal Prerogative, and is made up mostly of senior politicians who are or have been
members of the House of Commons or the House of Lords.
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have powers to create their own rules and the Pharmaceutical Society of
Northern Ireland who can make regulations approved by the Northern Ireland
Department of Health, Social Services and Public Safety.

In the governing legislation, the distinction between rules and regulations is not
straightforward. In general terms, rules are used for procedural and operational
matters (such as internal governance and fitness to practise hearings), whereas
regulations are intended to cover broader territory (such as registrant fees,
continuing professional development and revalidation). To a degree it is merely a
matter of terminology. Some regulators (such as the General Pharmaceutical
Council) have powers to make rules only, even for matters which are covered by
regulations for other Councils.

Not all rules and regulations require Privy Council approval in order to take effect.
Whether such approval is needed will be stated in the legislation. For example,
the General Medical Council can make regulations about erasure on the basis of
failure to pay fees which do not need Privy Council approval.'® The General
Dental Council does not need Privy Council approval for certain rules relating to
the education and registration of dental care professionals.'’ Where rules or
regulations do not require Privy Council approval before they can take effect,
then the procedural requirements end after the Council has made them.

However, the great majority of rules and regulations do require Privy Council
approval. The process is as follows:

(1) the regulator proposes new rules or regulations (and in most cases is
required to hold a public consultation) and produces a draft instrument
with input and advice from the Department of Health;

(2) the regulator votes to make the instrument and seals it;

(3) the relevant Minister indicates that he or she is content for the draft to be
put to the Privy Council;

(4) the sealed instrument is put to the Privy Council for approval by two Privy
Counsellors;

(5) submissions are sent to the Secretary of State for Health in his or her
capacity as a Privy Councillor, the Lord President of the Privy Council,
and where appropriate the Scottish Ministers;

(6)  Privy Council approval, if given, takes the form of an Order of Council;

(7)  the instrument is laid in Parliament (and where appropriate the Scottish
Parliament), if there is a laying requirement, together with the
Explanatory Memorandum and any impact assessment document; and

1% Medical Act 1983, s 32(2).
1 Dentists Act 1984, s 50C.
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(8) the instrument is scrutinised by the Joint Committee on Statutory
Instruments and if it has been laid before Parliament, by the Merits of
Statutory Instruments Committee.?

Not all rules and regulations which are approved by the Privy Council and take
the form of statutory instruments must be laid before Parliament.’* Nonetheless,
even these rules and regulations still require all the formalities of a statutory
instrument. These are printing (which must be done on a specific format and
specially prepared), registration as a statutory instrument (which is undertaken by
the Privy Council), and scrutiny by the Joint Committee on Statutory Instruments.
This scrutiny process means that it must conform fully to standard drafting rules
for statutory instruments and may be reported by the Joint Committee if they
contain errors. The Department of Health must field officials and lawyers to
respond to any requests made by the Joint Committee.

In addition, Orders approving the rules of the Health Professions Council and the
General Pharmaceutical Council, or rules and regulations of the General Dental
Council will need to be laid in Scotland if they relate to the regulation of those
professions for whom regulation is devolved to Scotland (see Part 1).

Government policy

It is recognised widely that the process described above is unduly complex and
resource intensive, and prevents the regulators from updating their powers and
functions. The Government has stated that:

The Councils are autonomous bodies who are free to make new rules
and rule changes when they identify a need, but the requirement of
Privy Council approval necessarily imposes burdens on the
Department of Health as the Department with policy responsibility and
as Privy Council advisers. Furthermore, the priority which the
Department can give the proposal will depend on available resources
and this will affect substantially the timetable for making new
regulations.

The constraints on Government resources mean that only the most
pressing issues are acted upon and the process for making these
changes takes about two years. Consequently, regulators are
frequently unable to make important changes that would allow them
to improve their performance, work less bureaucratically, reduce
costs to registrants and respond more fairly and effectively to both
public and professional concerns. The current legislative framework

12 Department of Health and DH Legal Services, Protocol for New Rules and Regulations,
and Amendments, which require Privy Council Approval in the Form of a Statutory
Instrument (Draft) (2011).

13 See, for example, Chiropractors Act 1994, ss 35 and 36, Medical Act 1983, ss 31(4A) and
(4B), 31(10) and 51, and Osteopaths Act 1993, ss 35 and 36.
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over-regulates the regulators themselves by constraining their
freedom to adapt and modernise.*

Consequently, the Government has announced its intention that there will be “an
increase in autonomy of the regulatory bodies in the exercise of their statutory
responsibilities” which will allow the regulators freedom to develop their own rules
and procedures, balanced by a “commensurate strengthening of their public and

parliamentary accountability for their performance”. °

Standing orders

The regulators have powers to make standing orders with respect to various
matters, including the composition and procedures of the non-statutory
committees, which do not require approval by any external body and are not
statutory instruments (and so do not have statutory force).'® Standing orders
cannot conflict with any rule or provision in either primary or secondary
legislation, and exist to enable the regulator to function efficiently.

Provisional view

A number of difficulties can be identified with the current system for issuing rules
and regulations, not least of which are its complexity, the burdens it places on
Government resources and the limitations it places on the regulators’ ability to
modernise and innovate. It is not unusual for statute law to give independent
bodies formal subordinate law making powers, without the need for Parliamentary
approval.’’ Indeed, there are precedents for giving professional regulators such
autonomy, for instance the General Social Care Council and Solicitors Regulation
Authority.*®

However, any increase in the regulators’ rule-making autonomy does give rise to
a number of important concerns. Some regulators report significant benefits
arising from the current procedure, mainly in the form of the expert advice and
assistance provided by the Department of Health in developing and drafting rules
and regulations. By removing this process, errors in rules may be more likely, and
there may be resource implications if the regulators need to increase their legal
costs which may need to be passed on to registrants in the form of increased
fees.

