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HEALTH AND SOCIAL CARE ACT 2008

EXPLANATORY NOTES

TERRITORIAL EXTENT

The Care Quality Commission

89. Part 1 of the Act extends to England and Wales only, with the exception of three
sections, namely the general interpretation section and the sections which permit the
Commission to make arrangements with Ministers of the Crown and Northern Ireland
Ministersto perform certain functionson their behalf. The general interpretation section
has a UK extent. The other two sections extend respectively to the whole of the UK (in
the case of Ministers of the Crown) and to England and Wales and Northern Ireland (in
the case of Northern Ireland Ministers).

Regulation of Health Professions and Health and Social Care Workforce
0. Much of Part 2 of the Act hasa UK extent.

91. The provisions for the regulation of the social care workforce extend to England and
Wales only. The regulation-making powers will enable the Secretary of State to make
regulations in relation to England, and the Welsh Ministers to make regulations in
relation to Wales.

92. The provision about the conferral of functions on responsible officers in relation to
the regulation of medical practitioners extends to the whole of the UK. The provision
enabling certain additional functions to be conferred on responsible officers extends to
England and Walesand Northern Ireland only, whil st that enabling aduty to beimposed
on healthcare organisations to co-operate extends to England and Wales only.

Public Health Protection

93. Part 3 of the Act has the same extent as the Acts which it amends. In particular, the
Public Health Act 1984 extends to England and Wales only.

Health in Pregnancy Grant

94, Certain of the sectionsin Part 4 extend to England and Wales and Scotland only, others
extend to Northern Ireland only and others have a UK extent.

Amendmentsrelating to National Health Service

95. The changes regarding the duty on PCTsto improve the quality of healthcare and about
funding of pharmaceutical services extend to England and Wales only.

96. The section on indemnity schemes applies only to England.
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Weighing and measuring of children

97. These sections extend to England and Wales only, giving regulation-making powers
to the Secretary of State in relation to England, and the Welsh Ministers in relation to
Wales.

Social care

98. The provision modifying the application of the Human Rights Act 1998 extends to
England and Wales, Scotland and Northern Ireland.

99, The extension of direct payments extends to England and Wales only.

100.  The changes to the National Assistance Act 1948 extend to England and Wales only.

Financial assistance related to provision of health or social care services

101. These sections extend to England and Wales, but apply only in relation to social
enterprises providing services in England.

National | nformation Governance Board for Health and Social Care

102. The National Information Governance Board will operate in England and Wales only.

Functions of the Health Protection Agency in relation to biological substances
103.  Thissection extendsto the UK.

Territorial application: Wales

104. The Annex to these Explanatory Notes describes the effect of the Act on Wales and
provides atable of new functions conferred on the Welsh Ministers.

Part 1 —the Care Quality Commission
Chapter 1 —Introductory

Section 1: The Care Quality Commission

105.  Section 1 establishes the Commission and abolishes CHAI, CSCI, and MHAC. It also
gives effect to Schedule 1.

Schedule 1: The Care Quality Commission

106.  Schedule 1 deals with the constitution of the Commission. Paragraphs 1 and 2 set out
itsstatus and general powersand duties. Paragraphs 3to 5 relateto the appointment and
remuneration of the Commission’s members and employees. In particular, paragraph
3 provides that the appointment of the chair and other members of the Commission
will be carried out by the Secretary of State. It is expected that the Secretary of State
will appoint the chair following pre-appointment scrutiny by Parliament, in line with
proposals in the Government Green Paper on the Governance of Britain, but will
delegate appointment of other members to the Appointments Commission under the
Health Act 2006. In appointing the chair and other members of the Commission, the
Secretary of State is required to ensure that, collectively, they include people with
experience and knowledge relating to health care, social care and the Mental Health
Act. Such experience and knowledge could, as an example, include experience aperson
has gained by involvement with groups who represent service users or carers.

107.  Paragraph 6 requires the Commission to establish an advisory committee, and to have
regard to the advice and information provided by it when deciding how it should
exercise its functions. The purpose of this provision is to ensure that the Commission
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takes account of the views of those with an interest in its work, such as those with
relevant expertise in the provision of health or social care. Paragraph 7 enables the
Commission to arrange for any of its committees (but not the advisory committee), sub-
committees, members or employees or any other person to exercise any of itsfunctions.
Paragraph 8 enables it to arrange for personsto assist in the exercise of its functions.

Paragraphs 9 and10 deal with payments and |oans to the Commission and its accounts.
The Commission may only borrow money from the Secretary of State. It is required
to produce annual accounts and provide copies to the Secretary of State, and the
Comptroller and Auditor General. The Commission’s annual accounts will also cover
its functions under the Mental Health Act.

Paragraphs 11 and12 set out arrangements for the application of the Commission’s
seal and provide for documents purporting to be signed or sealed by or on behalf of the
Commission to be accepted as evidence in court.

Section 2: The Commission’s functions

110.

Section 2 sets out the main areas in which the Commission has functions. It aso
makes reference to functions the Commission may have under other enactments. This
could include, for example, functions it is intended that it will have for monitoring
the application of new Deprivation of Liberty Safeguards under the Mental Capacity
Act 2005, functions under regulations under the European Communities Act 1972
relating to medical exposure to ionising radiation, or functions that other bodies may,
by agreement, delegate to the Commission.

Section 3: The Commission’ s objectives

111

Section 3 provides that the main objective of the Commission, in carrying out its
functions, is to protect and promote the health, safety and welfare of people who use
health and social care services. It aso requires the Commission to perform its functions
for the general purpose of encouraging: improvement in the activities within its remit;
afocus on the needs of patients and other service users; and the efficient and effective
use of resources. Subsection (3) provides adefinition of health and social care services,
which applies throughout Chapter 1.

Section 4: Mattersto which the Commission must have regard

112.

Section 4 sets out the matters to which the Commission should have regard in
performing itsfunctions. Theseincluderequirementsfor the Commission to haveregard
to:

» theexperiences of people who use health and social care services and their families
and friends;

» viewsexpressed by members of the public about health and socia care services, or
on their behalf by representative bodies, such as charities, and views expressed by
Local Involvement Networks about the provision of health and socia care services
intheir aress;

» the need to protect and promote the rights of people who use health and social
care servicesincluding, in particular, the rights of children and the rights of people
detained under the Mental Health Act or deprived of their liberty under the Mental
Capacity Act 2005;

» the Government’s five principles of good regulation (as set out in the Legidative
and Regulatory Reform Act 2006), under which regulatory activity should be
proportionate, accountable, consistent, transparent and targeted where it is needed;

» such aspects of Government policy as may be directed.
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Section 5: Statement on user involvement

113.

Section 5 requires the Commission to publish a statement on user involvement,
following consultation with such people as the Commission considers appropriate. The
statement must include the Commission’s proposals for promoting awareness among
service users and carers of its functions and for engaging in discussion with them both
about the provision of health and social care services and about the way in which the
Commission exercisesitsfunctions. It must al so set out the Commission’ s proposalsfor
ensuring that proper regard is had to the views expressed by service usersand carers and
for arranging for any of itsfunctionsto be exercised by, or with the assistance of, service
users and carers. The Commission is free to revise the statement from time to time but
must consult again on any revision and publish the revised version. The Commission
isrequired to report, as part of its annual report to Parliament under section 83, on the
steps it has taken to implement the proposals in its statement on user involvement.

Section 6: Transfers of property, rights and liabilities

114.

This section gives effect to Schedule 2.

Schedule 2: Transfers of property and staff etc.

115.

Paragraph 1(1) of Schedule 2 enables the Secretary of State to make transfer schemes
in order to transfer the property, rights and liabilities of CSCI and CHAI to the new
Commission or to the Crown. It also enablestransfer schemesto be madefor thetransfer
of property, rights and liabilities of MHAC to the new Commission, to the Welsh
Ministers or to the Crown. Transfer schemes may also transfer property, rights and
liabilities of the Crown to the new Commission. Paragraphs 3 and 4 set out mattersin
relation to the transfer of staff to the new Commission.

Chapter 2 — Registration in Respect of Provision of Health Or Social Care

Introductory

Sections 8 and 9: Introductory

116.

117.

118.

119.

Section 8 enables regulations to be made to define what kind of health and social care
activitieswill trigger the requirement to register with the Commission. These activities
are to be known as regulated activities. Anybody who carries on a regulated activity
will haveto beregistered. The Government publication “ The future regulation of health
and adult social carein England” (published November 2006) set out initial proposals
for the broad types of activities that will be regulated activities. Subsequent to this, the
Government published “ A consultation on the framework for the registration of health
and adult social care providers’ (published March 2008), on the types of activities to
be regulated, and the registration requirements to be imposed under section 20.

Subsection (2) of section 8 provides that an activity must involve or be connected with
the provision of health or social carein, or inrelation to England, in order to be defined
in regulations as a ‘regulated activity’. In addition it must not involve the provision of
care which isregulated by CIECSS.

Subsection (3) of section 8 explains further the sorts of activities that are to be
considered as being connected with the provision of health or social care. These might
include the supply of nursing or care home staff, transport services for elderly or
disabled people, and healthcare advice provided by phone.

Section 9 defines the terms * health care’ and ‘ socia care’ for the purposes of Part 1 of
the Act. The definition of health careincludes provision of cosmetic proceduresthat are
similar to procedures that might be provided in relation to a medical condition. It aso
includes public health servicesthat provide health careto individual s. For example, this
might include smoking cessation clinics, or sexual health clinics.
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Registration of persons carrying on regulated activities

Sections 10 to 12: Registration of persons carrying on regulated activities

120.

121.

122.

123.

124.

125.

126.

127.

Section 10 concerns the requirement for a person (referred to as a “ service provider”)
to register in respect of the carrying on of aregulated activity. A person in this context
means a legal ‘person’, which includes a company. Where two or more legal persons
are involved, in different capacities, in carrying on the activities, regulations may set
out who will be treated asthe service provider. It isintended that thiswill be the person
responsible for ensuring the service complies with the requirementslaid out in this (and
any other relevant) legislation.

Under section 10, carrying on regulated activities without being registered will be an
offence. For example, assuming that these were regulated activities, this might cover
providing personal care services or carrying on adialysis unit without being registered
with the Commission to provide these services. Subsection (4) provides for the offence
to be triable either way (by a magistrate’s court or a Crown Court) and sets out the
maximum penalties. The penalty on summary conviction is a fine of up to £50,000
or up to 12 months imprisonment, or both. The penalty on conviction on indictment
is an unlimited fine or up to 12 months imprisonment, or both. It is intended that the
Sentencing Guidelines Council should issue guidelines as to how the courts should
exercise their discretion in sentencing.

Section 281(5) of the Crimina Justice Act 2003 extends the maximum term of
imprisonment on summary conviction from 6 months to 12 months. For offences that
occur before that section is commenced the maximum term of 6 monthswill still apply.

Section 11 sets out the process for applying to register with the Commission. Under
section 11, a person required to register to carry on any of the activities set out in
regulations under section 8 will have to apply to the Commission, providing such
information as the Commission determinesis necessary.

The Commission may allow an applicant to make a single application to register to
provide more than one type of regulated activity. For instance, NHS Trusts provide a
wide range of activities. They will have to register separately in relation to each kind
of regulated activity they provide, but could do so in one application.

Section 12 deals with the grant or refusal of registration as a service provider. Under
section 12, the Commission can only register an applicant if it is satisfied that the
applicant is meeting, and will continue to meet, the requirements the Secretary of
State has set down in regulations under section 20, as well as any other legidative
reguirements the Commission considers are relevant. The burden of proof is with the
applicant rather than with the Commission. Anyone registered by the Commission to
carry on any of the activities covered in regulations under section 8 will receive a
certificate of registration.

In granting registration as a service provider, the Commission can impose any
conditions it thinks are necessary. Conditions may limit the types of services that
a service provider may provide and where they may be provided. For example, the
Commission will be able to impose conditions on the provision of care in residential
homes, the effect of which would be to specify the categories of users of services and
the number of residents that may be accommodated.

The Commission may also impose a specific condition to take account of the
circumstances of a particular case. For example, there might be a condition, the effect
of which is that the provider is only permitted to operate from three specified sites. If
the service provider is required under section 13 to appoint a registered manager, then
this would also be a condition of their registration. The Commission can change the
conditionsof aservice provider’ sregistration at any time, whichwould allow additional
conditionsto beimposed. For example, there might be acondition requiring aparticular
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hospital ward to be closed, or arestriction preventing further admissions until abreach
of registration requirements has been corrected.

Registration of managers

Sections 13 to 15: Registration of managers

128.

129.

130.

131.

132.

133.

Sections 13 to 15 provide that in certain circumstances a service provider can be
required to appoint a registered manager to manage certain regulated activities which
the service provider isregistered to provide. They also set out the process for applying
to register as a manager and how the Commission decides whether to grant or refuse
registration.

Regulations can set out cases where the registered service provider will be required to
appoint a registered manager. The Commission will also have discretion to determine
whether a registered manager should be required in other instances. The factors the
Commission must take into account when exercising this discretion will be set out in
regulations made by the Secretary of State.

A service provider might still decide to appoint a manager in instances where he is not
obliged to do so. Under those circumstances, there is no requirement for the manager to
be registered with the Commission and the Commission will have no power to register
anyone as manager.

As with service providers, applications to register as a manager with the Commission
will have to include such details as the Commission requires. The Commission may
allow someoneto make one application to manage morethan onekind of activity carried
on by a service provider. A registered manager will be responsible, in the same way as
the service provider, for ensuring that the regulated activity in question is carried onin
compliance with relevant requirements.

Under section 13, the Commission isonly obliged to register amanager if it is satisfied
that the applicant ismanaging, or will be managing, servicesthat meet, and will continue
to meet, the requirements the Secretary of State has set down in regulations under
section 20, aswell as any other legidative requirements the Commission considers are
relevant. The burden of proof is with the applicant rather than with the Commission.
Anyone registered as a manager by the Commission will be issued with a certificate
of registration.

In granting registration as a manager, the Commission can impose any conditions it
thinks are necessary. Where relevant, conditions that apply to the service provider will
also apply to the manager but there may be additional conditions which are specific
to the registered manager. The Commission can change conditions imposed on a
manager’ s registration in the same way it can for a provider’ s registration.

Further provision about registration as a service provider or manager

Section 16: Regulations about registration

134.

Section 16 provides a power to make regulations on the details of the registration
process. Regulations may be made under paragraph (a) to set out what information
the Commission needs to include on the register. Although the Commission will
determine what must be included in applications to register, regulations may be
made under paragraphs (b) and (c) to cover issues such as requirements to attend
interviews or to notify the Commission of any relevant change in circumstances
following the submission of the application. Under paragraph (d), regulations may set
out reguirements for registered persons to provide the Commission with an address for
the service of documents.
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Sections 17 and 18: Cancellation / suspension of registration

135.

136.

137.

138.

139.

140.

Section 17 gives the Commission the power to cancel the registration of a manager or
service provider where:

» the person registered has been convicted of or admitted a relevant offence;

e any other person hasbeen convicted of arelevant offenceinrelation to theregul ated
activity;

» the regulated activity is being or has been carried on in any way that is not in
accordance with the conditions of registration or requirements under Chapters 2 or
6 or reguirements under other legislation which the Commission considers to be
relevant.

The section defines relevant offences as:
» offencesunder Part 1 of the Act or regulations made under it;

» offencesunder the Registered Homes Act 1984 or Part 2 of the Care Standards Act
2000 (or regulations made under them);

e such other offences as the Commission considers to be relevant.

Further grounds for cancelling registration may be specified in regulations. For
instance, regulations may require that all staff receive appropriate training in handling
medicines, and state that failure to provide this training would be grounds for
cancellation.

Cancellation of registration would not normally be the first step in formal enforcement
action. Itismore likely to be used where other actions, such asissuing awarning notice
or penalty noticeor prosecution for an offence, havefailed to ensure compliance, though
thiswill depend on the severity of the breach. If aregistered service provider or manager
is convicted of a relevant offence, such as breaching a condition of registration (an
offence under section 33) and fails to remedy the breach, the Commission could then
cancel the person's registration.

The Commission will also havethe power to suspend aperson’ sregistration asaservice
provider or a manager under section 18 for a fixed period of time if they are failing
to comply with the requirements of Chapter 2, or a requirement imposed by or under
Chapter 6, or requirements of any other relevant legisation. In thisinstance the person
would continueto be registered but could not carry on or manage the regulated activities
in respect of which they are registered until the end of the suspension. Neither could
they hold themselves out as being registered to carry on these activities.

Under section 17 the Commission must cancel the registration of a manager in respect
of aregulated activity where there is no longer aregistered service provider in respect
of that activity, or aregistered manager condition ceases to apply to the registration of
the service provider.

Section 19: Applications by registered persons

141.

142.

Section 19 enables registered service providers and registered managers to apply:
to change the conditions of their registration (for example to change the number of
peoplethey are registered to accommodate); voluntarily to cancel their registration (for
example, if they plan to close or sell the business); or to amend or lift any suspension of
their registration (for example, if they believe they can demonstrate that they are once
again complying with any relevant requirements).

It is not, however, possible for a service provider to apply to change any mandatory
condition imposed as a result of regulations made under section 13 requiring him to
appoint a registered manager (subsection (1)(a)). Neither is it possible for either a
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service provider or a manager to apply to voluntarily cancel their registration if the
Commission has given notice that it intends to, or has decided to, cancel it already
(subsections (2) and (3)).

If the Commission decides to grant an application to change conditions of registration
or to amend or lift a suspension, the Commission must write to the applicant to inform
the applicant of its decision, setting out how the conditions or suspension have changed
and, if relevant, issue anew certificate of registration (subsections (5) and (6)).

Regulation, code of practice and guidance

Sections 20 to 25: Requirementsin relation to regulated activities

144.

145.

146.

147.

148.

149.

150.

151

Sections 20 to 25 provide for regulations to be made setting out the detailed
reguirements to be met by providers and managers of regulated activities. They also
provide for a code of practice and guidance to be issued about how compliance with
those requirements will be assessed by the Commission.

Subsection (1) of section 20 gives the Secretary of State a general power to make
regulations imposing any requirements he sees fit in relation to regulated activities.
He is obliged to consult on these regulations or any significant change to them
(subsection (8)).

The regulations made may, in particular, include provision intended to safeguard the
health, safety and welfare of people who receive regulated health and adult socia care,
and to ensure that those services are of the necessary quality (subsection (2)).