Increasing the regulators’ autonomy may lead to a democratic deficit in their
accountability. Most Orders of the Privy Council are laid before Parliament and

4 Enabling Excellence: Autonomy and Accountability for Healthcare Workers, Social

Workers and Social care Workers (2011) Cm 8008, para 3.5.

* As above, para 3.8.

* For example, Chiropractors Act 1994, s 1(4) and sch 1, Part 1, para 1B(3).

7 Examples include byelaws made by local authorities and railway operators, regulations

made by utilities regulators and rules governing the financial market made by the Financial
Services Authority.

8 However, the General Social Care Council’s rules must be approved by the Secretary of

State (Care Standards Act 2000, s 71(4)) and alterations to the Solicitor Regulation
Authority’s regulatory arrangements require the approval of the Legal Services Board
(Legal Services Act 2007, sch 4, para 19).
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subject to scrutiny by the Joint Committee on Statutory Instruments and the
Merits of Statutory Instruments Committee. The Government also plays an active
role in scrutinising new rules or regulations. Arguably, the process of Government
approval provides a useful break in the system to allow for example the
Government to test whether the proposals are fully in the public interest and to
allow professional and patient groups to make representations. All of these
checks and balances would disappear if the regulators were given greater
autonomy to issue their own rules. The regulators could not be given powers to
lay rules as statutory instruments in Parliament without going through either the
Department or Privy Council.*®

Finally, there may be confusion about the formal legal status of rules issued by
the regulators which are not approved by Parliament. In law, this matter is
relatively straightforward. Rules made by a body authorised by statute have the
full force of law. This applies irrespective of whether or not the relevant rules
have been laid in Parliament or the person entrusted with issuing the rules is not
an emanation of the state.? In effect, registrants would still be required to comply
with any requirements set by the regulators, for example, in relation to
cooperating with a fitness to practise investigation. Nonetheless, it remains
possible that the status of the rules is insufficient to guarantee the required
certainty for the effective operation of the regulators.

We welcome further evidence on all of these points. Our provisional view is that
many of these concerns are legitimate, and that certain aspects of the current
system for approving rules provide important safeguards. Nevertheless, on
balance we think these concerns are outweighed by the advantages of giving the
regulators more flexibility to adapt and modernise. We therefore propose that the
regulators should therefore be given broad powers to make or amend rules
without Privy Council or Government oversight. This would not, of course, mean
that the regulators would be completely free to act without any external
constraints. Any rules issued would be required to be compatible with, for
example, European Union law or public law requirements including those
imposed by the European Convention on Human Rights. Registrants and
members of the public could also challenge the regulators through judicial review.
The regulators would also continue to be held to account through several
mechanisms which are discussed in the rest of this Part, such as public
consultation and Parliament.

But what would be lost is any form of direct prior oversight of the regulators’ rules.
One possibility might be for the Council for Healthcare Regulatory Excellence to
be given an active role in scrutinising new rules. At one extreme this could be an
enhanced role whereby the Council would approve formally all new rules.
Alternatively, their role could be limited to auditing the quality of rules, developing
principles and standards to assist the regulators in making new rules and
reporting on all of these matters to Parliament.

But any form of direct control by the Council for Healthcare Regulatory
Excellence would carry risks. First, it could lead to a degree of imposed

9 Statutory Instruments Act 1946, s 4.
20 Swain v Law Society [1983] 1 AC 598 and Mohamed v Alaga [1998] 2 All ER 720.
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harmonisation which could stifle innovation. Second, it might hamper the
regulators’ ability to respond quickly to the need for change and simply replicate
the existing role of the Department for Health. Third, the Council would require
additional expertise and resources than it currently possesses. The costs would
need to be passed on to Government and in the future, the regulators and
therefore the registrants themselves.”> However, it may be the case that some
of these risks, to the extent that they are real risks, would not be insurmountable.
We welcome further views on this option.

A further alternative would be to establish a more targeted version of the existing
system of Parliamentary oversight. In effect, a small number of decisions could
be subject to approval by the Secretary of State and contained in a statutory
instrument. This could be limited to certain areas where there is a significant
public interest in the decisions of the regulators, such as for example their
constitution orders and fitness to practise rules. This has the advantage that the
relevant rules would be made by the regulator, and not by Government, but are
nonetheless subject to Parliamentary scrutiny.

We also propose to abolish the separate power of the regulators to issue
standing orders. This would not prevent Councils adopting normal standing
orders to regulate the way that they conduct their business, as any organisation
might do. But statutory authority is not necessary for such a step. On the other
hand, if the statutory power to make standing orders is in fact being used to
implement measures which should really be in the form of rules, the wider powers
we are provisionally proposing should make that unnecessary.

Finally, we do not think it is necessary to perpetuate any distinction — if indeed
there is one — between rules and regulations in the new statute. In effect the
statute would provide that all the statutory powers of the regulators can be
implemented by rules, instead of by a mixture of rules and regulations.

Provisional Proposal 2-3: The regulators should be given broad powers to
make or amend rules concerning the exercise of their functions and
governance without any direct oversight, including Privy Council approval
and Government scrutiny (subject to certain safeguards).

Question 2-4: Would the perceived status of legal rules be less clear or certain
without Parliamentary approval? Should the CHRE be given an active role in
scrutinising new rules, or should a limited number of the rules be subject to
Secretary of State approval and contained in a statutory instrument?

Provisional Proposal 2-5: The power of the regulators to issue standing orders
should be abolished.

Provisional Proposal 2-6: The regulators should have the ability to implement
their statutory powers by making rules, instead of a mixture of rules and
regulations.

2L The Health and Social Care Bill 2011 proposes that the Council will in future be financed

through a levy on the regulatory bodies.
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PUBLIC CONSULTATION

Consultation can be an important procedure through which the regulators are
held to account by the public for the exercise of their statutory functions. When
performing specific tasks — such as the issuing of guidance, codes of conduct,
regulations, rules, competencies and standards — the regulators are normally
required to consult extensively.

Some of the consultation requirements include duties to consult specific groups.
For example, the General Chiropractic Council is required to consult
representatives of practising chiropractors before issuing or varying a code of
practice and the General Optical Council when making rules in relation to its
Companies Committee must consult organisations that “represent the interests of
substantial numbers of business registrants”.?? In places, the legislation also
requires the regulators to consult internally with one of its statutory committees;
for example, the General Osteopathic Council must consult its Education
Committee on matters relating to education, training, examinations or tests.?®

Some of the consultation requirements are more general. For example, the
General Social Care Council is required “to consult any persons it considers
appropriate to consult” before issuing or varying a code of practice.?* Some of
these general duties to consult include an illustrative list of consultees. For
example, the General Pharmaceutical Council is required before undertaking
most of its functions to consult such persons it considers appropriate, including:

(1) registrants;
(2) employers of registrants;

(3) professional bodies or organisations appearing to the Council to
represent registrants;

(4)  users of the services of registrants;

(5) persons or bodies commissioning or funding the services provided by
registrants or at registered pharmacies;

(6) persons carrying on a retail pharmacy business at a registered
pharmacy; and

(7)  persons or bodies providing, assessing, regulating or funding education
and training.*

Similar illustrative lists are contained in the governing legislation of the Health
Professions Council and Nursing and Midwifery Council, although the

22 Chiropractors Act 1994, s 19(3) and Opticians Act 1989, s 3(3).
8 Osteopaths Act 1993, ss 11(3) and 14(6).

24 Care Standards Act 2000, s 62.

?* Pharmacy Order 2010, SI 2010 No 231, arts 5, 36 and 66.
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requirement is not to consult any appropriate person but any appropriate
representative of any these groups.

Duties to consult do impose certain legal standards, including the following:

(1) consultation must take place at a time when proposals are still at a
formative stage, so the decision maker must have an open mind,;

(2) the authority must give sufficient reasons for a proposal so as to enable
intelligent consideration and response;

(3) adequate time must be given for consideration of the proposals by
consultees; and

(4)  consultation responses must be conscientiously taken into account when
the ultimate decision is taken. %’

In addition, the duties imposed on the regulators to consult are subject to the
requirements of the Equality Act 2010 including having due regard to the need to
eliminate discrimination and to advance equality of opportunity in relation to, for
example, age, disability, gender and race.”® This should mean that the regulators
engage in a meaningful way with a diverse range of individuals and communities
and that, for example, consultation documents are provided in a range of
accessible formats and events are publicised widely.

Provisional view

It is essential for the regulators to consult widely before issuing or setting for
example guidance, codes of conduct, fees, rules, competencies and standards.
This ensures that the regulatory bodies command the confidence of the public,
registrants and other key groups who are involved with, or affected by,
professional practice. Duties to consult can also ensure that the regulators
remain subject to some degree of public scrutiny and accountability. Indeed,
under our proposed system with the removal of the Privy Council and
Government roles, the importance of consultation as a means of holding the
regulators to account is heightened.

For all the importance of public law standards for consultation, it is important to
recognise that duties to consult are limited and do not impose any requirement to
accept or act in accordance with the views, including those of the majority,
expressed at consultation.

In our view, the current legal framework which imposes different consultation
requirements on individual actions or decisions is unnecessarily complex. We
propose that the statute itself should set out a core central duty to consult which
is imposed on each regulator before it issues or varies:

% Health Professions Order 2001, SI 2002 No 254, art 3(14) and Nursing and Midwifery
Order 2001, SI1 2002 No 253, art 3(14).

?" R v North and East Devon Health Authority ex p Coughlan [2001] QB 213, 258.
8 Equality Act 2010, s 149.
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(1) that which is binding (such as fithess to practise rules and fees);

(2)  that which sets a benchmark or standard without being binding as such
(for example a Code of Conduct); and;

(3) acompetency (such as a standards of proficiency).

We welcome views on whether this is the correct approach and in particular
whether it is realistic for there to be consultation on every variation of a rule,
guidance, competencies or standards.

Although we can see advantages in having a simple statement in the statute to
the effect that a regulator must consult any person(s) it considers appropriate to
consult, we think that the inclusion of an illustrative list is a useful way of assisting
legal clarity and encouraging the regulators to consult widely. We therefore
propose that the statute should require the regulators to consult such persons as
it considers appropriate, including:

(1) members of the public,

(2) patients and other users of the services of registrants;
(3) registrants (including business registrants);

(4) employers of registrants;

(5) the other health and social care professional regulators covered by the
statute, the Council for Healthcare Regulatory Excellence, the health and
social care inspectorates, the independent safeguarding authorities and
any other regulatory bodies;

(6) the Department of Health, Northern Ireland Executive, Scottish
Government and Welsh Government;

(7)  professional bodies or organisations appearing to the Council to
represent registrants;

(8) persons or bodies commissioning or funding the services provided by
registrants or at a registered premises/business.

It is important to emphasise that the proposed list of consultees is non-exhaustive
and the regulators would be expected to consult other groups as appropriate.

The above list represents a consolidation and streamlining of the existing
provisions, but with some additions. In our view, it is particularly important to
include an express requirement to include members of the public, patients and
service users in consultation. Public engagement may be particularly challenging
since interest in the system of regulation often arises only when something is
perceived to have gone wrong. It is therefore important for the statute to ensure
that regulators continue to encourage whenever appropriate full public
engagement. We welcome further views on this proposed list and in particular on
whether any categories could be added or removed.
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We do not think it is necessary for the statute to specify matters such as the
format, timeframe and requirement to follow up with a formal response. These
and other matters are already covered by other legal provisions, such as the
Equality Act 2010 and the standards identified in Coughlan set out above.

As well as duties to consult the public, the statute would also place duties on the
regulators to inform the public about its work. This is discussed in Part 4.