Subsection (3) sets out specific issues which any regulations made under section 20
may deal with. It provides for regulations to be made which set out who are fit people
to register as service providers or managers, including requirements relating to the
financial solvency of service providers. It aso provides for regulations to be made
which set out who may be considered to be fit to deliver regulated activities. For
example, there may be requirements regarding their management and training.

Regulations may also make provision about the way in which a regulated activity is
carried on. They may cover issues such as the use of appropriate premises and practical
issues around record keeping or accounting. They may cover arrangements for dealing
with and learning from complaints and disputes. For example, such regulations could
regquire aservice provider to maintain arrangementsfor ensuring that lessonslearnt from
justified complaints are properly applied. They may also require registered providers
to review the quality of services they offer, prepare a report of the review, and make
it available to the public; and require providers to make information available about
charges made for those services.

The regulations may also cover other issues, such as requirements regarding the
appropriate use of control and restraint, or the provision of information.

Subsection (5) allowsregulationsto include requirementsfor preventing and controlling
health care associated infections (HCAIS') such as MRSA and Clostridium difficile.
These will cover the steps that service providers and managers must take to safeguard
people using or providing health and socia care services from such infections.

Under section 21 the Secretary of State may also issue a code of practice about
compliance with the requirementsrel ating to the prevention and control of HCAIs. This
code will replace the code that NHS bodies currently follow (issued under sections47A
to 47C of the Health and Socia Care (Community Health and Standards) Act 2003, as
amended by the NHS Act 2006). The new code will apply to all regulated activities,
rather than only those carried out by NHS bodies. Section 22 sets out the consultation
process that the Secretary of State must follow when preparing to issue the code of
practice, or revisionsto it.
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152.  Section 23 requires the Commission to issue guidance on how service providers and
managers should demonstrate compliance with all other requirements set out in the
regul ations made under section 20. The guidance can also relateto requirementsin other
legislation that the Commission believesto be relevant. For instance, it isintended that
it will cover requirementsimposed on relevant providers by the Mental Health Act for
which the Commission will take on responsibility. Section 24 sets out the consultation
process that the Commission must follow when it proposes to issue or revise guidance
on compliance with requirements.

153.  Under section 25, the code of practice on infection control, and the Commission’s
guidance on compliance with other registration requirements, have to be taken into
account by the Commission when it takes decisions such as:

* whether or not a person isfit to be registered;

» whether they are complying with the conditions of their registration;

» whether they are complying with the requirements in regulations under section 20;
» whether it should suspend or cancel someone' s registration;

» whether to prosecute someone.

154.  The code of practice and the Commission’s guidance must aso be taken into account
in decisions such as the urgent cancellation of a person’s registration under section 30,
or in appeal proceedings.

155.  Although afailure to comply with either the code of practice or the Commission’sown
guidance does not in itself constitute an offence, they may both be used as evidencein
criminal or civil proceedings as examples of what is expected behaviour in the areas
they cover.

Registration procedure

Sections 26 and 27: Notices of proposals and rights to make representations

156.  Section 26 requires the Commission to give written notice to applicants or registered
persons where it proposes to do any of the following:

* to grant an application for registration which is subject to conditions that have
not been agreed with the applicant (this excludes a registered manager condition
required under section 13(1));

e torefuse an application for registration;

e to cancel a registration (except where the registered person has applied for
cancellation of registration under section 19, or the Commission has applied for
an order to urgently cancel aregistration under section 30, or the Commission has
cancelled aregistered manager’ s registration in accordance with the conditions set
out in section 17(2));

* to suspend aregistration (except where the Commission has urgently suspended a
registration under section 31);

e toamend the conditions of registration (except where the Commission has urgently
removed or varied a condition or imposed an additional one under section 31);

» torefusean application by aprovider or manager of regulated activities made under
section 19(1) to vary or remove a condition, cancel their registration, or cancel or
vary aperiod of suspension.

157.  The written notice must set out the reasons for the proposal (subsection (6)). For
example, in the case of a person applying to register for the first time, the notice of
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proposal must explain why the Commission takes the view that the person does not
meet therelevant requirementsor why particular conditions arethought to be necessary.
Section 26 does not apply where the Commission decides to grant an application for
registration unconditionally. Neither doesit apply wheretheregistration is subject only
to aregistered manager condition under section 13(1) or where the Commission and the
service provider have already agreed the conditions (this must be by way of awritten
agreement). These situations are covered by section 28.

Section 27 sets out that anotice of proposal under section 26 must state that the person
has 28 days to make written representations to the Commission if they wish to dispute
the Commission’s proposal. This ensures that the person has an opportunity to make
their point known. The Commission cannot make a decision until it has either received
written representations, or it has received written confirmation that the person does not
intend to make representations, or the 28-day period has elapsed.

Section 28: Notice of decisions

159.

160.

161.

162.

Section 28 requires the Commission to give the applicant notice of its decision to
grant an application unconditionally, or subject only to aregistered manager condition
under section 13(1) and/or conditions aready agreed in writing with the applicant
(subsection (1)). The notice must state the conditions (subsection (2)).

Where the Commission has decided to give effect to a proposal of which notice was
previously given under section 26, subsection (3) requires the Commission to serve a
further notice in writing of its decision.

That further notice must explain the rights of appeal conferred under section 32. In the
case of adecision to grant an application subject to conditions, or to vary the conditions
of an existing registration, the notice must set out the conditions, or the changesto them.
In the case of a decision to suspend registration, the notice must state the period of the
suspension (subsection (4)).

A decision made by the Commission under section 28 to adopt a proposal of which
notice has been given under section 26 will take effect, either from the date that the
Commission receives naotice that the provider does not intend to appeal, or after the
outcome of any appeal has been determined or the appeal has been abandoned, or after
28 daysif no appeal is brought.

Section 29: Warning notice

163.

164.

165.

Section 29 alows the Commission to give a warning notice to a registered person
when they have failed to comply with the relevant requirements. For example, the
Commission may issue awarning notice where aregistered person hasfailed to comply
with regulations made under section 20.

Thewarning notice must set out thefailure that appearsto the Commission to havetaken
place and the requirement that appears to have been breached. It may also require the
registered person to comply with the requirement within a specified timeframe, stating
that further action may be taken if the failure is not put right in that time. No further
action may be taken by the Commission in relation to the failure set out in the notice
if thefailureisremedied in that time.

Where the warning notice relates to a failure that has aready been rectified when the
notice isissued, no further action may be taken by the Commission.

Section 30: Urgent procedure for cancellation

166.

Under section 30 the Commission may apply to ajustice of the peace for theimmediate
cancellation of registration (known as the ‘urgent procedure’). The order may only be
made where it appears to the justice of the peace that there will be a serious risk to a
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person's life, health or well-being unless the order is made. An order made under this
section will have immediate effect.

Subsection (3) requires the Commission to notify the relevant local authority and/or
therelevant PCT in accordance with regulations, if it makes an application to ajustice
of the peace under the urgent procedure. This is necessary so that the relevant bodies
can comply with their statutory duties (for example, in the case of alocal authority, to
provide or arrange alternative care for service users). The relevant bodies will need to
consider whether to make alternative provision for services.

Where the Commission makes an application under the urgent procedure regarding
the registration of a PCT or an NHS Trust, the Commission must notify the relevant
Strategic Health Authority. If the urgent procedure will affect an NHS Foundation
Trust, the Commission must notify the Independent Regulator of NHS Foundation
Trusts (‘Monitor’). The Commission must also notify any other persons it considers
appropriate. It is important that all bodies that may be affected by the cancellation
of a provider's registration have as much notice as possible to make any necessary
arrangements. As soon as possible after an order is made, the Commission must provide
acopy of the order to the registered person, and details of their rights of appeal under
section 32.

Section 31: Urgent procedure for suspension, variation etc.

169.

Section 31 allows the Commission to immediately suspend, or extend the period of
suspension of, aperson’ sregistration as a service provider or registered manager, or to
change the conditions that apply to a person’s registration, where it believes that any
person will or may be exposed to the risk of harm. Notice of the action must be givenin
writing and the notice must state either the reasons for the change of conditions, or the
reasons for the period of suspension, and explain the rights of appeal under section 32.

Section 32: Appealsto the Tribunal

170.

171

Section 32 provides for an appeal against a decision by the Commission under Chapter
2 (excluding decisions to give warning notices). It also allows for an appeal against an
order made by ajustice of the peace under section 30. A person can appeal within 28
days from the date of the service of notice of the decision or order.

The apped isto the Tribunal established under section 9 of the Protection of Children
Act 1999, the Care Standards Tribunal, which currently hears appeals relating to
registration under Part 2 of the Care Standards Act 2000. Subsections (3) to (6) provide
for the Tribunal's powers in considering an appeal. The Tribunal may confirm or
overturn a decision made by the Commission or ajustice of the peace. It may also vary
the length of a suspension or vary or remove any of the conditions of registration, with
the exception of any ‘ registered manager condition’ required by section 13(1), or add a
new condition, again with the exception of a ‘registered manager condition’.

Offences

Sections 33 to 37: Offences

172.

173.

174.

Sections 33 to 37 set out further offences relating to registration under Chapter 2. The
Commission will be the prosecuting authority in respect of these offences, using its
powers of entry and inspection under Chapter 6 to gather evidence.

Section 33 makes it an offence for a service provider or a registered manager to fail
to adhere to the conditions of their registration. The penalty for an offence under this
section isafine of up to £50,000 on summary conviction.

It is an offence to carry on regulated activities without being registered to do so
(section 10). Subsection (1) of section 34 also makes it an offence for registered
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service providers to continue carrying on regulated activities whilst their registration
is suspended.

Section 13 obliges the Commission to place a condition on the registration of a service
provider requiring them to have a registered manager to manage certain regulated
activities in prescribed circumstances. Section 34 provides that a person who is a
registered manager is guilty of an offence if he continues to manage the activity
during a period in which his registration is suspended, unless another person has been
registered as a manager in his place (subsection (2)). A registered manager is also
guilty of an offence if he continues to manage the activity while the registration of the
service provider is suspended, if he knows or could reasonably be expected to know
of the suspension (subsection (4)). A person whose registration as a manager has been
cancelled isguilty of an offenceif he continuesto manage the activity after cancellation,
but only if a service provider remains registered in respect of the activity, a registered
manager condition is still in place and no new registered manager has been appointed
(subsection (3)). The penalty for an offence under section 34 isafine of up to £60,000
on summary conviction.

Section 35 alows regulations to be made under Chapter 2 that will make failure to
comply with specified regulations an offence. For instance, it is intended that it will
be an offence to fail to comply with certain requirements made in regulations under
section 20 (regulation of regulated activities). The amount of the fine prescribed will
not exceed £50,000 in respect of regulations made under section 20 (regulation of
regulated activities) and in any other case will not exceed level 4 (currently £2,500) on
the standard scale. Regulations may not provide for offencesto be triable on indictment
or to carry penalties of imprisonment.

Section 36 makes it an offence for a person, with intent to deceive another, to claim
that a concern is carrying on regulated activities, or that premises are used for carrying
on regulated activities, if a person is not registered with the Commission to carry on
those activities, or a person is registered to carry them on but their registration has
been suspended. Thiswould apply to someone who provides care to people under false
pretences, for example ahotel claiming to be anursing home. It also makesit an offence
for a person, with intent to deceive ancther, to claim that any person who is registered
asaservice provider isableto provide a particular service or do anything which would
contravene acondition of their registration. The penalty for an offence under thissection
isafine not exceeding level 5 on the standard scale (currently £5,000).

Section 37 makes it an offence for someone knowingly to make a false or misleading
statement in an application to the Commission. The section applies to applications to
register as a service provider or registered manager, to vary or remove conditions on
their registration, to vary or cancel the suspension of their registration or to cancel
their registration. The penalty is afine of up to level 4 on the standard scale (currently
£2,500). Application formswill inform people of this offence so that they are aware of
the potential result of failing to complete their applications accurately.

I nformation to be available to public

Section 38: Provision of copies of registers

179.

The Commission will have to make copies of its registers of service providers and
managers available to the public. Section 38 allows members of the public to view them
at the Commission’ s offices or to request copies of the full register or an extract. It will
be up to the Commission to determine the best way to make information available but it
may choose to improve accessibility through electronic means. A charge will be made
for the provision of a copy or extract except in circumstances prescribed in regulations
or where the Commission decides that the copy or extract should be provided for free.
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180. However, there may be information that should not be released to the general public,
such as certain information that identifies individuals. Section 38(3) allows regulations
to be made setting out what information should not be accessible.

Miscellaneous

Section 39: Bodiesrequired to be notified of certain matters

181.  Under section 39 the Commission will have to notify certain people when it issues
warning notices, when it receives payment of a penalty under a penalty notice or when
it decides to prosecute. The Commission must also notify certain people when it issues
a notice of proposal under section 26 or a notice of decision under section 28. It will
also have to notify these people in relation to any urgent suspension of registration or
any urgent variation of the conditions of registration. For instance, if the Commission
proposes to change the conditions of an NHS Trust’s registration it must notify the
relevant Strategic Health Authority (as determined by regulations). In the case of a
Foundation Trust it must notify Monitor. Provision is aso made for notifying PCTs or
local authorities in accordance with regulations. For example, regulations may require
PCTsor local authorities who are commissioning services from the person in question
to be notified.

182.  Subsection (1)(d) also provides the Commission with the discretion to determine other
people it should notify in particular circumstances. Where the Commission has taken
enforcement action against a specific person, for example, it would be expected to
notify the relevant professional body. In the case of aregistered manager who isalso a
registered social care worker, thiswould be the General Social Care Council.

Sections 40 to 42: Miscellaneous

183.  Section 40 enables regulations to be made requiring personswho are registered to carry
on regulated activities to make returns to the Commission. The regulations may also
specify the frequency of the returns, their content, the period that the returns relate to,
and the date by which returns must be made.

184.  Section 41 provides for regulations to be made which dea with the process that
applies when companies or individuals that are registered as service providers go into
liquidation or receivership, or are declared bankrupt. The regulations may require the
Commission to be notified and a suitably qualified manager to be appointed to manage
the regulated activities.

185.  Regulationsunder section 42 may requirethe Commission to benotifiedif apersonwho
isregistered asaservice provider dies. They may also enable someone else to continue
to carry on, for alimited period, the regul ated activities which the deceased person was
carrying on, and for the sections of the Act to apply in amodified way to allow for this.

Power to modify provisions of Chapter

Section 43: Power to modify Chapter in relation to newly regulated activities

186.  Section 43 enables the Secretary of State to make regulations modifying Chapter 2 in
its application to newly regulated activities of aprescribed description. The registration
provisions are designed to work to cover care which isalready subject to regulation and
to cover caredirectly provided by NHS bodies. When other forms of care are eventually
brought within the ambit of the registration regime, there may be unforeseen issues
which necessitate modification of the registration procedures. This power allows for
that eventuality. The power to modify the Act under this section does not apply to the
registration of NHS bodies or providers currently subject to regulation under the Care
Standards Act 2000 but it will apply to regulated activities carried on by or on behalf
of the Crown.
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Chapter 3 —Quality of Health and Social Care

Health care standards

Section 45: Standards set by Secretary of State

187.

188.

189.

Section 45 gives the Secretary of State the power to prepare and publish statements of
standards in relation to health care provided or commissioned by PCTs and to amend
these statements from time to time.

PCTs will be required to have regard to these standards in discharging their duty
under the new section 23A of the NHS Act 2006 (see section 139) to secure
continuous improvement in the quality of health care provided or commissioned by
them. Subsection (3) allows the Secretary of State to direct another person to develop
standards and to submit them for approval. In “High Quality Care for All”, published
on 30 June 2008, the Government indi cated itsintention to ask the National Institute for
Clinical Excellence to develop these standards, with reference to the clinical priorities
set out by anew National Quality Board, to be chaired by the NHS Chief Executive.

Subsection (4) provides that the Secretary of State must consult on the content of such
statements of standards, or amended statements of standards which effect a substantial
change in the standards, before they are published. The Commission has no role in
monitoring or ng compliance with these standards.

Reviews and investigations

Section 46: Periodic reviews

190.

191

192.

193.

194.

In place of theannual reviews currently conducted by CHAI and CSCI, the Commission
will carry out periodic reviews under section 46 of PCTs, NHS providers in England
and local authoritiesin England.

PCTs and local authorities provide health and adult social services but they also
commission from other organi sations health and adult social servicesthat they consider
necessary to meet the needs of their local populations. For example, alocal authority
might pay for people with particular kinds of needs to be cared for in a private facility
that specialisesin catering for such people.

The Commissionwill therefore carry out reviews of the effectiveness of commissioning
by reviewing the overall provision of health care in PCT areas under subsection (1)
and of adult social servicesin English local authority areas under subsection (3). These
reviews will assess how well the services they put in place, whether provided directly
or commissioned from other people, are meeting the needs of their local populations.

The Commission will aso carry out individual reviews of NHS bodies that provide
services, referred to as English NHS providers, under subsection (2). This includes
English NHS Trusts and NHS Foundation Trusts. PCTs will also be reviewed in
respect of the health care they provide, so that their performance in this regard can be
distinguished from their effectiveness as commissioners.

Reviews will be by reference to a set of indicators which will either be devised by the
Secretary of Stateinwholeor in part or devised by the Commission and approved by the
Secretary of State. For reviews of PCTsand local authorities under subsections (1) and
(3) it isintended that these will primarily be based on outcomes that the Government
has decided are the most appropriate measurements by which to judge the performance
of PCTsand local authorities. The Government intends that the indicators set under this
power in relation to local authorities (working alone or in partnership with PCTs, other
NHS bodies or other local service providers) will be part of the single set of national
indicators to which the Government committed itself in the Local Government White
Paper —“ Strong and Prosperous Communities” in October 2006.
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Reviews of English NHS providers under subsection (2) will also look broadly at
the quality of care provided, taking account of the same outcomes against which
commissioners are assessed. The intention is that the Commission will be given
responsibility for setting the indicators used for provider reviews from the outset.
Reviews of English NHS providers under subsection (2), and reviews of the overall
guality of provisionin PCT or English local authority areas under subsections (1) and
(3), may well use much of the same information. In these cases it is intended that the
Commission will only collect that information once.

For each type of review, the Commission must devise amethodology for assessing and
evaluating bodies against relevant indicators, and this methodology must be approved
by the Secretary of State. It must publish its methodol ogy, aswell asthe indicators used
for reviews, whether they are set by the Secretary of State, or set by the Commission
and approved by the Secretary of State.