Provisional Proposal 2-7: The statute should require the regulators to consult
whenever issuing or varying anything which is binding, anything which sets a
benchmark or standard, and a competency. The regulators should be required
to consult such persons it considers appropriate, including:

(1) members of the public, patients and service users;

(2) registrants (including business registrants);

(3) employers of registrants;

(4) the other health and social care professional regulators, the Council for
Healthcare Regulatory Excellence, the health and social care inspectorates,
the independent safeguarding authorities and any other regulatory bodies;

(5) the Department of Health, Northern Ireland Executive, Scottish
Government and Welsh Government;

(5) professional bodies that represent registrants;

(6) persons or bodies commissioning or funding the services provided by
registrants or at a registered premises/business.

2.52

2.53

PARLIAMENTARY ACCOUNTABILITY

As described in Part 1, the regulators have historically been seen as accountable
to registrants through the system of self-regulation. However, in law it has always
been the case that as statutory bodies, the regulators are accountable to the UK
Parliament (and in some cases also to the devolved assemblies).

The Privy Council is theoretically the main accountability mechanism. For
example, the regulators are required to seek the approval of the Privy Council in
order to make or amend rules (see above) and are required to submit certain
reports to the Privy Council (see below). The role of the Privy Council has been
seen by Government as ensuring that there is some distance between the
Government and the regulators, thus giving a measure of independence from
Government. It is also claimed that the Privy Council ensures wider cross-

Government participation and “is an important part of ‘joined-up Government™.?°

# See, http:wwwi//privycouncil.independent.gov.uk/work-of-the-privy-council-
office/professional-bodies/ (last visited 15 February 2012).
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The role of the Privy Council in holding the regulators to account is a historical
feature of the legislative framework which is by common consent a formality.*
The secretariat defers to the relevant Government department when it is required
to act. In the case of health care professional regulation, it is left to the
Department of Health and their legal group to undertake the vast majority of the
matters formally allocated to the Privy Council. In effect, the Department is the
active player in developing, scrutinising and securing the approval of draft rules
and regulations and the requirement on the regulators to submit reports to the
Privy Council is regarded as nothing more than “a post box to the Department of
Health”.3!

However, the role of the executive in holding the regulators to account can be
viewed as problematic. A key principle of health and social care professional
regulation is that the regulators should be autonomous bodies, independent of
the Government, and constitutionally insulated from day-to-day political
pressures.*® The need for independence is particularly important because in
many situations professionals act as agents of the state (for example, assessing
access to work and for detention under the Mental Health Act 1983) and it may
be important for public confidence that they are seen to do so in a way that is
independent and just. The current system, which is heavily reliant on input from
the Department of Health and its legal advisers, is at odds with the need to
ensure such independence.

In recent times, there have been attempts to bolster the Parliamentary
accountability of the regulators. First, the Council for Healthcare Regulatory
Excellence, itself a statutory body and accountable to Parliament, has been given
responsibility for reviewing the operation of the regulators. The Council
undertakes a programme of detailed scrutiny of each of the regulators, the results
of which are published annually in a performance review. The performance
review is laid in Parliament and the devolved assemblies (see Part 10).

In 2008, the Government asked Niall Dickson, then Chief Executive of the Kings’
Fund, to chair a working group on enhancing public confidence in the regulators.
The report recommended that Parliament should consider establishing a joint
committee of both Houses to enhance Parliamentary accountability. The
recommendation envisaged this Committee’s work tying in with the Council for
Healthcare Regulatory Excellence’s performance review function, such that the
Committee could question the regulators and hold them to account on the basis
(in part) of the Council’s findings.*

% see, for example, House of Commons Health Committee, Revalidation of Doctors: Fourth

Report of Session 2010-11, HC 557, para 4.

%1 Department of Health, Implementing the White Paper Trust, Assurance and Safety:

Enhancing Confidence in Healthcare Professional Regulators: Final Report (2008) para
3.4.

% See, for example, Trust, Assurance and Safety — the Regulation of the Health Professions

in the 21 Century (2007) Cm 7013, paras 1.5t0 1.7.

¥ Department of Health, Implementing the White Paper Trust, Assurance and Safety:

Enhancing Confidence in Healthcare Professional Regulators: Final Report (2008).
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Provisional view

Given the considerable responsibilities that the regulators have for assuring
patient and public safety, it is essential that an effective and transparent
mechanism for Parliamentary scrutiny is established. The role of the Privy
Council can be described as at best symbolic. It lacks both the resources and the
mechanisms to hold the regulators to account in any meaningful way, and in
practice this role is undertaken by the executive. In our view, the Privy Council
does not ensure any distance between the regulators and the Government, it
merely masks this relationship. If one of the reasons for retaining the role of the
Privy Council is to provide the appearance of wider cross-Government
participation, there are more effective and transparent ways for achieving this.
We therefore provisionally propose that the formal role of the Privy Council in
relation to the health and social care professional regulators should be removed
entirely. This is not just in relation to the approval of rules but also its other roles
(such as its default powers, see below).

However, it is important to emphasise that the views we express about the role of
the Privy Council in this context should not be read across into other sectors. This
includes the role of the Privy Council in relation to the regulation of universities.

It has been suggested that removing the Privy Council entirely would result in the
Office for National Statistics reclassifying the regulators as non-departmental
public bodies rather than private sector bodies. This would bring them within the
Government’s accounting framework and impose other requirements which
would reduce the operational flexibility of the regulators. We doubt that a mere
formality like the role of the Privy Council could have such a significant effect. As
a matter of substance, it is clear that the Councils are not and should not be
regarded as non-departmental public bodies.

It is a matter for Parliament to determine how it should organise itself to perform
its constitutional functions, and we would not consider it appropriate to make final
recommendations to Parliament on such questions. Nevertheless, the proposal
for a Joint Committee of both Houses of Parliament is clearly attractive. In our
view it would ensure that the performance of the regulators would be subject to a
high degree of Parliamentary scrutiny. The Committee would have the time and
resources to build up a high level of expertise, and would have the capacity to
hold evidence sessions every year with each regulator; and it would be able to
hold the Council for Healthcare Regulatory Excellence itself to account.