Following areview the Commission will publish areport of its assessment. Regulations
may set out the procedure that should apply to allow people to make representations to
the Commission before the report is published. The reason for setting out this procedure
is to ensure that the reviewed body is given time to comment, and that any comments
are considered by the Commission.

Section 47: Frequency and period of review

198.

Under section 47 the Commission is required to publish details of how often it will
conduct periodic reviews. It can decide to undertake reviews at different intervalsin
different circumstances. For instance, the Commission may decide that it will review
bodiesthat perform consistently well less frequently. The Commission must submit its
proposal s on the frequency of reviews to the Secretary of State for approval.

Section 48: Special reviews and investigations

199.

200.

Section 48 enables the Commission to conduct additional reviews and investigations
(referred to as ‘special reviews and investigations'). These can cover: any aspect of
health and adult social services provided or commissioned by a PCT or English local
authority; functions carried out by Strategic Health Authorities; or, where the majority
of their functions are carried out in England, functions carried out by Special Health
Authorities. Reviews and investigations under this section could look specifically or
generally at any issueto do with different kinds of health or adult social care, including
the commissioning of that care, how particular functions are carried out or provision by
particular people or bodies. Investigations may be carried out where the Commission
identifies a risk to a care recipient’s health or welfare. For instance, the Commission
might investigate older peopl€’ s servicesin aparticular area, and then nationally where
there is evidence to suggest a problem is more widespread. The Commission may aso
carry out reviewsinto topicsof particular interest, for instance, it may carry out areview
of care pathways for people with long-term conditions. The Commission must carry
out a particular review or investigation if requested by the Secretary of State.

The Commission will have to publish reports of any review or investigation carried out
under section 48. It must also consider whether its report rai ses matters which make it
appropriate for the Commission to exercise its powers under section 53 to advise the
Secretary of State. This duty does not affect or duplicate the duties the Commission
has under section 50 (in relation to afailing English local authority). Regulations will
set out what procedure should apply to alow people to make representations to the
Commission before it publishes areport. Aswith similar powersin other sections, the
reason for thisis to give the reviewed body time to comment and to ensure that any
comments are considered by the Commission.
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Section 49: Power to extend periodic review function

201.

202.

203.

204.

205.

206.

207.

208.

Whereas section 46 provides for periodic reviews of publicly funded health and social
care, this section enables the Secretary of State to make regulations requiring the
Commission to carry out periodic reviews of the carrying on of regulated activities by
any registered service provider. The regulations can aso require the Commission to
publish reports of its reviews or assess the performance of registered service providers
following such reviews and publish reports of its assessment.

Section 49 also alows for a greater degree of specificity about what is covered by the
review. Regulations under this section can require the Commission to carry out periodic
reviews of some or all registered service providers, in respect of some or al of the
regulated activities they provide, or even in respect of particular aspects of aregulated
activity. Direct overlap with section 46 isprevented by subsection (3) but thissubsection
still permits aparticul ar aspect of the carrying on of aregulated activity by aPCT, other
English NHS provider or English local authority to be reviewed separately, despite the
fact that it may already have formed part of abroader review under section 46.

This will alow the Commission to look at certain types of services. For instance, it
is the Government’s intention to use this power to require the Commission to review
and assess all residential premises providing adult social care, whether run privately
or by alocal authority, as the CSCI has done through its “Quality Ratings’ scheme.
Similarly, regulations could require that all maternity services should be reviewed by
the Commission. Thiswill be possible even if these services have already been covered
under the review of health care provision in a PCT area under section 46(1).

In other cases, the Secretary of State may want the Commission to publish information
on a particular aspect of a service. For instance, many NHS Trusts sub-contract
with private hospitals to provide additional capacity for routine surgery such as hip
operations. Although these services would be covered by reviews by the Commission
(under section 46) of the overall provision of heath care by a Trust, the Secretary of
State may want the Commission separately to review the quality of provision under
such arrangements. The Secretary of State may also prefer the Commission to carry out
periodic reviews of such care, rather than a one-off review under section 48, because
they will demonstrate how performance changes over time. Although it may not be
useful to aggregate performance acrossasmall number of indicatorsinto resultsfor each
provider of hip operations, the Commission could still be required to publish details
of thereview.

Where regulations are made extending periodic reviews, the Commission must publish
details of how often these reviews will be conducted, as with periodic reviews under
section 46. These reviews will also be by reference to a set of indicators devised or
approved by the Secretary of State.

Aswith periodic reviews under section 46, the Commission must devise amethodol ogy
for assessing and evaluating bodies against relevant indicators, and this methodology
must be approved by the Secretary of State. It must publish its methodology, aswell as
the indicators used for reviews, whether they are set by the Secretary of State, or set by
the Commission and approved by the Secretary of State.

Regulations may set out the procedure that should apply to allow people to make
representations to the Commission before a report is published. The reason for setting
out this procedure is to ensure that the reviewed body is given time to comment, and
that any comments are considered by the Commission

Itisintended that, where possible and appropriate, the sameinformation will be used to
inform areview under this section as is used in other reviews of health or adult social
care provision that the Commission carries out. Thiswill help avoid duplication in the
information requests that providers and commissioners receive.
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Section 50: Failings by English local authorities

209.

210.

211

212.

213.

Section 50 sets out steps which the Commission must or may take when, following a
review under section 46 or 49, or areview or investigation under section 48, it judges
that therearefailingsin an English local authority’ sdischarge of itsadult social services
functions.

If the failings are not substantial, the Commission may give a notice to the loca
authority, setting out details of the failure, the action to be taken to rectify it and the
time by which the Commission considers that this should be done. The Commission
must inform the Secretary of State of the giving of the notice.

If the Commission considers that alocal authority is significantly failing to discharge
any of itsadult social servicesfunctionsto an acceptable standard it isobliged toinform
the Secretary of State and recommend any special measures that it considers that the
Secretary of State should take. Following a recommendation by the Commission of
special measures, the Commission must, if asked to do so by the Secretary of State,
undertake afurther review of thelocal authority concerned and prepare afurther report,
covering any particular issues the Secretary of State might specify.

Measures which may be recommended by the Commission include the use by the
Secretary of State of his powers of intervention (as set out in the Local Authority
Social Services Act 1970 (section 7D), the Children Act 1989 (sections 81 and 84), the
Local Government Act 1999 (section 15), and the Health and Social Care Act 2001
(section 46)). Under special measures the Secretary of State may issue the failing local
authority with directions. In themost serious casesadirection may requirethat aspecific
function shall be exercised by the Secretary of State or a nominee. The report by the
Audit Commission for Local Authorities and the National Health Service in England
(‘the Audit Commission’) “A Force for Change” shows how special measures can
improve performance.

The Commission does not have equivalent powers in relation to NHS bodies, as their
performance is managed by Strategic Health Authorities on behalf of the Secretary of
State.

Section 51: Failings by Welsh NHS bodies

214.

Wherethe Commission considersthere are significant failingsin the provision of health
care by or for a Welsh NHS body or in the running of a Welsh NHS body or in the
running of a body, or the practice of an individual, providing health care for a Welsh
NHS body, subsection (1) requires the Commission to inform the Welsh Ministers.
Subsection (2) allows the Commission to recommend that the Welsh Ministers take
special measures to improve the situation.

Chapter 4 — Functions under Mental Health Act 1983

Section 52 and Schedule 3 — Transfer and amendment of functions under Mental
Health Act 1983

215.

216.

Section 52 and Schedule 3 transfer the functions exercised by MHAC under the Mental
Health Act to the Commission in relation to England, and to the Welsh Ministers in
relation to Wales. The “regulatory authority” is defined for the purposes of the Mental
Health Act as meaning the Commission (in relation to England) or the Welsh Ministers
(in relation to Wales): see the amendments made by paragraph 13 of Schedule 3.

Section 121 of the Mental Health Act confers certain functions directly on MHAC,
including aduty to review certain decisionsrelating to the withholding of post sent by or
to patients detained under the Mental Health Act in high security psychiatric hospitals
and aduty to publish abiennial report onitsactivities. Section 121 also requiresthat the
Secretary of State direct MHAC to exercise certain functions on his behalf. In Wales,
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this requirement falls on the Welsh Ministers. The functions which the Secretary of
State and the Welsh Ministers must direct MHAC to exercise include the appointment
of registered medical practitionersto act as second opinion appointed doctorsto approve
certain forms of treatment under Parts 4 and 4A of the Mental Health Act. They also
include functions under section 120 of the Mental Health Act in relation to the general
protection of patients subject to the Act, including the duty to keep under review the
discharge of certain duties and the exercise of certain powers under the Act (note that
the functions conferred by section 120 are themselves amended in some respects by
Schedule 3 to this Act — see below.)

Subsection (1) of section 52 transfers to the Commission the functions which the
Secretary of State must currently direct MHAC to perform in relation to England, as
well astwo associated functions. Subsection (3) transfersto the Commission the powers
conferred directly on MHAC by section 121 of the Mental Health Act. In relation to
Wales, those functions are transferred to the Welsh Ministers. Subsection (4) provides
that section 121 of the Mental Health Act ceasesto have effect, which means (amongst
other things) that there is no longer a requirement on the Welsh Ministers to direct
MHAC (or anyone else) to exercise any of their functions under the Mental Health Act
on their behalf. In practice, the effect isto transfer to the Welsh Ministers the functions
which MHAC is currently required to perform on their behalf in Wales. Subsection (2)
provides that registered medical practitioners and other people appointed or authorised
by the Commission in the exercise of a function under the Mental Health Act may
include members or employees of the Commission (just as section 121 of the Mental
Health Act currently allows members of MHAC to be appointed).

Subsection (5) of section 52 introduces Schedule 3 which makes further amendments
to the Mental Health Act. In particular, paragraph 8 of Schedule 3 replaces section 120
of the Mental Health Act. Under subsection (1) of new section 120, the regulatory
authority has a responsibility to review the exercise of powers and the discharge
of duties in relation to detention, supervised community treatment and guardianship
under the Mental Health Act. Under subsection (3) it must make arrangements for
authorised people to visit and interview relevant patients. These are equivalent to the
functions exercisable by MHAC under the Mental Health Act asiit stands now, except
that they are extended to cover patients subject to guardianship as well as detention
and supervised community treatment. The responsibility under subsection (1) does
not extend to monitoring the functions conferred on any court, including the Mental
Health Review Tribunal, or the Secretary of State (the performance of the Mental
Health Review Tribunal is subject to separate scrutiny). The regul atory authority must
undertake an investigation into the exercise of the relevant functions if it thinks it is
appropriate to do so. Under subsection (4), it must a'so make arrangements for the
investigation of complaints concerning the exercise of relevant powers and duties under
the Mental Health Act, but it is not required to undertake or continue investigation of
acomplaint if it does not consider it appropriate to do so.

Subsection (7) of new section 120 provides that a person authorised by the regulatory
authority has a right of entry to hospitals, to care homes registered under the Care
Standards Act 2000 and to premises used for carrying out regulated activitiesin respect
of which aperson isregistered under Part 2 of this Act in order to carry out areview or
investigation. The Act does not confer asimilar right to enter private homes. However,
a patient may consent to be interviewed (in private, where appropriate). Authorised
people may also require relevant records or other documents on the premises to be
produced for inspection.

Paragraph 9 of Schedule 3 inserts sections 120A to 120D into the Mental Health Act.
Under section 120A, the regulatory authority is able to publish areport of any review
or investigation it undertakes under section 120(1). The Secretary of State and the
Welsh Ministers may make regulations about the making of representations before the
publication of such a report. This will allow people who are subject to review and
investigation an opportunity to respond if they think that there are mitigating factors,
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errors or other circumstances that might have affected the findings and which they do
not think have been adequately taken into account. The Secretary of State will consult
the Commission before doing this.

New section 120B enables the regulatory authority to require hospital managers, social
services departments and other prescribed people to publish a statement of the action
they propose to take in response to any recommendations following a review or
investigation undertaken under section 120(1). This will provide a public statement
about the steps the person or body in question will take to address any concerns that
areraised in reports.

The Mental Health Act confers powers and duties on a variety of people, including
individual professionals and both statutory and independent bodies. For the most part,
the people to whom these powers and duties fall are either responsible for hospitals
(known as hospital managers in the Mental Health Act) which care for patients subject
to the Mental Health Act, or arelocal social services authorities, or else are individuals
working within such hospitals or on behalf of such authorities.

However, it is not only hospital managers and social services authorities and their
staff who exercise relevant functions under the Mental Health Act and contribute to its
operation. There may, therefore, be circumstances in which reviews or investigations
make recommendationsthat are addressed (in whole or in part) to other people. In these
cases, it would make sense for the people concerned to be asked directly to publish a
report of the action they propose to take as a result. This might include, for example,
other NHS bodies that are responsible for providing or commissioning services for
patients subject to the Mental Health Act. The regulations can also set out what such
statements should contain and how quickly they should be published.

New section 120C obliges hospital managers, local social services authorities and
other prescribed people to provide the regulatory authority with information, including
records and documents, that the authority may requirein relation to its functions under
section 120. Examples of the kind of information which might be requested are:

e datistical information on people subject to the formal powers under the Mental
Health Act, including datarelating to particular groups of patients such as children,
adolescents, women, and black and ethnic minority patients;

e information on the use of particular powers, such as the granting of leave of
absence;

e the number of deaths and other serious incidents;
e information on the use of seclusion in respect of patients.

New section 120D requires the Commission to publish an annual report on the way it
has exercised its functions under the Mental Health Act, a copy of which must be laid
before Parliament. The Welsh Ministers will also have to publish such areport, a copy
of which they will have to lay before the National Assembly for Wales,

Paragraph 12 of Schedule 3 inserts a new section 134A into the Mental Health
Act. Section 134 of that Act provides, in particular, for the withholding of postal
packets sent to or by patients detained in high security psychiatric hospitalsin specified
circumstances. Subsection (1) of the new section 134A provides that the regulatory
authority must review any decision to withhold a postal packet or anything contained
init on application by aspecified person. These provisions are the equivalent of powers
that already exist in section 121 of the Mental Health Act in relation to the review by
MHAC of decisions to withhold postal packets under section 134 of that Act.

Subsection (5) providesthat the Secretary of State may, by regulations, make provision
in connection with applications to the Commission and the determination of any such
application. Thisincludes provision for the production to the Commission of any postal
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packet in question. Subsection (6) gives the Welsh Ministers a similar power to make
regul ations about the making of applications to them.

This is, in effect, a restatement of the power to make regulations in subsection (9)
of section 121 of the Mental Health Act as it stands now. The provision made under
that power is currently to be found in Regulation 18 of the Mental Health (Hospital,
Guardianship and Consent to Treatment) Regulations 1983 (Sl 1983/893). Regulation
18 provides, in particular, that an application for areview of a decision to withhold a
postal packet may be made to MHAC in any form that MHAC accepts as sufficient
in the circumstances, and need not be in writing. Applicants must let MHAC have
a copy of the notice of withholding provided by the relevant hospital. Regulation 18
also empowers MHAC to direct people to produce any documents, information or
other evidence it reasonably requires for its review of the decision. The Government
envisages that the powers in subsection (5) of the new section 134A will be used to
make similar regulations in relation to the Commission.

Chapter 5 —Further Functions

Section 53: Information and advice

229.

Section 53 places a duty on the Commission to keep the Secretary of State informed
about the provision of NHS health care and adult social servicesin general, and about
the carrying on of regulated activities. Subsection (2) alows the Commission to give
adviceto the Secretary of State on anything connected with these matters. In particular,
the Commission may advise the Secretary of State of any changes it thinks should be
made to: the registration requirements (made by regulations under section 20); the code
of practice on HCAI's (issued under section 21); or statements of standardsissued under
section 45. Subsection (4) requiresthe Commission to giveto the Secretary of State any
advice or information requested by the Secretary of Statein relation to the matters about
which it has a duty to keep him informed. The section also allows the Commission to
give adviceto the Secretary of State, an English NHS body or an English local authority
in relation to the establishment or conduct of certain inquiries.

Section 54: Studies as to economy, efficiency etc.

230.

Section 54 enables the Commission to undertake wider studies that are designed
to enable it to make recommendations for improving economy, efficiency, and
effectiveness in the provision of health care by an English NHS provider, or the
provision of adult social services by an English local authority, or the way in which
health care or adult social services are commissioned. The Commission may also
undertake studies that will enable it to make recommendations for improving the
management of an English local authority with regard to the provision of adult social
services, or the management (but not the financial management) of an English NHS
body.

Section 55: Publication of results of studies under s.54

231.

Section 55 requires the Commission to publish recommendations made, and results of
studies undertaken, under section 54. The section also alows regulations to be made
by the Secretary of State which set out a procedure for representations to be made to
the Commission before any recommendations or reports of studies are published.

Section 56: Role of Audit Commission

232.

Section 56 alows the Audit Commission to carry out studies relating to health care
or English NHS bodies (under sections 54 and 55) on the Commission’s behalf, with
the Commission’s agreement. Where a matter could be considered to fall within the
remit of both organisations, as is the case for studies regarding economy, efficiency,
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and effectiveness in relation to adult social care, subsection (5) directs them to have
regard to any guidance issued by the Secretary of State asto who should carry them out.

Section 57: Reviews of data, studies and research

233.  Section 57 enables the Commission to review certain studies and research undertaken
by others. It enables the Secretary of State to request such reviews, which the
Commission must undertake. Where the Commission conductsareview, it must publish
areport.

Section 58: Publication of information

234.  Section 58 alows the Commission to make information available about the provision
of NHS care, adult social services, and the carrying on of regulated activities.

Section 59: Additional functions

235.  Section 59 alows the Secretary of State to confer additional functions on the
Commission through regulations. It sets out the extent of the remit within which the
Secretary of State may give the Commission these additional functions. If any of these
functions relate to NHS Foundation Trusts then subsection (2) requires the Secretary
of State to consult with Monitor first.

Chapter 6 — Miscellaneous and General
| nspections

Sections 60 and 61: I nspections

236.  Section 60 enablesthe Commission to carry out inspectionsin relation to its regulatory
functions. Its regulatory functions are its registration and review functions under
Chapters 2 and 3 and most of its functions under Chapter 5, such as studies as
to economy and efficiency. It cannot carry out inspections purely for the purposes
of providing information and advice to the Secretary of State under section 53 or
conducting a review of data, studies or research under section 57. Regulations under
section 59 will set out whether any additional functions conferred on the Commission
under that section are to be treated as regulatory functions and thereby whether
inspections can be carried out in relation to them.

237.  Under section 61, the Secretary of State may set out in regulations how often the
Commission should undertake inspections in relation to the Commission’ s registration
functions under Chapter 2, the manner in which they should be carried out and
who should carry them out. For instance, the regulations may require hospitals to be
inspected annually, by people with particular skills, for compliance with requirements
relating to hygiene and infection controls.

238.  After carrying out an inspection under section 60 for the purposes of the Commission’s
functions under Chapter 2, the Commission is required to prepare and publish areport.
The Commission must send a copy of the report to the registered service provider and,
if thereis one, the registered manager.

239. Regulations will set out what procedure should apply to alow people to make
representations to the Commission before it publishes a report under section 61. As
with similar powers in other sections, the reason for thisis to give the inspected body
time to comment and to ensure that any comments are considered by the Commission.
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Powers of entry etc.

Sections 62 to 65: Powers of entry etc.

240.

241.

242.

243.

In carrying out its functions, the Commission will engage with patients and service
users and peopleinvolved in the provision of care and will also need to inspect relevant
premises. Section 62 enables individuals authorised by the Commission to enter and
inspect premises which are, or are believed to be, ‘regulated premises. Regulated
premises are:

e premises used for carrying on aregulated activity;
e premises owned or controlled by an English NHS body or English local authority;

* premises used, or proposed for use, for the provision of NHS care or adult social
services,

e premisesused, or proposed for use, by any English NHS body in order to carry out
its functions.

Premises in which NHS care or an adult social service is provided but which are used
wholly or mainly as a private dwelling are excluded. So the fact that someone receives
a service like domiciliary care does not mean that there is a right of entry (without
consent) into that person's home under this section. ‘Premises’ includes vehicles.
Individual s exercising these powers must produce appropriate documentation showing
they have the authority to enter and inspect the premises.

Section 63 providesfurther details on the power to enter and inspect premises. It enables
individual s authorised by the Commission to:

e examinethe premises or the treatment of persons receiving care there;

e inspect and copy records or documents, and require any person holding or
accountable for them to produce them;

» haveaccessto, and check the operation of, any computer and associated equi pment
that has been used in connection with any documents or records and, where records
are stored on a computer, require them to be produced in alegible, non-encrypted
format;

* inspect any other item;
e seize and remove any documents, records or other items;

* interview the manager or registered service provider, or people who are managing
the provision of NHS care or adult social services at the premises;

* interview people working at the premises or people receiving care who consent to
beinterviewed - thisdoes not limit the Commission’ sability to interview, with their
consent, other people such as family members or carersif it thinks this would be

appropriate.

Subject to a number of conditions set out in subsection (3) the authorised person (as
long as they are a medical practitioner or registered nurse) may examine any person
receiving care at the premises.

Subsection (6) provides that an authorised person may require such assistance from any
person, and may take such measurements and photographs, and make such recordings,
asthat person considers necessary for the exercise of the powers under sections 62 and
63.
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Section 64 gives the Commission a general power to require information, documents,
records and other items from bodies and persons listed in subsection (2) if the
Commission considers them necessary in order to carry out its regulatory functions.

Under section 65, regulations may require a prescribed person to provide the
Commission with an explanation of: any documents, records or other items inspected,
copied or provided under sections 62 to 64; any information provided under those
sections; any other documents etc. provided to the Commission in order for the
Commissionto carry out itsregulatory functions; or any other information or documents
related to the Commission’ sregulatory functions. Subsection (3) enablestheregul ations
to require individuals to be present at atime and place specified by the Commission to
give an explanation. Thiswill enable the Commission to discuss any matters of concern
that its reviews and inspections have brought to light with those responsible.

Sections 63(7), 64(4) and 65(4) make it an offence for a person to obstruct the exercise
of any of the powers under section 62 or 63 or to fail to comply with any requirement
imposed under section 63, 64 or 65. The penalty on summary conviction is afine, not
exceeding level 4 on the standard scale (currently £2,500).

| nteraction with other authorities

Section 66: Interaction with other authorities

247.

Section 66 gives effect to Schedule 4.

Schedule 4: I nteraction with other authorities

248.

249.

250.

251.

252.

Paragraph 1 defines the inspection authorities to which Schedule 4 applies: they are
the five existing criminal justice inspectorates, CIECSS; and the Audit Commission.
Paragraph 2 defines inspection functions for the purposes of the Schedule. Paragraph
3 defines a public authority for those purposes as any person whose functions are
functions of a public nature (excluding any person carrying out functionsin connection
with Parliamentary proceedings).

Paragraph 4 enables the Commission to delegate any of its inspection functions to
another public authority. Where the Commission delegates functions, these will be
regarded for the purposes of any legislation as carried out by the Commission.

Paragraph 5 requiresthe Commission to produce both an inspection programme setting
out the inspections it intends to carry out, and an inspection framework, which sets
out how it intends to carry out its inspection and reporting functions. These must
be prepared from time to time, or at times specified by order by the Secretary of
State. Before preparing these documents, the Commission must consult the Secretary
of State, the inspection authorities (as defined by paragraph 1) and anyone else
specified by an order made by the Secretary of State (unless they have waived their
right to be consulted). The Commission must then send the people it has consulted
a copy of the programme or framework. This will provide advance notice of the
Commission’s proposals. It will also allow an opportunity for people to raise concerns
about duplication with other inspection bodies or about the overall burden of inspection.

The requirements under paragraph 5 do not prevent the Commission from carrying out
unannounced inspections.

Paragraph 6 alows the Commission to give a notice to another inspection authority
(or other people specified in an order by the Secretary of State), which proposes to
carry out an inspection of a prescribed organisation, where the Commission believes
the inspection would impose an unreasonable burden on the organisation. This notice
can require the inspection authority not to carry out the inspection in the proposed way,
or at al.
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The Secretary of State may specify, by order, circumstancesin which this power should
not apply. The Secretary of State may also give consent for aparticular inspection to be
undertaken, if heis satisfied that the inspection will not impose an unreasonable burden
or will not do soif carried out in a particular way. Further provisionsin relation to this
paragraph may be made by order of the Secretary of State.

Paragraphs 7 to 10 cover other aspects of the Commission’s relationship with
other public authorities. Paragraph 7 requires the Commission to co-operate with the
inspection authorities or other public authorities specified by an order of the Secretary of
State. Paragraph 8 enables the Commission to act jointly with other public authorities.
Paragraph 9 enables the Commission to provide advice or assistance to other public
authorities. Paragraph 10 allows the Commission to make arrangements with other
inspection authorities to carry out inspections on their behalf. These powers allow the
Commission to build links with other related public authorities in order to work to
minimise the regulatory burden they jointly impose.

Section 67: Co-ordination of reviews or assessments

255.

Section 67 requires the Commission to promote effective coordination of reviews and
assessments in relation to the carrying on of regulated activities.

Section 68: Avoidance of unreasonable burdensin exercise of regulatory powers

256.

257.

258.

Section 68 allows the Secretary of State to publish guidance about the steps that
the Commission and other prescribed regulatory bodies may take to avoid imposing
unreasonable burdens on health and social care organisations when carrying out
inspections, or collecting information.

This guidance may cover co-operation between regulatory bodies, and the sharing of
information between them. It might, for example, advise regulatory bodieshow to make
use of information that has already been collected, rather than making a direct request
for thisinformation to the health and social care organisations concerned.

The guidance will apply to the Commission and other prescribed regul atory authorities
that have functions relating to the provision of health or social care. They will be
obliged to take the guidance into account when carrying out inspections or requiring
information. The section makes it clear that any guidance does not limit the scope of
a regulatory authority’s powers, or affect a person’s obligation to comply with any
reguirement.

Section 69: Co-operation between the Commission and Welsh Ministers

250.

Section 69 provides that the Commission and the Welsh Ministers must work with one
another in order to carry out their corresponding functions efficiently and effectively.
Subsection (3) enables them to share information for the purpose of fulfilling this
obligation.

Section 70: Co-operation between the Commission and the I ndependent Regulator
of NHS Foundation Trusts

260.

Section 70 provides how the Commission and Monitor should work with one another
and clarifies the interface between the Commission and Monitor, whose work relates
closely to that of the Commission. It requiresthe Commission and Monitor to co-operate
with one another in carrying out their functions. The Commission must keep Monitor
informed about the provision of health care by NHS Foundation Trusts. Monitor must
give the Commission any information it has relating to the provision of health care by
NHS Foundation Trusts which will assist the Commission in carrying out its functions.
The section also sets out specific material (material relevant to reviews, investigations
and studies) that the Commission must provide to Monitor, on request.
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Section 71: Provision of information by Auditor General for Wales

261.  Section 71 requires the Auditor Genera for Wales to share with the Commission any
information that the Commission may reasonably reguire in relation to a study under
section 54 relating to health care or English NHS bodies so that comparisons can be
made between English and Welsh NHS bodies. This replaces a similar provision in
section 69A of theHealth and Social Care (Community Health and Standards) Act 2003,
which is being repealed (see paragraph 40 of Schedule 5 to this Act). The Commission
is placed under a reciprocal duty by virtue of an amendment to section 64 of the
Public Audit (Wales) Act 2004, which currently applies to CHAI (see paragraph 77
of Schedule 5 to this Act). This will reguire the Commission to provide the Auditor
Genera for Wales with information he may require for comparative studies under
sections 145 and 145A of the Government of Wales Act 1998 of care provided by Welsh
NHS bodies compared with English NHS bodies.

Section 72: Provision of material to the Comptroller and Auditor General

262.  Section 72 requires the Commission to provide material relevant to reviews,
investigations or studies that it carries out to the Comptroller and Auditor General on
request.

Sections 73 and 74: Arrangements with Ministers

263.  Section 73 enables a Minister of the Crown to arrange for the Commission to carry out
any of its functions in relation to prescribed health or social care schemes for which
the Minister has responsibility. For example, arrangements may be made between the
Commission and the Secretary of State for Defence in respect of the provision of health
care to the Armed Forces. Section 74 enables a Northern Ireland Minister to arrange
for the Commission to carry out any of its functions which correspond to functions of
the Commission and relate to the Northern Ireland health service.

Inquiries

Section 75: Inquiries

264.  Section 75 enables the Secretary of State to initiate an inquiry into matters concerning
the exercise of any of the Commission’s functions. Subsection (2) gives the Secretary
of State the power to direct that an inquiry be held in private. Where no such direction
is given, subsection (3) enables the person holding the inquiry to decide whether the
inquiry or any part of it should be held in private. This might be necessary, for example,
to protect patient confidentiality.

265.  Subsection (4) applies section 250(2) to (5) of the Local Government Act 1972 to an
inquiry undertaken under this section. This will enable the person holding the inquiry
to issue a summons requiring an individual to give evidence or produce any documents
in their custody or under their control at a stated time and place. If that person fails to
attend (for reasons other than not having the necessary expenses of their visit paid or
tendered), then they may be liable to afine or imprisonment.

266.  Subsection (5) requires reports of inquiries set up under the powers in this section to
be published unless the Secretary of State decides there are exceptional circumstances
that render publication inappropriate (for example, publication being prejudicial to any
ongoing criminal investigation).

I nformation

Sections 76 and 77: Disclosure of confidential personal information / Defence

267.  Section 76 makesit acriminal offencefor any person, including amember or employee
of the Commission, knowingly or recklessly to disclose confidential information which
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has been obtained by the Commission and which identifies an individual, during the
lifetime of the individual. The penalty on summary conviction is imprisonment of up
to 12 months, or afine not exceeding the statutory maximum, or both. The penalty on
conviction on indictment isimprisonment of up to 2 years, or an unlimited fine, or both.
The section applies to all of the Commission’s functions, whereas under the existing
law a similar provision only appliesto CHAI as the regulator of health services.

Subsections (1) to (3) of section 77 set out defences to a charge under section 76. It is
a defence to prove that any of the circumstances listed in subsection (2) (for example,
that the form of disclosure meant that theindividual was not identified or the individual
concerned had given their consent to the information being made available) applied or
that the person charged reasonably believed they applied. It is also a defence to prove
that the disclosure was made for a purpose in subsection (3), for example, in connection
with a criminal investigation. Subsection (4) requires that, where someone offers one
of these defences in response to a charge brought under section 76 and evidence is
adduced which is sufficient to raise an issue with respect to the defence, the defence
is to be regarded as satisfied unless the prosecution proves beyond reasonable doubt
that it is not.

Section 78: Use of information etc.

269.

Section 78 provides that the Commission may use information, documents or records
obtained or produced in carrying out any of its functions for any of its other
functions (subject to the limitationsin relation to the disclosure of confidential personal
information under section 76).

Section 79: Permitted disclosures

270.

The Commission may disclose any information it obtains in the course of carrying
out its functions where any of the circumstances set out in subsection (3) apply (for
example, where the information has aready been lawfully disclosed to the public, or
where the disclosure is necessary to protect the welfare of any individual). Where none
of those circumstances applies, the Commission may discloseinformation that relatesto
anindividua if that individual has consented to the disclosure, or the form of disclosure
means that the individual is not identified.

Section 80: Code of practice on confidential personal information

271.

Section 80 places the Commission under astatutory duty to publish acode of practicein
relation to how it will obtain, use, handle and disclose confidential personal information
(defined as information which is obtained by the Commission in confidence and
whichidentifiesanindividual). The Commission must consult the National Information
Governance Board and anyone else it considers appropriate before publishing a code
under this section.

Further provisions about functions of Commission

Section 81: Publication of programme of reviews etc.

272.

Section 81 requires the Commission to publish adocument that sets out the reviews and
studies that it intends to carry out under sections 48, 54 and 57. Before preparing the
document, the Commission must consult the Secretary of State and any other person
specified by order of the Secretary of State. Once prepared, the Commission must
send them a copy of the document. Subsection (4) makes clear that the requirement to
publish such a programme does not prevent the Secretary of State from requiring the
Commission to carry out a particular review or investigation, or the Commission from
carrying out a special investigation under section 48 where it considers there to be a
risk to the health, safety or welfare of people receiving health or social care.

26


http://www.legislation.gov.uk/id/ukpga/2008/14/section/77/1
http://www.legislation.gov.uk/id/ukpga/2008/14/section/77/3
http://www.legislation.gov.uk/id/ukpga/2008/14/section/77/4
http://www.legislation.gov.uk/id/ukpga/2008/14/section/78
http://www.legislation.gov.uk/id/ukpga/2008/14/section/78
http://www.legislation.gov.uk/id/ukpga/2008/14/section/79
http://www.legislation.gov.uk/id/ukpga/2008/14/section/79/3
http://www.legislation.gov.uk/id/ukpga/2008/14/section/80
http://www.legislation.gov.uk/id/ukpga/2008/14/section/80
http://www.legislation.gov.uk/id/ukpga/2008/14/section/81
http://www.legislation.gov.uk/id/ukpga/2008/14/section/81
http://www.legislation.gov.uk/id/ukpga/2008/14/section/81/4

These notes refer to the Health and Social Care Act 2008
(c.14) which received Royal Assent on 21 July 2008

Section 82: Failure by the Commission in discharge of its functions

273.

If the Secretary of State considers that the Commission is failing to carry out any of
its functions, or to carry them out properly, then section 82 enables the Secretary of
State to issue a direction to the Commission. The section also enables the Secretary
of State to carry out functions of the Commission or arrange for a third party to do so
if the Commission fails to comply with the direction. These powers might be needed
not necessarily because of any fault on the Commission’s part but possibly due to
circumstances outside its control, for example, a serious infection affecting many of its
staff and therefore its ability to perform its duties.

Section 83: Reportsfor each financial year etc.

274.

275.

276.

277.

Section 83 places a duty on the Commission to report annually to Parliament on a
number of matters. These are:

» theway it has exercised its functions;

the provision of NHS care;
» theprovision of adult socia services,
» thecarrying on of activities regulated by the Commission; and

* the steps it has taken to implement the proposals in its statement on user
involvement required under section 5,

in each case, during the financial year in question.

The report can be made up of separate documents on each matter or be presented in a
single document. The Secretary of State may require the Commission to include in its
report separate reports on specified aspects of the matters.

The Commission’ sfunctions under the Mental Health Act are excluded from the annual
report under section 83. The Commission will produce a separate annual report on the
operation of the Mental Health Act. MHAC currently has to report biennially on the
operation of the Mental Health Act.

All reports under this section must be laid before Parliament and sent to the Secretary
of State. The Commission is also required to provide any other additional reports and
information on the exercise of its functions that the Secretary of State may request
during the year.

Section 84: Reports and information

278.  Section 84 requiresthe Commission to make copies of any report it publishes available
to view at its offices. It must provide copies of the report on request. The Commission
may also provide other information that a person might request that is relevant to the
discharge of its functions. It can charge a reasonable fee for providing information or
copies of reports.

Fees

Section 85: Fees

279.  Section 85 enables the Commission, with the consent of the Secretary of State, to make

provision for the payment of a fee in relation to certain registration functions under
Chapter 2 and other prescribed functions under Part 1. It is intended that where fees
are charged, these will relate to the costs incurred by the Commission in exercising
the functions to which they relate and there will not be cross subsidy of any of the
Commission’s other functions.
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The Commission will be able to decide how much the fees will be, how they will be
calculated, and details such as when they should be paid. The Commission may charge
different feesin different circumstances, or to different people. Peopleliableto pay fees
arerequired to give the Commission such information asit thinks is necessary in order
to determine what fees should apply to them.

The Secretary of State can by regulations make alternative provision on fees (which
will apply in place of provision made by the Commission) if heisof theview that it is
necessary or desirable for him to do so.

Enforcement

Sections 86 and 87: Penalty notices

282.

283.

284.

Section 86 gives the Commission power to issue penalty notices. Thisis anew power
that isnot availableto CHAI and CSCI under the existing law. Where a person commits
a prescribed offence under Part 1, or under regulations under Part 1, the Commission
may give the person a penalty notice. Thisis an invitation to pay a penalty instead of
being prosecuted for the offence. The Commission might, for example, issue a penalty
notice where the Commission becomes aware of an offence that has been committed
in the past (such as failure by someone to comply with one of the conditions of their
registration) but is satisfied that the offence was relatively minor and that they are
now complying with the condition in question. In those circumstances the person may
pay the penalty specified in the penalty notice as recognition of the offence and the
Commission would then take no further action in relation to that offence. If, however,
that person subsequently breached the same condition of their registration then they
would be liable to be prosecuted for the new (repeat) offence.