However, the establishment of such a Committee would be a major departure for
both Houses. In particular, there are currently only a limited number of Joint
Committees, established for very specific purposes. We think that Parliament
would only be likely to sanction such a significant step in the context of a wider
reform of Parliament’s role in relation to arms length regulators generally.
Resource constraints on Parliament itself also militate against the introduction of
a Joint Committee.

In the last year, the House of Commons Health Select Committee has announced
that “in the absence of a mechanism which makes [accountability to the Privy
Council] effective, we intend to exercise this function ourselves, on behalf of
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Parliament”.®* It is likely that the Health Committee had the proposal for a Joint
Committee in mind when it made this commitment. In pursuance of this objective,
the Committee has undertaken an inquiry into the revalidation of doctors and has
held annual accountability hearings with the General Medical Council and the
Nursing and Midwifery Council.*®

In the nature of things, inquiries by the Health Committee will be more limited
than a Joint Committee dedicated solely to this role. The Health Committee’s
remit is far wider than professional regulation and includes most aspects of health
and social care provision, and therefore it would only be able to investigate some
of the regulators at relatively infrequent periods. Members will necessarily be
interested in a wide range of health and social care matters, and so could not be
expected to acquire the level of expertise of a dedicated Joint Committee.

Nevertheless, if it were to become an accepted and regular part of the work of the
Heath Committee, annual accountability hearings would constitute a major and
very welcome extension in the Parliamentary accountability of the regulators. The
effectiveness of such hearings would be enhanced if they were co-ordinated with
the reporting round of the Council for Healthcare Regulatory Excellence. That
would enable the Committee to take evidence from both the oversight body and
those overseen on the basis of the performance reviews. While no doubt the
Committee would usually expect to regularly call only the General Medical
Council and the Nursing and Midwifery Council, it would be advantageous if,
each year, it considered calling one or more of the other regulators, perhaps on
the basis of questions raised in that regulator’s performance review.

We also consider that, given the devolved legislatures’ legitimate interest in this
area (see Part 1), a similar form of accountability should be instituted by the
Scottish Parliament, National Assembly for Wales and Northern Ireland
Assembly.

Provisional Proposal 2-8: The formal role of the Privy Council in relation to
health and social care professional regulation should be removed entirely.

Provisional Proposal 2-9: The House of Commons Health Committee should
consider holding annual accountability hearings with the regulators which
should be coordinated with the Council for Healthcare Regulatory
Excellence’s performance reviews. The Scottish Parliament, National
Assembly for Wales and Northern Ireland Assembly should also consider
instituting similar forms of accountability.

¥ House of Commons Health Committee, Revalidation of Doctors: Fourth Report of Session
2010-2011, HC 557, para 7.

House of Commons Health Committee, Revalidation of Doctors: Fourth Report of Session
2010-11, HC 557; House of Commons Health Committee, Annual Accountability Hearing
with the Nursing and Midwifery Council: Seventh Report of Session 2010-12, HC 1428;
and House of Commons Health Committee, Annual Accountability Hearing with the
General Medical Council: Eighth Report of Session 2010-12, HC 1429.
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The role of Government

As noted above, the Government currently plays an active role in overseeing the
operation of the regulators. This role is often seen to be in conflict with the
principle that the regulators must be free to exercise their statutory functions
dispassionately and without undue political pressure from Government.

Our view is that it is, indeed, right for the regulators to be protected from
Government interference. But at the same time, Government does have a
legitimate interest in the proper regulation of health and social care professionals,
and a legitimate role to play. Government is responsible for the overall design of
the regulatory system; and certain decisions can, we think, only properly be taken
by Government. These include decisions on matters that require a political policy
decision to be made, including matters where there is a sufficient public interest
and matters that give rise to questions about the allocation of public resources.
Examples include decisions to establish new regulators and extend regulation to
new professional groups (see below), extending protected titles and functions
(see Part 5) and introducing new sanctions (see Part 9). For such decisions, we
believe that the Secretary of State should continue to have the main
responsibility.

Provisional Proposal 2-10: The Secretary of State should be given formal
powers to make decisions on matters that require a political policy decision to
be made, including matters where there is a sufficient public interest and
matters that give rise to questions about the allocation of public resources.

2.69

2.70

PUBLICATION REQUIREMENTS

Requiring the regulators to publish certain information can be an important way of
encouraging greater transparency and ensuring that the regulators can be held to
account. Many of the regulators are subject to general duties to publish public
information. For example, there is a statutory duty imposed on the General
Medical Council to publish or provide in such manner as they see fit information
about the Council and the exercise of its functions.*® A similar duty is placed on
the General Pharmaceutical Council.*” Both the Health Professions Council and
Nursing and Midwifery Council have a statutory obligation to inform and educate
registrants, and inform the public, about its work.>®

Since 2008, most of the regulators are required to produce general reports,
statistical reports and strategic plans.*® The exceptions are the General Social
Care Council and the Pharmaceutical Society of Northern Ireland. The regulators
are required to publish by such a date that the Privy Council shall specify:

% Medical Act 1983, sch 1, para 9B(1).
¥ Pharmacy Order 2010, SI 2010 No 231, sch 1 para 6(1).

¥ Health Professions Order 2001, SI 2002 No 254, art 3(13) and Nursing and Midwifery
Order 2001, SI1 2002 No 253, art 3(13).