The Commission will receive any amounts paid, but will then pay them to the Secretary
of State who will pay them into the Consolidated Fund.

Section 87 confers a regulation-making power which allows the procedural details
about penalty notices to be set out in regulations.

Section 88: Guidance by the Commission in relation to enforcement action

285.

Section 88 requires the Commission to publish guidance on how it will exercise
its enforcement powers under Part 1. This guidance is expected to cover how
the Commission intends to work with Monitor in relation to enforcement action
involving NHS Foundation Trusts. The Commission must consult on this guidance, and
regulations may set out any particular peoplethat it must include in such a consultation.

Section 89: Publication of information relating to enforcement action etc.

286.

287.

Section 89 enables regulations to be made which will either authorise or require the
Commission to publish details of enforcement action it has taken. The regulations may
set out what i nformation the Commission can or must publishin eachinstance, aswell as
when and how it must publish it. Thiswill enable the Commission to makeinformation
available to the public about the action it has taken using its powers under Part 1.

If information is to be published about warning notices, the regulations must allow the
people to whom the notices were given to make representations to the Commission
before theinformation is published. Thisisbecausethereisno right of appeal in respect
of awarning notice.

Section 90: Proceedings for offences

288.

Section 90 provides that only the Commission or, if he is carrying out any of the
Commission’ sfunctions, the Secretary of State, can commence proceedingsin relation

28


http://www.legislation.gov.uk/id/ukpga/2008/14/section/86
http://www.legislation.gov.uk/id/ukpga/2008/14/section/87
http://www.legislation.gov.uk/id/ukpga/2008/14/section/86
http://www.legislation.gov.uk/id/ukpga/2008/14/section/87
http://www.legislation.gov.uk/id/ukpga/2008/14/section/88
http://www.legislation.gov.uk/id/ukpga/2008/14/section/88
http://www.legislation.gov.uk/id/ukpga/2008/14/section/89
http://www.legislation.gov.uk/id/ukpga/2008/14/section/89
http://www.legislation.gov.uk/id/ukpga/2008/14/section/90
http://www.legislation.gov.uk/id/ukpga/2008/14/section/90

289.

These notes refer to the Health and Social Care Act 2008
(c.14) which received Royal Assent on 21 July 2008

to offences under Part 1 or under regulations under it without written consent of the
Attorney General.

Subsection (2) provides that a prosecution must be commenced within 12 months from
the date on which there was sufficient evidence to prosecute, with along stop of 3 years
from the date on which the offence was committed.

Section 91: Offences by bodies corporate

290.

Section 91 deals with corporate liability. If an offence under Part 1 of the Act, or
regulations made under it, is proved to have been committed with the consent or
connivance of an officer of a body corporate then they, as well as the company, are
guilty of the offence.

Section 92: Unincor porated associations

2901

Section 92 contains provisions dealing with certain procedural matters where criminal
proceedings are brought against unincorporated associations. Subsection (1) provides
that proceedings are to be brought in the name of the association (and not any of the
individual members). However, subsection (5) makes clear that if an offenceis proved
to have been committed with the consent or connivance of an officer of the association
or amember of its governing body, then they, as well as the association, are guilty of
the offence. Individual officers or members of the association will not be able to escape
prosecution simply because the association isliable; both may beliablefor prosecution.

Service of documents

Sections 93 and 94: Service of documents

292.

Where Part 1 providesfor notices or other documentsto be given to or served on people,
section 93 generally requiresthat thisbe donein person or by registered post or recorded
delivery. Under section 16, regulations may state that the registered person must notify
the Commission of the addressit wishesto be used for the service of documents. Notices
or documents sent by post can be assumed to have been delivered after three days
unless the person can prove this was not the case. Under sections 93 and 94 notices
may be served electronically by the Commission if the person receiving the notice has
consented to receive notices in this way and has provided a suitable address for this
purpose. They may be served electronically by persons other than the Commission if
served in such manner as the Commission may require.

Further amendments

Section 95 and Schedule 5: Further amendments relating to Part 1

293.

294.

Section 95 gives effect to Schedule 5. Schedule 5 makes various consequential
amendments which include replacing references in other legidation to CHAI, CSCI
and MHAC with references to the Commission. It also makes extensive consequential
amendments to the Care Standards Act 2000 and the Health and Socia Care
(Community Health and Standards) Act 2003. Section 227 of the Local Government
and Public Involvement in Health Act 2007 isalso amended to include the Commission
in the list of people to whom Local Involvement Networks must send copies of their
annual reports.

Schedule 5 also makes a number of amendments of the Care Standards Act 2000 in
relation to Wales. These amendments provide: anew power to suspend registration and
to suspend registration urgently; a provision to change registration conditions urgently
by notice; a new power to impose a penalty notice where the Welsh Ministers are
satisfied that a person has committed a prescribed offence; and an extension to thetime
limit in section 29 of the Act within which criminal proceedings must be brought, from
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6 months to 12 months. These powers apply in respect of persons registered with the
Welsh Ministersin relation to establishments or agencies under Part 2 of that Act.

Crown application

Section 96: Application of Part 1 to Crown

295.

Section 96 enables the provisions of Chapters 2, 3 and 6 to apply to the Crown. If
services such as prison health care or military hospitals provided by Defence Medical
Services became subject to registration or review, individuals, such as civil servants
who are in the service of the Crown as public servants, could be prosecuted under the
Act in the same way as private individuals, private organisations and their staff. The
Crown would not, however, be liable to criminal prosecution in relation to offences
under those Chapters, although the High Court could find that the Crown had acted
unlawfully following ajudicial review. Subsection (5) enables the Secretary of State, in
the interests of national security, to limit the powers of entry and inspection conferred
by sections 58 and 59 so far as relating to premises held or used by or on behalf of
the Crown.

| nterpretation

Section 97: General interpretation of Part 1

296.

Section 97 sets out the meaning of various terms used within Part 1 of the Act.

Part 2 —Regulation of Health Professions and Health and Social Care Workforce

The Office of the Health Professions Adjudicator

Section 98: The Office of the Health Professions Adjudicator

297.

Section 98 establishes the OHPA asabody corporate. It isto have functionsrelating to
doctors, optometrists, dispensing opticians, student opticiansand optical businesses(i.e.
the professionsregulated by the Medical Act 1983 and the Opticians Act 1989). Section
98 also gives effect to Schedule 6 which makes detailed provision for the constitution
and membership of the OHPA. The establishment of this body requires a number of
consequential amendments to other enactments. These are contained in Schedule 10.

Schedule 6: The Office of the Health Professions Adjudicator

298.
299.

300.

Schedule 6 makes detailed provision for the constitution and membership of the OHPA.

Paragraphs 2 and3set out the status of the body and that it is to have the powers
necessary to enable it to carry out its functions.

Paragraphs 4 to10 make provision about the membership of the body. The members
are to be alegaly qualified chair appointed by the Privy Council, at least one but no
more than three non-executive members, also appointed by the Privy Council, and at
least one but no more than three executive members, subject to the proviso that there
are not more executive than non-executive members. Initially the executive members
will be appointed by the Privy Council. Thereafter they will be appointed by the OHPA.
The Privy Council must make regulations about the precise number of executive and
non-executive members. Paragraph 21 of Schedule 10 contains provisions to allow
the Privy Council to delegate their appointment functions in relation to the OHPA
to the Appointments Commission. By virtue of paragraph 22 of Schedule 10, the
Appointments Commission will be able to assist the OHPA with its appointment of
executive members. The chair and other members may be removed from office by the
Privy Council on the grounds of incapacity or misbehaviour, but will otherwise hold
and vacate office in accordance with the terms of their appointment.
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Paragraphs 11 and 12deal with the procedure to be followed by the OHPA and
provide that the OHPA may regulate its own procedure. Proceedings of the OHPA are
not affected by circumstances such as vacancies in its membership or defects in the
appointment of members.

Paragraph 13 requires the OHPA to maintain a system for the declaration and
registration of members’ private interests and to publish entriesrecorded in the register.

Under paragraph 14, the Secretary of State is to determine the remuneration and
allowances payable to the chair and other members. The Secretary of State may aso
reguire the OHPA to make provision for pensions and, in certain circumstances, to pay
compensation to a person who has ceased to hold office as chair of the OHPA. Under
paragraphs 15 and16, amendments to the Superannuation Act 1972 will enable the
OHPA to be included in the civil service pension scheme. Under paragraph 17, the
OHPA may appoint such employees as it considers appropriate, on such terms as it
determines (including as to pay, pensions etc.)

Paragraph 18 providesthat the Secretary of State and DHSSPSNI may make payments
tothe OHPA. The Secretary of State and DHSSPSNI can also make loansto the OHPA.
Paragraph 18(4) requires Treasury consent to the amount and terms of |oans madeto the
OHPA by the Secretary of State. Paragraph 18(6) requiresthe consent of the Department
of Finance and Personnel in Northern Ireland to the amount and terms of loans made
to the OHPA by DHSSPSNI. The OHPA will have no other powers to borrow money.
Paragraph 18(8) and (9) provide that the Secretary of State and DHSSPSNI may give
directions to the OHPA on the application of payments or loans made to it.

Under paragraph 19, the OHPA must keep accounts, and prepare annual accounts, in
such form as determined by the Secretary of State. Copies of annual accounts must be
sent to the Comptroller and Auditor General, who will lay copies of the accounts and
of hisreport on them before Parliament. A copy of the accounts must also be sent to the
Secretary of State and DHSSPSNI. DHSSPSNI will lay a copy of the accounts before
the Northern Ireland Assembly. Under paragraph 20, the OHPA must also prepare an
annual report for each financial year on how it has carried out its functions. The Privy
Council may give directions as to the content of the report. The Secretary of State must
lay it before Parliament. DHSSPSNI must lay it before the Northern Ireland Assembly.

Paragraph 21 concernsthe application of the seal of the OHPA. Paragraph 22 concerns
the receipt in evidence of documents purporting to be executed under the sea of the
OHPA or signed on its behalf. Paragraph 23 provides for public access to meetings of
the OHPA in Northern Ireland. Equivalent provision in relation to meetingsin England,
Wales and Scotland is made by the amendment to the Public Bodies (Admission to
Meetings) Act 1960 in Schedule 10.

Section 99: Functions under Medical Act 1983 and Opticians Act 1989

307.  Section 99 bringsinto effect Schedule 7.

Schedule 7

308.  Schedule 7 is split into two parts. Part 1 makes amendments to the Medical Act 1983
and Part 2 makes amendments to the Opticians Act 1989. These have the effect of
transferring to the OHPA the functions of the GMC and the GOC in relation to the
adjudication of fitness to practise cases.

309. Paragraph 4 inserts a new section 35ZA into the Medical Act 1983. This provides that

the GMC may publish guidance on the factors that they consider to indicate:

» where a practitioner’s fithess to practise is found to be impaired, what sanction
would or would not be appropriate;
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» where a practitioner’s fitness to practise is found not to be impaired, whether a
warning should or should not be given regarding future conduct or performance;

» and where a person has had his name erased from the register, whether their
registration should be restored or not.

The GMC may aso publish guidance on:

» the type of conditions to be imposed, where a practitioner’s registration is to be
made conditional;

» the period of time for which a person’s registration should be suspended or made
conditional.

Paragraph 30 inserts a new section 13AA into the Opticians Act 1989, providing that
the GOC may publish similar guidance in relation to types of sanctions available, in
cases involving those regulated by the Opticians Act 1989.

Undersubsection (3) of each of the new sections described above, the OHPA must
take account of any guidance published by the GMC and the GOC under these powers
(in their capacity as the body responsible for setting and maintaining the standards
required of their registrants) when making decisions on what sanctions to impose in
any particular case.

Paragraph 11 inserts a new section 40A into the Medical Act 1983, allowing the GMC
to refer a case to the High Court, or in Scotland the Court of Session, where it thinks
that the OHPA hasreached afinding relating to fitness to practise that isunduly lenient,
and that it is necessary in the interests of public protection for it to take action. The
new section sets out the decisions which can be referred and the timescales for such
referrals. The provision isin place of the CRHP s power under section 29 of the Health
CareProfessions Act 2002 to refer equivalent decisions of the GMC’ sfitnessto practise
panels to the court.

Paragraph 46 inserts anew section 23l into the Opticians Act 1989, allowing the GOC
similar rights of referral.

Section 100: Fitnessto practise panels

315.

316.

Section 100 provides that the OHPA's function of adjudication of fitness to practise
cases is to be carried out by panels. The members are to be drawn from lists held by
the OHPA and each pandl must consist of at least 3 people - -— achair, alay member
and a professionally qualified member. Other lay or professionally qualified members
may be appointed to the panels provided they are on the OHPA's lists (see note on
section 101 below). The chair can be a person who is legally qualified, alay member
or a professionally qualified member (see note on section 101 below). Subsection (3)
empowers the OHPA to make further provision about the selection of fitnessto practise
panels through its rules. Rules may provide, for example, that professionally qualified
panel members are selected from the professional list with due regard to the profession
of the practitioner whose fitness to practise is being considered.

Subsection (4) provides that rules made under subsection (3) may reguire the selection
of alegally qualified chair in specified circumstances. The rules may also provide for
pilot schemes under which legally qualified chairs are, or are not, selected for certain
proceedings.

Section 101: Lists of persons eligible for membership of fithessto practise panels

317.

Section 101 requires the OHPA to keep three lists:

e oneof persons ligible to serve as chairs;
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e oneof persons eligible to serve aslay members; and
* oneof personseligible to serve as professionally qualified members.

Subsection (2) provides that the list of chairsis to consist of persons who are legally
qualified and persons who are aso included on the lists of lay and professionaly
qualified members.

Rules made by the OHPA under this section may set out further details of how thelists
will be kept and the information relating to each individual appointed which will appear
on the lists. Rules may also set out the requirements for appointment to any list. Rules
made by the OHPA under this section must set out the qualifications a person must
havein order to be considered ‘legally qualified’ and therefore eligible for appointment
to the chairs list. They must also provide for the experience and training that any lay
or professionally qualified member must have in order for them to be appointed to the
chairslist.

This section provides that no member of the OHPA may be appointed to alist.

Section 102: Further provisions about listed persons

321.

322.

Section 102 provides that the OHPA may pay fees, allowances and expenses to people
it has appointed to itslists. It also provides that allowances and expenses may be paid
to those persons that the OHPA proposes to appoint to itslists, but only in connection
with the provision of training for them. The OHPA must provide, or arrange for the
provision of, training for those included on alist and may provide, or arrange for the
provision of, training for prospective appointeesto alist.

The OHPA must establish and maintain a system for the declaration and registration of
the private interests of aperson included on any of thelists and publish entriesrecorded
in the register.

Section 103: Legal assessors

323.

Under section 103 the OHPA must appoint or arrange for the appointment of legal
assessors to give advice on points of law to the OHPA’s panels. To be eligible for
appointment such assessors must meet the requirements set out in rules made by the
OHPA. Rules made by the OHPA must set out the required qualifications, and may
make further provision about the functions of legal assessors. The OHPA may pay such
fees, allowances and expenses as it deems appropriate to these legal assessors. A legal
assessor may be appointed either generally or for particular proceedings or a particular
class of proceedings. Rules under this section may also provide that a panel is not to
have alegal assessor, where the chair of the panel islegally qualified.

Section 104: Clinical and other specialist advisers

324.

Section 104 provides that the OHPA may appoint persons as clinical advisers who will
advise its fitness to practise panels on issues relating to health. The OHPA may also
appoint other specialist adviserswho will advisethe panelsonissuesfalling within their
speciaty on which the OHPA considers that specialist knowledge is required. To be
eligible for appointment such advisers must meet the requirements set out in rules made
by the OHPA. The rules may also make provision about their functions. The OHPA
may pay such fees, allowances and expenses as it deems appropriate to these advisers.
Advisers may be appointed either generally or for particular proceedings or a particular
class of proceedings.

Section 105 Procedural rules

325.

Section 105 requires the OHPA to make rules about the procedure to be followed in
making referrals to it under the Medical Act 1983 or the Opticians Act 1989 and the
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procedure to be followed before its pands (including the rules of evidence). The rules
will not apply to the conduct by the regulatory bodies of their investigations or the
preparation of the case before it is referred to the OHPA.

The rules must include:

e provisionfor apractitioner to be notified that proceedings are being brought against
them;

e provision for notice of decisions of a fitness to practise panel to be given to the
parties to the proceedings (i.e. the practitioner and the regulator) and the registrar
of the relevant regulatory body;

» provision conferring the right on parties to the proceedings to put their case a a
hearing;

e provision conferring the right on partiesto the proceedings to be represented at any
hearing by a person meeting criteria specified in the rules; and

e provision for hearings to be held in public except in circumstances that the rules
state otherwise. For example, therules could make provision for ahearingin private
in some circumstances.

Section 106: Administration of oaths and issuing of withess summonses etc.

327.

Section 106 makes provision for fitness to practise panels to require persons giving
evidence during a hearing to give the evidence under oath and for witnesses to be
summoned. Similar provision is made in subsection (1) for hearings in England and
Wales or in Northern Ireland to that made in subsection (4) for hearings in Scotland.

Section 107: Duty to inform the public

328.

Section 107 requiresthat the OHPA publish certain information about itself and the way
it carries out its functions. This includes information about the decisions of its fitness
to practise panels. The OHPA may withhold from publication confidential information
about a person’s health, and other information specified in rules. It is not required,
or authorised, to publish information if publication is prohibited by any enactment or
would be a contempt of court.

Section 108: Duty to consult

329.

330.

Section 108 requires the OHPA to seek the views of the following on matters relevant
to the exercise of its functions:

* members of the public;
» bodies which appear to the OHPA to represent the interests of patients;
* the GMC and the GOC;

» any other bodies that appear to the OHPA to represent the professions regul ated by
the Medical Act 1983 and Opticians Act 1989.

The section is not restrictive and the OHPA may choose to consult more widely than
this. It is likely that the Office for National Statistics will classify the OHPA as an
Executive Non-Departmental Public Body. As such it would be expected to follow
existing best practice in consulting. This would include the practice to be followed
in relation to the manner in which it makes public the responses and the decisions it
reachesin light of them.

Section 109: OHPA rules: supplementary
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Section 109 provides that before making rules, the OHPA must consult:
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» the Council for Healthcare Regulatory Excellence;
* theGMC, if therules affect the profession regulated by the Medical Act 1983;
» the GOC, if the rules affect the professions regulated by the Opticians Act 1989;

» other bodieswhich appear to the OHPA to represent the professionsregul ated by the
GMC or, asthe case may be, the GOC, if therulesaffect these regulated professions;

* bodiesthat appear to the OHPA to represent the interests of patients,

any other persons the OHPA considers appropriate.

Therulescomeinto force only if approved by the Privy Council by an Order of Council,
subject to the negative resol ution procedure (apart from any rules under section 100(4)
containing provision for the piloting of legally qualified chairs, to which section 162(4)
applies the affirmative procedure). The Privy Council may modify the rules before
approving them but must first give the OHPA the opportunity to make observations on
the proposed changes.

Section 110: Fees payable by General Medical Council and General Optical
Council

333.

334.

335.

336.

Section 110 introduces a fees charging regime from which the OHPA will secure the
majority of its funding after the initial implementation period.

The section requires the Secretary of State to make regulations requiring each of the
GMC and the GOC to pay to the OHPA a periodic fee in respect of the discharge of its
functions (thisis likely to be on an annual basis). Regulations made under this section
will be subject to prior consultation with the two regulatory bodies and such other
persons as the Secretary of State considers appropriate and will be subject to Treasury
approval. The regulations will be subject to Parliamentary scrutiny under the negative
resolution procedure.

The fee must be determined in accordance with the regulations. It is intended that the
regulatory bodies will pay an amount linked to their forecasted use of the OHPA’s
services. The OHPA will be required to notify the regul atory bodies of the proposed fee
level and to consider any representations made by the regulators on this before formally
setting the fee by making a determination.

Subsection (7) enables the regulations to: provide for when the fees are to be paid;
enable a fee determination to be varied, replaced or revoked in year; and make
provisions about unpaid fees.

Amendments of Part 3 of Health Act 1999

Section 111: Extension of powers under s.60 of Health Act 1999

337.

Section 60 of the Health Act 1999 alows Her Majesty, by Order in Council, to
modify the regulation of the existing regulated healthcare professions and to bring
other healthcare professionsinto statutory regulation. An Order made under section 60
may repeal or revoke any enactment or instrument, amend it, or replace it (subject
to the restrictions in paragraphs 7 and 8 of Schedule 3 to the Health Act 1999). The
Government must consult on draft Orders prior to them being laid before Parliament.
The Orders are subject to the affirmative procedure. Orders which make provision for
professions whose regul ation isnot a“ reserved matter” for the purposes of the Scotland
Act 1998 (in effect, those made subject to statutory regulation since 1 July 1999) are
subject to affirmative procedure in the Scottish Parliament (aswell as at Westminster).
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Section 111 bringsinto effect Schedule 8 which amends section 60 of, and Schedule 3
to, the Health Act 1999. The effect of the amendmentsisto extend the powers available
under section 60.

Schedule 8: Extension of powers under s.60 of Health Act 1999

339.

340.

341.

342.

343.

Paragraph 1(2) bringsthe OHPA within the scope of section 60 of the Health Act 1999.
This enables changes to be made to the constitution, functions, powers and duties of the
OHPA by an Order in Council so that they can be updated as approaches to regulation
change and evolve and so that additional professions can be brought within the remit
of the OHPA.

Paragraph 1(3) removes the reference to the ‘Pharmacy Act 1954° (which has been
repeal ed by the Pharmacists and Pharmacy Technicians Order 2007) from section 60(2)
(). This is replaced by section 60(2)(aa) which refers to ‘professions regulated by
the Pharmacists and Pharmacy Technicians Order 2007 and the Pharmacy (Northern
Ireland) Order 1976, the first now being the relevant legidation for the regulation
of pharmacists and pharmacy technicians in Great Britain and the second being the
relevant legislation in respect of the regulation of pharmacists in Northern Ireland. It
also inserts a new section 60(2)(ca), referring to private hearing aid dispensers. The
intention isto make an Order in Council under section 60 giving the Health Professions
Council responsibility for the regulation of this profession.

Paragraph 1(4) inserts anew subsection (2A) into section 60. This enables an Order in
Council under this section to make provision relating to, or connected with, the specific
statutory functions of the RPSGB and the PSNI. These are:

» the functions under the Medicines Act 1968 in relation to the registration and
regulation of pharmacy premises, and the other inspection and enforcement
functions which the RPSGB and the PSNI have under that Act;

e thefunctions under the Poisons Act 1972 and the Poisons (Northern Ireland) Order
1976 in so far as they relate to persons admitted to practice, such as pharmacists,
and persons carrying on aretail pharmacy business;

e the grant of authorisations under section 28 of the Regulation of Investigatory
Powers Act 2000 concerning directed surveillance.

The primary purpose of theinclusion of subsection (2A) isto ensure that these statutory
functions, which are separate from but connected to the regulation of individual
practitioners, are brought within the scope of section 60, so that changes can be
made across all of the RPSGB’s and the PSNI’ s regul atory functions where necessary.
For example, this will facilitate the transfer of all of the RPSGB’s and the PSNI’'s
(subject to adecision by Northern Ireland Ministers to proceed in this way) regulatory
functions under these Acts to the proposed General Pharmaceutical Council which the
Government intends to create in the future by a section 60 Order. However, it is aso
envisaged that these powers will be used to modernise the requirements in relation to
pharmacy premises in particular.

Paragraphs 2, 7(3) and (4) and 8(a) of Schedule 8 — An Order in Council under
section 60 of the Health Act 1999 can amend or repeal (by virtue of paragraph 2(1)
of Schedule 3 to that Act) any enactment. Paragraph 8(a) of Schedule 8 inserts a
definition of “enactment” into Schedule 3. The definition includes not only Acts of
the Westminster Parliament (and instruments made under them), but also Acts of
the Scottish Parliament, Measures or Acts of the National Assembly for Wales and
Northern Ireland legidation (and instruments made under them). Paragraph 2 amends
section 62(10) of the Health Act 1999 to provide that where an Order in Council
includes provision amending Scottish legislation on devolved matters but the provision
isincidental to or consequential on provision about areserved matter, the Order does not
on that account require the approval of the Scottish Parliament. Paragraph 7(3) and (4)
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of Schedule 8 provide that, in those circumstances, Scottish Ministers are not required
to consult on a draft of the Order in Council. Rather, the Secretary of State alone will
consult on the draft Order (although he will have to consult the Scottish Ministers).

Paragraph 4 inserts areference to “aNorthern Ireland department” into paragraph 5 of
Schedule 3 to the Health Act 1999. This allows an Order in Council under section 60
of the Health Act 1999 to confer functions on or modify the functions of a Northern
Ireland department. This bringsthe position in relation to Northern Ireland departments
into line with the ability to confer functions on or modify the functions of Ministers of
the Crown, as well as the Scottish Ministers and the Welsh Ministers, by means of an
Order under section 60.

Paragraph 5 makes amendments to paragraph 7 of Schedule 3, which specifies matters
outside the scope of the Orders under section 60. Paragraph 5(2) replaces the existing
sub-paragraph (1) of paragraph 7. New sub-paragraph (1) has the effect that those
regulatory bodies to which section 60(2)(a) applies, the RPSGB, the PSNI, the Health
Professions Council, the NMC, and any other regulatory body established by an Order
under section 60 (such as the proposed new General Pharmaceutical Council), cannot
be abolished by an Order under section 60.

New sub-paragraph (1A) of paragraph 7 of Schedule 3 qualifies new sub-paragraph (1)
by providing that an Order in Council may establish a new regulatory body for the
professions regulated by the Pharmacists and Pharmacy Technicians Order 2007 and
the Pharmacy (Northern Ireland) Order 1976 and transfer to that new body regulatory
functions currently exercised by the RPSGB and the PSNI. The scope of section 60
of the Health Act 1999 is confined to regulation. For that reason, the new paragraph
7(1A) of Schedule 3 to the Health Act 1999 will only enable functions relating to
regulation to betransferred from the RPSGB and the PSNI to the proposed new General
Pharmaceutical Council.

Under the current provisionsin section 60 of, and Schedule 3 to, the Health Act 1999,
an Order in Council cannot require a majority of the members of a regulatory body
to be lay members. Paragraph 5(3) removes this restriction through the removal of
paragraph 7(2) of Schedule 3 to the Health Act 1999.

Paragraph 5(4) removes a restriction that has prevented Orders under section 60
from being used to make provisions allowing functions conferred on the Privy
Council in relation to some of the regulated professions to be exercised by another
person. The professions affected are pharmacists, doctors, optometrists, dispensing
opticians, osteopaths, chiropractors, dentists and the other professions regulated, or to
be regulated, under the Dentists Act 1984. In practice, it is anticipated that once this
restriction has been removed the extended section 60 power will generally be used
to transfer functions from the Privy Council to the regulatory bodies for the affected
professions rather than to third parties.

Paragraph 6 makes amendments to paragraph 8 of Schedule 3 to the Health Act 1999,
which specifies other matters that are outside the scope of an Order under section 60.
Paragraph 6(2) and (3) allow thefitnessto practise functions of theregul atory bodiesto
be transferred to the OHPA by a section 60 Order. They also ensure that the regulatory
functions currently exercised by the RPSGB, the PSNI and the Hearing Aid Council
can be transferred to a new regulatory body, using an Order under section 60, which
would otherwise be prohibited as regards certain protected functions.

Paragraph 7 makes amendments to paragraph 9 of Schedule 3 to the Health Act 1999,
which specifies the preliminary procedures for making an Order under section 60.
Paragraph 7(2) makes changes to clarify that where an Order under section 60 deals
with more than one profession (for example, pharmacists and pharmacy technicians,
or doctors and dentists), representations on the published draft Order should be invited
from people considered appropriate to represent any profession covered by the Order.
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Representations should also be invited from peopl e considered appropriate to represent
the users of the services provided by any profession covered by the Order.

Paragraph 7(3) and (4): see the explanation in relation to paragraph 2 above.
Paragraph 8(a): see the explanation in relation to paragraph 2 above.

Paragraph 9 amends paragraph 11 of Schedule 3 to the Health Act 1999, by replacing
references to the National Health Service Act 1977 with references to the NHS Act
2006 and the NHS (Wales) Act 2006 (which consolidated NHS legidation in England
and Wales respectively).

Paragraph 10 repeals paragraph 12 of Schedule 3 to the Health Act 1999, which
contains limitations on the extent to which changes can be made under section 60 in
relation to the regulation of the pharmacy profession in Northern Ireland. This will
allow for changes to the PSNI through an Order under section 60, specifically for the
regulatory functions of the PSNI to be transferred to a new General Pharmaceutical
Council (subject to a decision by Northern Ireland Ministers to proceed in this way).

Section 112: Standard of proof in fitness to practise proceedings

355.

356.

Currently, the application of the standard of proof in fitness to practise proceedings by
regulatory bodiesis not consistent. At present, all except two of the health regulatory
bodies (the GOC and the NMC) use the civil standard of proof rather than the criminal
standard of proof in fitness to practise proceedings.

Section 112 inserts a new section 60A into the Health Act 1999. This new section
imposes a requirement for all the regulatory bodies and the new OHPA to use the
civil standard of proof in fitness to practise proceedings. A restriction is included in
subsection (4), the effect of which isthat an Order under section 60 of the Health Act
1999 may not amend this new section or make any provision which isinconsistent with
the imposition of the civil standard of proof.

Council for Healthcare Regulatory Excellence

Section 113: Council for Healthcare Regulatory Excellence

357.

358.

Section 113 changes the name of the CRHP to the Council for Healthcare Regulatory
Excellence. As a consequence of the name change, a number of consequential
amendmentsarerequired to the Health Care Professions Act 2002 and other enactments,
which are contained in Schedule 10.

The genera functions of the Council for Healthcare Regulatory Excellence are set
out in section 25 of the Health Care Professions Act 2002. Section 113 inserts a new
subsection (2A) into section 25, which provides that the main objective of the Council
for Healthcare Regulatory Excellence, in exercising its functions, is to promote the
health, safety and well-being of patients and other members of the public.

Section 114: Constitution etc. of the Council

359.

360.

Section 114 makes provision regarding the constitution of the Council for Healthcare
Regulatory Excellence. The present Council of nineteen members is reduced to
nine members. It will consist of a chair appointed by the Privy Council, six non-
executives appointed by the Secretary of State and the devolved administrations, and
two executives appointed by the Council itself. Paragraphs 20 and 21 of Schedule 10
allow the Secretary of State and the Privy Council respectively, if they wish, to delegate
the selection process to the Appointments Commission.

In addition, in subsection (3) of this section, amendments are made to the enabling
powers to make regulations (contained in paragraph 6 of Schedule 7 to the Health Care
Professions Act 2002) relating to conditions of appointment, tenure of office etc. of
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the chair, Council members and deputy chair as a consequence of the change in the
constitution. Subsection (6) inserts anew sub-paragraph into paragraph 16 of Schedule 7
to require the Council for Healthcare Regulatory Excellence in its annual report to
include a statement on how it and each health professions regulatory body has, in the
Council's opinion, promoted the health, safety and well-being of patients and other
members of the public.

Section 115: Powers and duties of Council

361.

Section 115 provides for a new subsection (4) to be substituted for the existing
subsection (4) of section 26 of the Health Care Professions Act 2002. The new
subsection clarifies that the Council for Healthcare Regulatory Excellence may
investigate individual cases for the purpose of providing general reports on the
performance of healthcare regulatory bodies and making general recommendations to
those bodies affecting future cases.

Section 116: Powers of Secretary of State and devolved administrations

362.

Section 116 inserts a new section 26A into the Health Care Professions Act 2002 and
amends section 26 of that Act. It enablesthe Secretary of State, the Welsh Ministersand
the Scottish Ministersand DHSSPSNI to require the Council for Healthcare Regulatory
Excellence to provide advice and investigate and report on matters relating to the
regulation of the health care professions.

Section 117: Duty to inform and consult the public

363.

Section 117 inserts a new section 26B into the Health Care Professions Act 2002,
which imposes a duty on the Council for Healthcare Regulatory Excellence to publish,
or provide in a suitable manner, information about itself and the carrying out of its
functions. It also imposes a duty on the Council for Healthcare Regulatory Excellence
to seek the views of members of the public, and bodies which appear to it to represent
the interests of patients, on issues relating to the Council’ s functions.

Section 118: Reference of cases by Council to court

364.

365.

Section 118 amends section 29 of the Health Care Professions Act 2002. Section 29
is extended to enable the Council for Healthcare Regulatory Excellence to refer to the
High Court or, in Scotland, the Court of Session, casesrelating to impairment of fitness
to practise on grounds of ill health, in addition to cases relating to misconduct and
professional competence.

The section makes some minor amendments which update referencesto the committees
to which section 29 applies. It also makes amendments to remove the ability of the
Council for Healthcare Regulatory Excellenceto refer cases of the GMC and the GOC
tothe High Court or, in Scotland, the Court of Session, asthose caseswill fall withinthe
remit of the new OHPA. The GMC and GOC are given powers to refer these casesin
Schedule 7. Subsection (3) clarifieswhich court hasjurisdiction to deal with referralsby
the Council for Healthcare Regulatory Excellence by reference to the address to which
notification of the relevant decision was sent. Subsection (4) amends section 29(6)
(which currently provides a time limit of four weeks within which the Council may
refer the case to the High Court or, in Scotland, the Court of Session). Section 29(6)
is amended to provide that the Council may not refer a case to the High Court or, in
Scotland, the Court of Session, after aperiod of forty days. Theforty day period begins
on the last day on which an appeal against the decision could be made.
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Conduct and performance of medical practitioners and other health care workers

Section 119: Responsible officers and their dutiesrelating to medical profession

366.

Section 119 inserts a new Part 5A (responsible officers) into the Medical Act 1983
(which sets out the general provisionsfor the regulation of the medical profession). The
new Part will contain six sections.

New section 45A of the Medical Act 1983 — requirement to nominate or appoint
responsible officer

367.

368.

369.

Subsection (1) alows the appropriate authority by regulations to designate certain
organisations (“designated bodies’), which will be required to appoint or nominate
persons who are to have specified responsibilities relating to the regulation of medical
practitioners. These persons are to be known as “responsible officers’. The appropriate
authority in relation to England, Wales and Scotland is the Secretary of State and in
relation to Northern Ireland is DHSSPSNI.

Subsections (3) and (4) set out the types of organisations which may be required to
nominate or appoint aresponsible officer. These are organisationswhich are directly or
indirectly involved in providing healthcare, or which employ or contract with doctors
(including in an administrative capacity). This wide definition of designated bodies
is intended to ensure that all doctors in the United Kingdom, whether employees or
self-employed, are linked to an appropriate responsible officer. The intention is that
all NHS hospital trusts and PCTs/Local Health Boards in England and Wales, Health
Boards in Scotland, larger private sector healthcare organisations such as independent
hospital's, and larger locum agencies supplying the services of doctors, should nominate
or appoint responsible officers. Guidance will cover circumstances such as those of a
doctor employed by two or more organisations, each with a responsible officer.

Subsection (5) allows regulations to include criteria for appointment of responsible
officers, and arequirement for designated bodiesto provide them with resources. It aso
allows regulations to permit two or more healthcare organisations to share the services
of asingleresponsible officer —thiscould be helpful, for instance, for organisationsonly
employing one or very few doctors. It also allows regulations to be made to authorise
or require an organisation to have more than one responsible officer. Subsection (6)
allows for regulations to require the GMC to be consulted before a responsible officer
isnominated or appointed. Subsection (7) allows the regul ations to specify caseswhere
the Secretary of State is to nominate the responsible officer instead of the designated
body itself.

New section 45B of the Medical Act 1983 — responsibilities of responsible officer

370.