See Health Care and Associated Professions (Miscellaneous Amendments) Order 2008,
S12008 No 1774.
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(1) a report on the exercise of its functions including the arrangements that
have been put in place to ensure they adhere to good practice in relation
to equality and diversity;

(2) a statistical report on the efficiency and effectiveness of its arrangements
to protect the public from registrants whose fitness to practise is
impaired, and the regulator's observations on the report; and

(3) a strategic plan in respect of such number of years as the regulator shall
determine.*

These must be submitted to the Privy Council who must lay copies before each
House of Parliament. In addition, the reports of the General Dental Council,
General Pharmaceutical Council and Health Professions Council must be laid in
the Scottish Parliament.** The Council for Healthcare Regulatory Excellence is
required to lay its annual report before Parliament, the Scottish Parliament, the
National Assembly for Wales and the Northern Ireland Assembly.*

Most of the regulators have similar requirements in relation to the keeping of their
accounts. In particular, they are generally required to:

(1) keep proper accounts and prepare annual accounts in respect of each
financial year, in such form as the Privy Council may determine;

(2) ensure that their accounts are audited by a statutory auditor under Part
42 of the Companies Act 2006; and

(3) publish the accounts after the end of each financial year and the report
by the auditors.

The laying requirements in relation to the regulators’ accounts are exactly the
same as those specified above for general reports, statistical reports and
strategic plans.*® Before their accounts are laid before Parliament, the General
Dental Council, General Social Care Council, Health Professions Council and
Nursing and Midwifery Council are required to send a copy of the annual
accounts and the auditors report to the Privy Council, the Comptroller and Auditor
General and where appropriate the Auditor General for Scotland.

Provisional view

In our view the existing reporting requirements are an important aspect of
ensuring that the regulators act in a transparent manner and can be held to
account. We provisionally propose to maintain and in some areas expand the
existing reporting requirements. First, the statute would place a duty on each

0" See, for example, Opticians Act 1989, s 32A.

“1 Dentists Act 1984, s 2B, Pharmacy Order 2010, SI 2010 No 231, sch 1 para 8(2) and
Health Professions Order 2001, SI 2002 No 254, art 44(2).

2 NHS Reform and Health Professions Act 2002, sch 7, para 16(2).

3 Dentists Act 1984, s 2C, Pharmacy Order 2010, SI 2010 No 231, sch 1 para 7(4), Health
Professions Order 2001, S| 2002 No 254, art 46 and NHS Reform and Health Professions
Act 2002, sch 7, para 15.
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regulator to provide information to the public and registrants about its work. The
Council for Healthcare Regulatory Excellence and the Equality and Human
Rights Commission would both continue to play a role in this area by monitoring
the implementation of this duty and ensuring that the regulators comply with their
duties under the Equality Act 2010 to provide information that is accessible for
disabled people and other people who may need special arrangements.

Second, we think that the reporting requirements in relation to annual reports,
statistical reports, strategic plans and accounts should be expanded to include in
all cases the Scottish Parliament, the National Assembly for Wales and the
Northern Ireland Assembly. This is on the basis that health and social services
provision and education are devolved matters and it is therefore important that
the legitimate interests of the devolved assemblies are appropriately reflected in
the legal structure, and they are assisted in being made fully aware of the work of
the regulators.

Furthermore, we believe that the regulators themselves should be responsible for
laying the reports in the various legislatures. This in part reflects our proposal
above to remove the role of the Privy Council. But we also think that this proposal
underlines the importance of the regulators’ direct accountability to Parliament
and the devolved assemblies. This task can be undertaken by the regulators as
statutory bodies without going through the Department of Health or Privy Council.
In addition, the Council for Healthcare Regulatory Excellence’s reports and
accounts will continue to be required to be laid before Parliament, the Scottish
Parliament, the National Assembly for Wales and the Northern Ireland Assembly.

As noted above, some of the regulators are required to send a copy of their
accounts to the Comptroller and Auditor General and/or to the Auditor General for
Scotland who must examine, certify and report on the annual accounts. In our
view this generates a lot of bureaucracy and it is not clear that it enhances
accountability in any meaningful way. We therefore propose that the requirement
to send accounts to the Comptroller and Auditor General or to the Auditor
General for Scotland should be removed.

Provisional Proposal 2-11: The statute should place a duty on each regulator
to provide information to the public and registrants about its work.

Provisional Proposal 2-12: Each regulator and the CHRE should be required to
lay copies of their annual reports, statistical reports, strategic plans and
accounts before Parliament and also in all cases the Scottish Parliament, the
National Assembly for Wales and the Northern Ireland Assembly.

Provisional Proposal 2-13: The statute should not require the regulators to
send a copy of their accounts to the Comptroller and Auditor General or to the
Auditor General for Scotland.

2.78

SECTION 60 ORDERS

Until the Health Act 1999 was implemented, the creation and amendment of the
regulators’ governing statutes and orders was through primary legislation. The
governing statutes and orders can now be amended by Her Majesty by Order in
Council under powers contained in section 60 of the Health Act 1999. As noted
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earlier in this Part, Orders in Council differ from Orders of Council since they
must be approved by the Queen.

A section 60 order may make provision, in relation to any of the regulated
professions, for a number of matters including the following:

(1) the establishment and continuance of a regulatory body;

(2) the keeping of a register of members admitted to practise;

(3) the education and training before and after admission to practise;

(4) the privileges of members admitted to practise;

(5) standards of conduct and performance;

(6) discipline and fitness to practise;

(7)  investigation and enforcement by or on behalf of the regulatory body;
(8) appeals; and

(9) the default powers exercisable by a person other than the regulator.**

However, the section 60 order procedure cannot be used to abolish any existing
regulatory body within the remit of the Council for Healthcare Regulatory
Excellence, and may not impose any requirement that would have the effect of
excluding a majority of the members from the register. The procedure cannot also
be used to remove any function of any existing regulatory body.*®

Over the last 10 years 18 such orders have been made. These include the
section 60 orders which established the General Pharmaceutical Council and the
Health Professions Council, and those which have extended statutory regulation
to new professional groups.”® Many of the proposals for section 60 orders are
initiated by the regulators themselves and are aimed at modernising and
improving their legal framework, for example by abolishing certain statutory
committees, establishing powers of delegation, amending the requirements for
registration and enabling detailed fitness to practise rules to be made.*

The formal process for a section 60 order is as follows:

(1) the Secretary of State must publish a draft and invite representations
from representatives of any profession to be regulated and service users,
and any other persons appropriate to consult about the draft;

" Health Act 1999, sch 3, para 1.

As above, para 7.

For example, Health Professions (Hearing Aid Dispensers) Order 2010, SI 2010 No 233.
" For example, Medical Act 1983 (Amendment) Order 2002, SI 2002 No 3135.
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(2) if any provision of the draft amends or repeals any enactment that
applies in Scotland, the Secretary of State must also consult the Scottish
Ministers;

(3) after the end of the period of three months beginning with the publication
of the draft, the Secretary of State may lay the draft (including any
revisions as he or she sees fit) together with a report about the
consultation before Parliament;

(4) if any provision of the draft falls within the legislative competence of the
Scottish Parliament then step (1) above must also be performed by the
Scottish Ministers;

(5) the draft must be approved by an affirmative resolution of each House of
Parliament. Any Order in Council is subject to annulment through a
resolution of either House of Parliament; and

(6) if any provision lies within the legislative competence of the Scottish
Parliament, it must additionally have been laid before, and approved by,
a resolution of the Scottish Parliament prior to any recommendation to
Her Majesty being made.*®

A section 60 order takes about two years between Ministerial commitment and
full implementation.*®

Provisional view

The need for section 60 orders has arisen due to the current inadequate legal
framework which gives most of the regulators limited and inflexible legal powers.
The main advantage of section 60 orders is that they can be initiated at any time
without waiting for an Act of Parliament, and so they are more flexible.

Under our proposed legal framework the need for a section 60 order making
power is reduced. The aim of our reforms is to provide the regulators with a broad
range of powers to introduce rules, which would give the regulators greater
freedom to reform their legal framework in the light of their circumstances and
resources. In effect, a more flexible legal framework should replace the need for
section 60 orders.

However, section 60 orders are also the mechanism through which the Secretary
of State can introduce reforms which require a political policy decision and the
allocation of resources. Examples of such reforms include establishing a new
regulatory body and extending statutory regulation to new professional groups.
These types of reforms are in our view properly matters for Government, rather
than individual regulators. Therefore, the section 60 power could usefully be
retained in our scheme for these limited purposes.

8 Health Act 1999, sch 3, para 9.

9" Enabling Excellence: Autonomy and Accountability for Healthcare Workers, Social

Workers and Social Care Workers (2011) Cm 8008, para 3.5.
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But the retention of section 60 orders means that the Privy Council would retain a
role in the new legal structure, albeit a minor role in advising Her Majesty before
such orders are made. As set out above, we propose to establish a legal scheme
where Government responsibility is transparent, and the role of the Privy Council
is removed. It is also not necessary for the new statute to include a section 60
order power. It could be left to the Secretary of State to amend the primary
legislation by introducing a new Act of Parliament in order to, for example, add to
the number of regulators. The disadvantage would be the increased time and
expense for the introduction of such reforms.

An alternative option would be to give the Secretary of State powers to issue
regulations on certain matters, such as the establishment, abolition or merger of
regulatory bodies and the exercise of default powers. These decisions could be
made subject to certain criteria being satisfied — for example, that any reforms
are necessary in order to protect the public — as well as Parliamentary approval.
On balance, we prefer this option since it would establish greater transparency
and introduce new bespoke safeguards for individual decisions. Precise
examples of this regulation-making powers are discussed in the rest of this Part.

We therefore provisionally propose that the section 60 order making power
should be repealed. Instead regulators will be given broad powers to update their
legal framework. In areas where political decisions need to be made and
Government resources allocated, we propose that the Act should allocate
responsibility clearly to the Government by introducing a series of regulation-
making powers.

Provisional Proposal 2-14: The order making power in section 60 of the Health
Act 1999 should be repealed and instead the Government should be given
regulation-making powers on certain issues.

2.90

291

THE NUMBER OF REGULATORS AND REGULATED PROFESSIONS

There are currently 10 health and social care professional regulators. That
number has remained static since the establishment of the Health Professions
Council in 2001. The number of regulators will be reduced to nine when the
General Social Care Council’s functions are transferred to the Health Professions
Council. It is possible that the number of regulators will change again in the future
either as a result of the mergers of existing regulators, the establishment of new
regulatory bodies, or even bringing groups out of regulation.

As set out in table 2 above, there are currently 32 registered health and social
care professions in the UK. This number will increase to 33 with the introduction
of registration for practitioners of herbal medicine, which includes medical
herbalists, traditional Chinese medicine practitioners and other practitioners who
use unlicensed herbs in their practice. These practitioners will fall within the remit
of the Health Professions Council.®® It is possible that the number of regulated
professions could reduce in the future as a result of the merger of existing
professions or bringing groups out of regulation, or increase if new professional
groups are brought within the regulatory framework.

% As above, para 4.113.
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Government policy

Government policy on future mergers of regulators recognises “the disruption and
professional concern that centrally imposed consolidation can cause” but
nonetheless:

should any regulators wish to propose mergers with other regulatory
bodies to reduce costs as part of this work, the Government will view
these proposals sympathetically.*

As an alternative to mergers, the Council for Healthcare Regulatory Excellence
has been commissioned to undertake a sector wide review of the cost-efficiency
and effectiveness of each regulator. But if cost reductions are not forthcoming
over the next three years, “then the Government will revisit the issue of

consolidating the sector into a more cost-effective configuration”.>?

The Government has stated that it does not support the extension of statutory
regulation to all health and social care workers in the UK. Instead, a system of
voluntary registration is to be introduced for professionals and occupational
groups which are currently not subject to statutory professional regulation. The
Council for Healthcare Regulatory Excellence will act as the national accrediting
body, and will set standards against which the governance, procedures,
registration criteria and performance of voluntary registers will be judged.*
Voluntary registers are discussed in Part 5.

Provisional view

We make no provisional proposals in relation to the number of regulatory bodies
or regulated professions. This is a matter for the Government to decide in the
light of political policy and resource considerations. However, it is important for
the new statute to be future proofed and allow for the development of policy in
these areas. It may be the case that in the future a number of the existing
regulators decide to merge and/or Government may decide that new regulatory
bodies are needed or to extend regulation to other occupational groups.