Subsection (1) allows regulations made under the new section 45A to specify
the responsibilities of the responsible officer. Such responsibilities can include the
evauation of the fitness to practise of medical practitioners having a prescribed
connection with the designated body and a duty to co-operate with the GMC in
connection with its responsibilities either for medical revalidation (Part 3A of the
Medical Act 1983) or fitness to practise proceedings (Part 5 of the Medical Act 1983).
It isintended that this co-operation will include making recommendationsto the GMC
(with whom the final decision rests) on relicensing of medical practitioners based
on individuals' records. Subsection (3) sets out the power to prescribe a connection
between amedical practitioner and the designated body. Theintention isthat this power
will be used to ensure that all medical practitioners in the UK come within the remit
of aresponsible officer. Subsection (4) enables the designated body to confer on the
responsible officer any powers needed to undertake such responsibilities. Subsection (5)
regquires designated bodies to have regard to the responsible officer’ s functions under
the regulationsiif it gives them other functions to perform.
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New section 45C of the Medical Act 1983 —further provisions

371. Subsection (1) of this new section alows the appropriate authority to creste,
in regulations made under section 45A, offences for non-compliance or other
procedures for enforcement. Subsection (2) allows for regulations to require healthcare
organisations or their responsible officers to take account of guidance issued by or on
behalf of the appropriate authority. Subsection (3) enables the regulations to require
bodies employing medical practitioners (but which are not designated bodies), or
medical practitioners themselves, to provide funds and resources to a responsible
officer (or their employer) having prescribed responsibilitiesin relation to such medical
practitioners. Subsection (4) alows for the regulations to require specified persons to
supply information or produce documents to a responsible officer in connection with
the performance of that officer’s responsibilities.

New section 45D of the Medical Act 1983 — Crown application

372.  Thissection appliesnew Part 5A of the Medical Act 1983 to the Crown and to peoplein
the service of the Crown. Subsection (2) provides that the Crown will not be criminally
liablefor contravention of any provision of the Part but any such contravention may be
declared unlawful by the relevant court.

New section 45E of the Medical Act 1983 —regulations under section 45A:
supplementary provisions

373.  Section 45E requiresregulationsto be made by statutory instrument, or by statutory rule
in relation to Northern Ireland. The first regulations made by each of the appropriate
authoritieswhich confer responsibilities on responsible officersby virtue of section 45B
are to be subject to the affirmative resolution procedure before Parliament or the
Northern Ireland Assembly (as the case may be), but regulations are otherwise subject
to the negative resolution procedure. Before making any regulations, the Secretary of
State must consult the Scottish and Welsh Ministers if the regulations are to extend to
Scotland or apply to Wales respectively.

New section 45F of the Medical Act 1983 —interpretation of Part 5A

374.  Section 45F sets out the meaning of various terms used within this new Part 5A of the
Medical Act 1983.

Section 120: Additional responsibilities of responsible officers. England and Wales
and Northern Ireland

375.  Section 120 alows the Secretary of State in relation to England, the Welsh Ministers
in relation to Wales, and DHSSPSNI in relation to Northern Ireland, by regulations
to confer further responsibilities on responsible officers nominated or appointed under
Part 5A of the Medical Act 1983. Qubsection (1) sets out that these additional
responsibilities may relate to the initial employment of doctors, the monitoring of the
performance or conduct of doctors, and ensuring appropriate action is taken when
concernsare raised in relation to such performance or conduct (in circumstances which
would not call into question the doctor’s fitness to practise under the Medical Act
1983). Subsection (5) applies sections 45A (5)(d), 45B(2) to (5) and 45C(1), (3) and (4)
of the Medical Act 1983 (relating to the provision of resources, organisations having
more than one responsible officer, the connection between a medical practitioner and
a designated body, designated bodies conferring powers and additional functions on
responsible officers, the creation of offences and procedures for enforcement and the
provision of information) to regulations made under this section in the same way as
those sections apply to regulations made under section 45A of that Act. Subsection (6)
enables regulations to require designated bodies or their responsible officers to take
account of guidance issued by or on behalf of the appropriate authority.
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Section 121: Co-operation between prescribed bodies

376.

377.

378.

379.

Subsection (1) allows the appropriate Minister to make regulations requiring specified
bodies:

» toshareinformation relating to health care workers whose conduct or performance
could be athreat to the health and safety of patients;

» torespond to appropriate requestsfor information from other specified bodies about
the conduct or performance of any health care worker;

» to consider appropriate action and to take specified steps.

The bodies that may be specified for these purposes are those required to have
responsible officers under the new Part 5A of the Medical Act 1983 (see the notes
on section 119 above) and any other organisations specified by the regulations (it is
intended that all organisations employing or contracting with health care or social care
workers, public bodies exercising regulatory functions in relation to the work of such
persons, socia services authorities, other health related organisations, and the police
will be specified for these purposes).

Subsection (2) alows the regulations to require specified bodies to take active steps
to disclose information in specified circumstances whether or not the information has
been requested. The types of circumstances which might be specified include situations
where one body has concerns about a healthcare professional and believes that another
body might haveinformation that would helpitsinvestigation, or where aninvestigation
uncovers information that shows that a worker may be a danger to public safety.
Subsection (3) alows the appropriate Minister to create, in the regulations, offences
for non-compliance, or other procedures for enforcement. Subsection (4) allowsfor the
regul ationsto require specified bodiesto take account of guidance given by or on behal f
of the appropriate Minister. The intention isthat guidance will cover issues such asthe
need to treat information received as confidential, the proper conduct of investigations,
and factorsto be taken into account when deciding whether or not to share information.
Subsection (5) requires the appropriate Minister, when making regulations under this
section, to have regard to the importance of avoiding unfair prejudice to health care
workers against whom unsubstantiated all egations are made.

Subsection (6) definesanumber of termsused in the section. The* appropriate Minister”
is defined as the Secretary of State except that, in relation to co-operation by a Welsh
health body or a Welsh social services body, it means the Welsh Ministers.

Section 122: Ss.120 and 121: Crown application

380.

Section 122 applies sections 120 and 121 to the Crown and to people in the service
of the Crown. Subsection (2) provides that the Crown will not be criminally liable for
contravention of any provision of those sections or regulations made under them but
any such contravention may be declared unlawful by the relevant court.

Hearing Aid Council

Section 123: Dissolution of Hearing Aid Council

381.

Section 123 provides for the dissolution of the Hearing Aid Council and the repeal of
the Hearing Aid Council Act 1968 and the Hearing Aid Council (Extension) Act 1975.
Subsection (3) preventsthe dissol ution of the Council from taking place before an Order
in Council under section 60 of the Health Act 1999 has comeinto force. Thiswill ensure
that the Hearing Aid Council will not be abolished until provision has been made for
the Health Professions Council to assume responsibility for the regulation of private
hearing aid dispensers. Employers of private hearing aid dispensers will no longer be
subject to statutory regulation. Subsection (5) allows the Secretary of Stateto make an
order for the transfer of any property, rights and liabilities of the Hearing Aid Council
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to another regulatory body or the Secretary of State. Subsection (6) defines that other
body as the body which is designated by the Order made under section 60 as being
responsible for the regulation of private hearing aid dispensers.

Regulation of social care workforce

Section 124: Regulation of social care workers

382.

383.

384.

385.

Section 124 enables the Secretary of State (in relation to England) and the Welsh
Ministers (in relation to Wales) to make regulations modifying the regulation of social
care workers. Regulations may amend or repeal any enactment (subject to paragraphs
3 and 8 of Schedule 9). Subsection (3) defines* social care worker” by reference to the
definition in section 55 of the Care Standards Act 2000.

Subsection (4) makes it clear that certain matters are covered by the references to the
regulation of social care workers and are therefore within the scope of regulations
under section 124. Paragraphs (a) and (b) cover social care workerswho fall within the
definition in section 55 of the Care Standards Act 2000 but who are not yet subject to
registration, those who have applied for registration but are not yet registered, and those
who have been, but are no longer, registered. Paragraph (c) makesit possible (if thought
necessary or expedient in the future) to regul ate activities carried on by personswho are
not social care workersin connection with activities carried on by social care workers.

It is intended that regulations will be made to enable the legidative framework
governing the social care workforce to be kept up to date, to take account of changing
public expectations of the workforce and to take account of the workforce' s own views
about the development of their regulation. New responsibilities can also be given to
the Councils.

Schedule 9 supplements section 124.

Schedule 9: Regulation of social care workers

386.

387.

388.

389.

390.

Paragraph 2 of the Schedule gives examples of the matters which may be dealt with in
regulations. Regulations may make changesto any aspect of the regulation of the social
care workforce, subject to the limitationsin paragraphs 3 and 8.

Paragraph 3 preventsthe amendment by regulations of section 55 of the Care Standards
Act 2000 which contains the definition of “socia care worker” and is used for the
purposes of section 124 and the Schedule. But it permits the amendment or repeal of
any other provision of the Act or any other enactment, instrument or document.

Paragraph 4 enables regulations to make provision for the delegation of functions,
including the power to make, confirm or approve subordinate legislation. This
paragraph enables regulations to confer the power on the Councils to make rules, and
to make provision for any such rules to be confirmed or approved. Currently, the Care
Standards Act 2000 enables the Councils to make rules about issues detailed in Part 4
of that Act. Any such rules are subject to the approval of the appropriate Minister.

Paragraph 5(a) provides for regulations to make provision about the charging of fees.
It is intended that where fees are charged, the level of those fees will not exceed the
costsincurred in exercising the function to which the feesrelate.

Paragraph 6 enables regulations made by the Secretary of State to confer functions
on Ministers of the Crown. It also enables regulations made by the Welsh Ministers
to confer functions on the Welsh Ministers. For example, regulations might enable a
Minister to pay grants to a body. Any conferment of functions would be subject to
paragraph 8.
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391. Paragraph 7 limitsthe new criminal offencethat can be created using this power to one
which, on summary conviction, leads to a fine not exceeding level 5 on the standard
scale.

392. Paragraph 8 provides that regulations cannot abolish either the GSCC or the CCW.
Paragraphs 8(2) and (3) state that regulations may not transfer to any other person
certain functions conferred on the Councils (or any of their committees or officers)
by the Care Standards Act 2000. These functions are: the keeping of the register of
social care workers; determining standards of education and training required as a
condition of registration; giving advice about standards of conduct and performance;
and administering procedures relating to misconduct, removal from registration and
similar matters.

393.  Paragraph9obligesthe Secretary of State, before making regulationsunder section 124
(in relation to England), to consult persons appearing to him appropriate to represent
social care workers affected by the regulations and to represent those provided with
services by them and to consult other persons that the Secretary of State considers it
appropriateto consult. The consultation will be on the basis of the draft regulations. The
Secretary of State must publish these in draft three months before they are laid before
Parliament. Following consultation, the draft regulations will be laid before Parliament
(asoriginally drafted or with appropriate amendments) accompanied by a report about
the consultation. Draft regulations will be subject to Parliamentary scrutiny under the
affirmative procedure.

394.  Paragraph 10 imposes requirements, similar to those contained in paragraph 9, upon
the Welsh Ministersin relation to the procedure for making regulations in relation to
Wales.

Section 125: Standard of proof in proceedings relating to registration of social care
wor ker

395.  Section 125 makes provision for the civil standard of proof to be used in any
proceedings which relate to asocial care worker’ s suitability to be or remain registered.
Thecivil standard isto be used in all such proceedings whether before the GSCC or the
CCW, or before one of their committees or any of their officers. It ensures that the civil
standard of proof isapplied consistently by all of the health and social care professions
regulatory bodies.

396.  Subsection (4) prevents regulations made under section 124 from amending section 125
or making any provision that is inconsistent with the requirement to adopt the civil
standard of proof. This means that any change to the requirement to use the civil
standard can only be made through another Act of Parliament.

Approved mental health professionals

Section 126: Education and training of approved mental health professionals

397. The Mental Health Act (as amended by the Mental Health Act 2007) provides for the
approval of personsto act as AMHPs and confers functions on the Councilsin relation
to the education and training of people who are or wish to become AMHPs. When
the relevant provisions come into force, AMHPs will take on the functions previously
exercised by approved social workers, including making applications for a patient’s
admission and detention in hospital under Part 2 of the Mental Health Act. In addition
to social workers, a wider group of professionals (for example nurses, occupational
therapistsand psychologists) will potentially be eligiblefor approval asAMHPsaslong
as they have theright skills, experience and training.

398.  Section 126 allows the Secretary of State in relation to the GSCC and the Welsh
Ministers in relation to the CCW to make regulations modifying the functions of the
Councils that relate to the education and training of AMHPs. This might cover, for
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example, their functions that relate to the approval of courses for social workers when
acting as AMHPs.

Subsection (2) providesthat the regul ation-making power may be used to amend, repeal
or apply (with or without modifications) any provision of any enactment, instrument
or document.

Subsection (3) provides that certain paragraphs of Schedule 9 also apply (with
modifications) to regul ations made under this section. For example, the regul ations may
provide for fees to be charged and payments to be made by the Councils (paragraph 5
of Schedule 9). The same procedure for making regulations under section 124 applies
to regulations made under this section (paragraphs 9 and 10 of Schedule 9).

Part 3 —Public Health Protection

Section 129: Public health protection

401.

402.

403.

404.

405.

406.

Section 129 inserts a new Part 2A into the Public Health Act 1984. This new Part 2A
replaces the existing Part 2 of the Act.

Newsection 45A defines certain terms used in the new Part. It providesthat referenceto
infection or contamination isto that which presents or could present significant harm to
human health. It also providesthat referenceto disinfection or decontaminationincludes
the removal of any vector, agent or source of infection or contamination.

Newsection 45B enables the appropriate Minister (defined in new section 45T(6) asthe
Secretary of State for England, or the Welsh Ministers for Wales) to make regulations
for preventing danger to public health from conveyances (or the persons or articles
on those conveyances) arriving at any place or for preventing the spread of infection
or contamination by conveyances leaving any place. It also provides a power for
regulations to give effect to international agreements or arrangements, for example
World Health Organi sation recommendations. It gives examples of particular measures
the regulations might include. The powers are needed to enable similar provision
to be made to that contained in the Public Health (Aircraft) Regulations 1979 (S.I.
1979/1434), the Public Health (Ships) Regulations 1979 (S.1. 1979/1435), or the Public
Health (International Trains) Regulations 1994 (S.1. 1994/311), al of which are made
under section 13 of the Public Health Act 1984.

New section 45C provides a power for the appropriate Minister to make regulations to
prevent, protect against, control or provide a public health response to the incidence or
spread of infection or contamination in England and Wales. The threat can come from
outside England and Wales.

Section 45C(3) and (4) give examples of particular provision which might be made.
For example new section 45C(3)(a) would enable the Secretary of State or the Welsh
Ministersto set out standing national requirements for notification of cases of specified
diseases by registered medical practitioners to the local authority. Section 45C(3)
(c) alows the Secretary of State or the Welsh Ministers to impose restrictions or
requirements directly on persons, or in relation to things or premises, or to enable
another body, such asthe local authority, or indeed the Secretary of State or the Welsh
Ministers, to do so. Section 45C(4)(a) to (d) provide examples of the restrictions or
requirements that might be imposed, including special restrictions or requirements.

Section 45C(6)(a) defines special restrictions or requirements by reference to the
measures that a justice of the peace can include in a court order by virtue of new
section 45G(2), 45H(2) or 45I1(2). The following measures are not regarded as special
restrictions or requirements. a requirement to keep a child away from school; a
restriction on the holding of an event; or a restriction or requirement relating to the
handling, transport, burial or cremation of dead bodies or the handling, transport or
disposal of human remains.
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Newsection 45D contains restrictions on the exercise of the power under section 45C.
Section 45D (1) prohibits the appropriate Minister from making regul ations containing
restrictionsor requirements under section 45C(3)(c) unlessthe Minister considerswhen
making the regulations that the measures are proportionate to what is being sought
to be achieved. Similarly, under section 45D(2), regulations which enable imposition
of arestriction or requirement under section 45C(3)(c) must provide that the person
who decides to impose such a measure must consider when taking the decision that the
restriction or requirement is proportionate to what is sought to be achieved by imposing
it.

Section 45D(3) prohibits regulations from directly imposing a special restriction or
requirement restricting or requiring medical examination, remova to or detention
in hospital or another suitable establishment, or isolation or quarantine. However,
regulations may enable the imposition of these restrictions or requirements by a
decision-maker, if either of the conditionsin section 45D(4) are met. Those conditions
are that there is a serious and imminent threat to public health when the regulations
are made or the decision to impose the restrictions or requirements is expressed in the
regulations to be contingent on there being such a threat at the time the decision to
impose them is made.

New section 45E excludes compulsory medical treatment, including vaccination, from
the ambit of the regulation-making powers in sections 45B and 45C.

Newsection 45F makes further provision about regulations under section 45B or 45C.
This includes, at new section 45F(3), details of when the regulations may be used
to amend primary or secondary legisation. Section 45F(5) outlines the penalties for
the offences that can be created using the regulations. These are a fine not exceeding
£20,000 and a daily penalty not exceeding an amount equal to 2% of level 5 on the
standard scale (£100) for continuing to commit an offence after initial conviction. Under
subsection (2)(f) regulations may permit or prohibit the levy of charges. It isintended
that where charges are levied, the level of those charges will not exceed the costs
incurred in exercising the function to which the charges rel ate.

New section 45F(6), (7) and (8) make provision about the reviews and appeals in
relation to special restrictions or requirements imposed by virtue of a decision taken
under regulations made under section 45C. Subsection (6) providesthat, where aspecial
restriction or requirement is imposed on or in relation to a person, thing or premises
the regulations must include provision for an individua (or business) to have a right
of appeal to amagistrates’ court against the decision. Subsection (7) requires that the
regulations also make available a right of review at specified intervals to specified
personsfor special restrictionsor requirementswhich continuein forceinrelation to any
person, thing or premises for more than a specified period. Furthermore, subsection (8)
provides that where the restriction or requirement imposed is detention, isolation or
quarantine, the period prior to review and the interval between reviews must not exceed
28 days, and the regulations must require the continuation to be reviewed without the
need for an application.

Newsections 45G to 45J make new provision for court orders. The powers conferred
on justices of the peace are wider than previously provided for under the Public Health
Act 1984. For example, court orders could not previously be made under the Act in
relation to things or premises. In some cases, requirements which could previously be
imposed by alocal authority under the Public Health Act 1984 will now be subject to
acourt order.

New section 45G(1) sets out the criteria that must be met for a justice of the peace to
make an order under the legislation in relation to a person. The justice of the peace
must be satisfied that:

» thepersonisor may beinfected or contaminated;
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» theinfection or contamination presents or could present significant harm to human
health;

» thereisarisk that the person might infect or contaminate others; and
e itisnecessary to make the order to remove or reduce that risk.

Themeasuresthat an order can providefor are described at section 45G(2). They arethat
aperson be required to submit to medical examination, be removed to or detained in a
hospital or other suitabl e establishment, be kept in quarantine or isolation, be disinfected
or decontaminated, wear protective clothing, provide information, have their health
monitored, attend training or advice sessions, or be restricted as to where they go or
with whom they have contact or from working or trading.