Section 60 orders are the main mechanism through which such reforms are
achieved currently, although as noted above they do not allow for the abolition of
any of the existing regulators.

We provisionally propose that a regulation-making power should be included in
the statute which would allow the Secretary of State to abolish or merge any
existing regulator, or to establish a new regulatory body. In addition, the
Secretary of State would be given the power to add new professional groups to,
or remove professional groups from, the statute.

However, before using these powers the Government would be required to
undertake a full public consultation. Furthermore, the Secretary of State must be
satisfied that the use of these powers does not undermine in any way the health,

1 As above, paras 2.6 t0 2.7.
2 As above, para 2.7.

% As above, paras 4.1 to 4.14.
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safety and well-being of the public. This must be evidenced in a report by the
Secretary of State. Finally, the report and the draft regulations must be laid
before Parliament. The statutory instrument would be subject to the affirmative
resolution procedure, requiring approval by both Houses of Parliament. It would
also be subject to scrutiny by the House of Lords Merits of Statutory Instruments
Committee. Thus, Parliament would retain oversight of any proposals to extend
regulation and protection of title to unregulated occupational groups, or to
deregulate currently regulated groups of staff.

We recognise concerns that this proposal may be perceived as weakening the
existing position in relation to the abolition of a regulator. This currently falls
outside the section 60 order system, and can only take place through the
introduction of primary legislation. We welcome views on whether this decision
should similarly be outside the proposed regulation-making power.

Currently the Health Professions Council has a statutory power to make
recommendations to the Secretary of State and Scottish Minsters concerning any
profession which it believes should be regulated pursuant to section 60 of the
Health Act 1999.>* We do not believe that this power is necessary given that
there is nothing in law to prohibit any regulator making such a recommendation.
We think that it might be more appropriate for the Council for Healthcare
Regulatory Excellence to be given an express power to recommend a profession
for statutory regulation, or the removal of a profession from statutory regulation.
Although the Government would not be required to comply with any such
recommendation, it would be required to set out in a report its reasons for not
doing so.

Provisional Proposal 2-15: The Government should be given a regulation-
making power to abolish or merge any existing regulator, or to establish a
new regulatory body. This power would also enable the Government to add
new professional groups to, or remove professional groups from, statutory
regulation.

Question 2-16: Should the CHRE be given a power to recommend a profession
for statutory regulation, or the removal of a profession from statutory
regulation? If the Government decided not to comply, it would be required to
issue a report setting out its reasons.

2.101

THE DEFAULT POWERS OF THE PRIVY COUNCIL

Most of the governing legislation includes an express provision whereby if a
regulator has failed to perform any of its functions, the Privy Council can issue a
direction, and if the regulator fails to comply with the direction the Privy Council
may give effect to the direction.”® The only legislation which does not include
such a provision is the Dentists Act 1983, The Pharmacy Order 2010 and the
Pharmacy (Northern Ireland) Order 1976. In relation to the General Social Care
Council, the default powers are exercisable by the Secretary of State.*® In

*  Health Professions Order 2001, S| 2002 No 254, art 3(17)(a).
> See, for example, Chiropractors Act 1994, s 34 and Medical Act 1983, s 50.
% Care Standards Act 2000, s 113.
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addition, an order made under section 60 of the Health Act 1999 enables the
governing legislation to be amended by Order in Council to make provision for
default powers exercisable by a person other than the regulatory body.>” To this
date, no such directions or section 60 orders have been made.

At the Health Professions Council and the Nursing and Midwifery Council, the
Privy Council is given powers to initiate a public inquiry on any matter connected
with the exercise by the Councils of their functions.®

Provisional view

It is important for the new legal framework to retain a power of last resort to
intervene if a regulator is failing to meet its statutory duties. This helps to ensure
for example the protection of the public in the case of an emergency and in other
situations. Furthermore, the need for such powers may be particularly important
in our proposed legal framework which will give the regulators more powers.

Powers exercised in the name of the Privy Council are in fact exercised by the
Government. We think that the new statute should be transparent and make that
the default powers directly exercisable by the Government.

We provisionally propose that the Government should be given powers to issue a
direction in circumstances where a regulator has failed to perform any of its
functions, and if the regulator fails to comply with the direction, to allow the
Government to give effect to the direction. Although directions do not need to be
laid in Parliament, the Health Committee would still be able to investigate the use
of directions as part of its oversight role in relation to health and social care
professional regulation.

We also think that the statute should provide that in the most serious of cases the
Secretary of State should be given powers to exercise certain functions of a
regulator or appoint a nominee to do so. This would be similar to the Secretary of
State’s powers under section 15(6) of the Local Government Act 1999 and would
be a power of last resort for the Government to intervene directly and take over a
regulator which is failing to carry out its statutory functions.

We do not propose that the Government should have express powers in the
statute to initiate a public inquiry. In our view, this is not necessary since the
Government can initiate a public inquiry anyway on any matter connected with
the exercise by the regulators of their functions.*

Provisional Proposal 2-17: The Government should be given powers to issue a
direction in circumstances where a regulator has failed to perform any of its
functions, and if the regulator fails to comply with the direction, the
Government may itself give effect to the direction (see also provisional
proposal 13-2).

" Health Act 1999, sch 3, para 1(j).

%8 Health Professions Order 2001, SI 2002 No 254, art 47 and Nursing and Midwifery Order
2001, Sl 2002 No 253, art 53.

% See, for example, Inquiries Act 2005.
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Provisional Proposal 2-18: The Government should be given powers to take
over a regulator which is failing to carry out its functions.

Provisional Proposal 2-19: The Government should not have express powers
in the statute to initiate a public inquiry. This would continue to be provided
for under other existing Government powers.
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DEVOLVED RESPONSIBILITIES

Scotland

As we e