Section 45G(3) and (4) enable the justice of the peace to make an order requiring an
individual who is, or may be, infected or contaminated to provide information about
the identity of another individual where that other individual may also be infected or
contaminated and there is arisk that that person might infect or contaminate others.
Thisis known as contact tracing.

New section 45G(7) requires the appropriate Minister to make regulations setting out
what evidence must be available to the justice of the peace before the justice can be
satisfied that there are grounds for making an order. Sections 45H(7) and 45I(7) enable
the appropriate Minister to make similar regulations in relation to evidence for orders
regarding things and premises, and in relation to evidence for orders regarding contact
tracing in relation to things and premises.

New sections 45H(1) and 45I(1) enable a justice of the peace to make an order if
conditions similar to those in section 45G(1) are satisfied, but in relation to things
and premises respectively. An order in relation to a thing might require, under
section 45H(2), that the thing be seized or retained, kept in isolation or quarantine or
disinfected or decontaminated. It might also require, in the case of a dead body, that
the body be buried or cremated or, in any other case, that the thing be destroyed or
disposed of. Similar measures are available under section 451(2) in relation to premises
(which include conveyances) except that instead of quarantine or isolation an order
could require premises to be closed. New sections 45H(3) and (4) and 451(3) and (4)
also enable contact tracing in relation to things and premises respectively.

New section 45J makes provision in relation to groups of people, things or premises
with regard to the powersin new sections 45G, 45H and 45I. Thiswill assist the justice
of the peace to make the same provision in one order where, for example, more than
one person has been contaminated by the same contaminant.

New section 45K makes supplementary provision about what can be included in an
order of a justice of the peace, known as a “Part 2A order”. It includes at new
section 45K (3) provision that a measure in a Part 2A order may be conditional. For
example, an order might state that if an individual refuses to be decontaminated, he
must stay inisolation until the risk of contaminating others has passed.

Section 45K (5) allows the justice of the peace to include in a Part 2A order directions
as to any action that might be appropriate to give effect to the order. This might, for
example, include putting in place support provisionsfor a person undergoing a measure
such as quarantine.

Section 61 of the Public Health Act 1984 as amended by paragraph 17 of Schedule 11
to thisAct providesfor aright of entry or warrant authorising entry to enable arelevant
health protection authority to enter premises other than a private dwelling, or awarrant
authorising entry to premises including a private dwelling. Section 45K (6) provides
that a Part 2A order can include authority to enter premisesincluding aprivate dwelling
instead of having to apply separately for awarrant under section 61. If an order includes
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such authority, subsections (1) and (1A) (as inserted by paragraph 18 of Schedule 11
to this Act) of section 62 of the Public Health Act 1984 apply asif awarrant had been
issued under section 61. Thismeans, for exampl e, that there can be tests of the premises
or of anything found on them and that samples of the premises or anything found on
them can be taken and retained.

Newsection 45L makes provision with regard to the length of time for which any
restriction or requirement imposed by or under a Part 2A order may beinforce. Section
45L (1) requires any restriction or requirement in an order to have a specified timelimit.
Section 45L (2) enables further orders to be made extending the period for which the
restriction or requirement is imposed beyond that time limit. Section 45L (3) provides
a maximum period of 28 days where the order imposes detention in a hospital or
other suitable establishment, or quarantine or isolation of a person. This applies both
to the initial period specified in the order and any extension of it. There is a power
by regulations to prescribe a shorter period. Section 45L(4) enables the appropriate
Minister to specify in regulations the maximum period for which any restriction or
requirement other than one for detention in hospital etc., quarantine or isolation may be
imposed and the maximum period of any extension of that period.

New section 45M sets out the procedures for making, changing or revoking a Part
2A order. Only a local authority may apply for a Part 2A order (subsection (1) of
section 45M), but an affected person, in addition to the local authority or any other
authority with the function of executing or enforcing the order in question, can apply
for the order to be varied or revoked (subsection (5)). Section 45M(6) sets out who is
an affected person in the case of an order under section 45G, and enables regulations by
the appropriate Minister to prescribe any other person as an affected person. Sections
45M(7)(c), (8)(c) and (9) provide similar regulation-making powers in relation to who
may be an affected person for applications in respect of orders under sections 45H(2)
and (4) and 451(2) and (4). Section 45M(10) provides that varying or revoking a Part
2A order does not invalidate any action already taken under the order. Section 45M(3)
requiresthe appropriate Minister to prescribein regul ations the personsto whom alocal
authority is required to give notice of the making of an application for a Part 2A order.
However, Part 2A orders can be made without a person being given the notice that
would ordinarily be required under regulations made under section 45M(3) or under
rules of court if the justice of the peace considers it necessary to do so (subsection (4)
of section 45M).

Newsection 45N enables the Secretary of State or the Welsh Ministers to make
regulations dealing with matters relating to the taking of measures pursuant to Part 2A
orders including the provisions described at section 45N(2).

New section 450 provides that it is an offence to fail to comply, without reasonable
excuse, with a restriction or requirement imposed by or under an order of ajustice of
the peace or to wilfully obstruct anyone executing the order. The offenceis punishable
with a fine of up to £20,000. Subsections (4) and (5) of section 450 provide that a
constable may take into custody and return a person who leaves a place contrary to an
order detaining or isolating or quarantining the person in that place.

Newsection 45P provides that regulations under Part 2A of the Public Health Act 1984
may make different provision for different cases or different areas.

Newsection 45Q sets out the different Parliamentary procedures for making regulations
under the powers at new sections 45B and 45C and those covering Part 2A orders. In
general, regulations, including those under section 45B, are made under the negative
resol ution procedure. Regulations made under section 45C are subject to the affirmative
resolution procedure unless they contain a declaration under section 45Q(3) that the
person making them is of the opinion that the regulations do not contain any provision
made by virtue of section 45C(3)(c) imposing special restrictions or requirements, or
other restrictions or requirements that would have a significant effect on a person’s
rights. Regulations which amend an enactment for the purpose of giving effect to an
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international agreement are also subject to the affirmative resolution procedure. The
first set of regulationsto be made under sections45G(7), 45L (4) and 45N will be subject
to the affirmative resolution procedure.

Regulations of a kind to which draft affirmative procedure would normally apply may
be made and brought into effect immediately under section 45R(2) if they contain a
declaration from the Minister who makes the regulations that the person making them
is of the opinion that it is necessary by reason of urgency for them to be made without
adraft being approved under that procedure. If either House of Parliament (for English
regulations) or the National Assembly for Wales (for Welsh regulations) decides to
reject the regulations, then they will cease to have effect at the end of the day on
which they are rejected (section 45R(5)). They will also cease to have effect after 28
days if aresolution approving them has not been passed by each House of Parliament
(for English regulations) or the National Assembly for Wales (for Welsh regulations)
(section 45R(4)).

Newsection 45S provides that the provisionsin Part 2A of the Public Health Act 1984
have effect in relation to the territorial sea adjacent to England or Wales.

New section 45T defines a number of terms used in new Part 2A of the Public Health
Act 1984.

Section 130: Further amendmentsrelating to public health protection

431.

Section 130 repeals Part 2 of the Public Health Act 1984 and gives effect to Schedule 11
to thisAct.

Schedule 11: Public health protection: further amendments

432.

433.

434,

435.

436.

437.

438.

439.

Schedule 11 amends or repeals provisions in other legislation consequent on changes
made by the repeal and replacement of Part 2 of the Public Health Act 1984. It also
amends other provisions of the Public Health Act 1984.

Paragraph 2 removes from section 159 of the Local Government, Planning and Land
Act 1980 areference to provisions in Part 2 which refer to common lodging houses.

Paragraphs 3 to 30 amend the Public Health Act 1984. Paragraphs 3 to 6 define local
authorities in section 1 (authorities administering Act), update sections 5 (financial
provisions as to port health authorities) and 7 (port health district and authority for Port
of London) and make repeal s consequent on the replacement of Part 2 (of sections 1(2)
and (4) and 9).

Paragraph 7 updates section 48 in line with modern scientific understanding of the
spread of disease, so that the powers to deal with the removal of dead bodies are not
limited to a particular building.

Paragraphs 8 to 10 remove references to infectious disease from sections 49 to 51 of
Part 4 of the Public Health Act 1984, which deals with canal boats. These references
are unnecessary, as the powersin Part 2A will cover cana boats.

Paragraph 11 repeals provision for criminal offencesin section 52 under Part 4 which
have become unnecessary in light of changes made to section 2 of the Magistrates
Courts Act 1980 by the Courts Act 2003.

Paragraph 12 omits Part 5 (miscellaneous) and section 57 (genera provision for
compensation) in Part 6 of the Public Health Act 1984. The provisions are either out of
date or are intended to be replaced by or under Part 2A.

Paragraphs 13 to 15 bring sections 58 to 60 in line with new Part 2A by substituting for
local authorities, relevant health protection authorities which include local authorities
and making other consequential amendments.
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Paragraph 16 updates the Public Health Act 1984 by introducing a new section 60A
which provides a regulation-making power to enable notices, orders and other
documents to be given or served electronically.

Paragraph 17 updates and amends the powers to enter premises in section 61 to bring
them into line with Part 2A. New subsection (2A) of section 61 curtails the right of
entry in subsection (1) of section 61 so that it does not apply in respect of a private
dwelling, but without affecting the power of a justice of the peace to issue a warrant
under subsection (3) of section 61.

Paragraph 18 amends section 62 to elaborate on how theright of entry or authorisation
by warrant to enter under section 61 can be used.

Paragraph 19 substitutes a new section 63 to provide for the wilful obstruction offence
that continues to apply to Parts 3, 4 and 6 of the Public Health Act 1984 and bring the
maximum fine, other than in relation to Part 4, into line with the maximum fine payable
under Part 2A.

Paragraph 20 inserts new sections 63A and 63B which concern offences by bodies
corporate and unincorporated associations respectively. An officer of abody corporate
may beliablefor an offence aswell asthe body corporate by virtue of new section 63A.
An officer or member of an unincorporated association may be liable for an offence as
well as the unincorporated association by virtue of new section 63B.

Paragraph 21 updates and amends section 64 to restrict who can bring a prosecution
under the Public Health Act 1984.

Paragraph 22 inserts new section 64A to extend time limitsin the Magistrates’ Courts
Act 1980 for bringing a prosecution for an offence created by or under the Public Health
Act 1984.

The amendment at paragraph 23 to section 67 is needed to ensure that the right of
appeal under section 67 applies to decisions of a magistrates' court under regulations
made in Part 2A.

Paragraph 24 substitutes a new section 69 to extend protection from personal liability
in or under the Act to all those who could carry out functions by virtue of new Part 2A.

Paragraph 25 removesthe power for the Secretary of Stateto hold local inquiries under
section 70 by omitting the section.

Paragraph 26 substitutes a new section 71 to update the default powers setting out the
processto be followed if the appropriate Minister believes arelevant health protection
authority is not carrying out its functions correctly.

Paragraph 27 extends the “cumulative effects’ provision in section 72 to include
regul ations made under new Part 2A and other provision under the Act.

Paragraph 28 makes a consequential amendment to the provisions on Crown property
in section 73 to reflect the new definition of premises which includes vessels.

Paragraph 29 makes consequential amendments and adds definitionsto, or updatesthe
definitionsin, section 74 (interpretation) to reflect changesin Part 2A.

Paragraph 30 repeals section 76, which made provision for the Isle of Man and the
Channel Islands.

Paragraph 31 repeals areference to arepealed provision in the Public Health Act 1984
from the Planning and Compensation Act 1991.
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Part 4 —Health in Pregnancy Grant

England, Wales and Scotland

Section 131: Entitlement: Great Britain

456.

457.

458.

Section 131 amends the Contributions and Benefits Act. It inserts new Part 8A to
providethat awoman who has satisfied prescribed conditionsin relation to apregnancy
is entitled to payment of the Health in Pregnancy Grant.

New section 140A of the Contributions and Benefits Act establishes conditions of
entitlement to the grant. It covers such matters as prescribed conditions in relation to a
woman’s pregnancy, in particular, the specified stage that awoman must have reached
in order to become entitled, residence conditions and the requirement that the woman
receive maternal health advice from a health professional. It introduces the powers to
enable HM Treasury to make regulations under this section.

Newsection 140B(1) and (2) enable HM Treasury to prescribein regul ationsthe amount
of the grant and to prescribe different amountsin relation to different cases.

Section 132: Administration: Great Britain

450.

460.

461.

462.

463.

Subsections (1) and (2) enable the Commissioners for HM Revenue and Customs
to make regulations about the administration of the Health in Pregnancy Grant. The
regulations may, for example, provide for a claim to be made in amanner, and within a
time, prescribed by the regulations. The regulations may al so require persons prescribed
by the regulations to provide information to enable the Commissioners to determine if
the conditions for eligibility are met.

Subsection (3) inserts new section 12A (necessity of application for health in pregnancy
grant) into the Social Security Administration Act 1992. The new section provides that
entitlement to the grant depends on making a claim in the required manner. It specifies
that no person is to have entitlement to the grant without having a National Insurance
Number or providing the evidence in order for a National Insurance Number to be
alocated. It also enablesthe Commissionersfor HM Revenue and Customsto prescribe
exceptions to this requirement.

Subsections (4) and (5) enable the Commissioners for HM Revenue and Customs to
recover overpayments of the grant made as a result, for example, of fraud, mistake or
failure to disclose accurate information.

Subsections (6) and (7) amend sections 121E and 121F of the Social Security
Administration Act 1992, to include information obtained by HMRC in connection
with its functions relating to the Health in Pregnancy Grant. Thiswill allow DWP and
HMRC to share information to help develop and refine policies for pregnant women.

Subsection (8) applies Chapter 2 of Part 1 of the Social Security Act 1998, which makes
provision about decisions and appeals and provides for those functions to be exercised
by the Commissioners for HM Revenue and Customs.

Section 133: Penalty: Great Britain

464.

Section 133 amends the Social Security Administration Act 1992. It inserts new
Schedule 3A to set out circumstancesin which the Commissionersfor HM Revenue and
Customs may impose civil penalties on a person and sets out the power for the amount
of the penalty to be prescribed by the Commissionersfor HM Revenue and Customs. It
also introduces the right to appeal for those on whom a civil penalty has been imposed
and establishes time limits in which a penalty may be imposed and recovered.
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465.  Paragraph 2(6) of the new Schedule 3A provides the power for the Commissioners for
HM Revenue and Customs to apply, by regulations, provision contained in the Social
Security Act 1998 in relation to an appeal against a penalty.

Northern Ireland

Section 134: Entitlement; Northern Ireland

466. Part 8A of the Northern Ireland Contributions and Benefits Act will provide for the
payment of the Health in Pregnancy Grant in Northern Ireland. New sections 136A
and 136B mirror the provisions in sections 140A and 140B of the Contributions and
Benefits Act.

Section 135: Administration: Northern Ireland

467.  Section 135(1), (2), (3), (4), (6) and (7) amend the Social Security Administration
(Northern Ireland) Act 1992 in the same manner as section 132 (1), (2), (3), (4), (6) and
(7) amend the Social Security Administration Act 1992.

468.  Section 135(8) applies Chapter 2 of Part 2 of the Social Security (Northern Ireland)
Order 1998, which makes provision about decisions and appeals and provides for those
functions to be exercised by the Commissioners for HM Revenue and Customs.

Section 136: Penalty: Northern Ireland

469.  Section 136 amends the Social Security Administration (Northern Ireland) Act 1992 in
the same manner as section 133 amends the Socia Security Administration Act 1992.
It also provides the power for the Commissioners for HM Revenue and Customs to
apply, by regulations, provision contained in the Social Security (Northern Ireland)
Order 1998 in relation to an appeal against a penalty.

Section 137: Northern Ireland: health in pregnancy grant to be excepted matter

470.  Section 137 inserts areference to the Health in Pregnancy Grant into Schedule 2 to the
Northern Ireland Act 1998, thus making it an excepted matter for the purposes of the
devolution settlement in Northern Ireland (and therefore outside the competence of the
Northern Ireland Assembly).

Section 138: General and supplementary

471.  Section 138(1) provides for HM Revenue and Customs to be responsible for the
payment and management of the Health in Pregnancy Grant.

472.  Section 138(2) and (3) amend section 115 of the Immigration and Asylum Act 1999, to
insert areference to the Health in Pregnancy Grant. The effect isthat no person subject
to immigration control is entitled to the Health in Pregnancy Grant unless they satisfy
prescribed conditions.

473.  Section 138(4) exempts the Health in Pregnancy Grant from liability to income tax.
Part 5— Miscellaneous
Amendmentsrelating to National Health Service

Section 139: Duty of Primary Care Trusts

474,  Section 139 amends the NHS Act 2006 by inserting a new section 23A which imposes
aduty on PCTsto make arrangements to secure continuous improvement in the quality
of health care provided by or for them. Thisduty replacesthe current duty (on PCTsand
other English NHS bodies) to improve quality in section 45 of the Health and Social
Care (Community Health and Standards) Act 2003, requiring on-going improvement
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activity, and is aligned more closaly with the duty imposed on English local authorities
by section 3 of the Local Government Act 1999.

Subsection (2) of the new section 23A provides that in discharging this duty PCTs
should have regard to standards set out in statements published by the Secretary of State
under section 45.

Section 140 and Schedule 12: Pharmaceutical services

476.

477.

478.

479.

480.

481.

482.

In England the funding arrangement for pharmaceutical servicesisgoverned by sections
228 to 231 of, and Schedule 14 to, the NHS Act 2006 and in Wales by sections 174 to
177 of, and Schedule 8 to, the NHS (Wales) Act 2006. Section 140 providesfor changes
to these provisions in order to move the Global Sum to baseline allocations.

Section 140 introduces Schedule 12, which in turn makes amendments to sections
228 to 230 of, and Schedule 14 to, the NHS Act 2006 to change the classification
of pharmaceutical services expenditure and bring it within PCT baseline allocations.
Schedule 12 also makes the changes that are needed to the NHS (Wales) Act 2006
to change the classification of pharmaceutical services, which will transfer the Global
Sum to the baseline alocations of Local Health Boardsin Wales.

Paragraph 2 of Schedule 12 revises the definition of a PCT’s “expenditure” within
section 228 of the NHS Act 2006 to include expenditure on pharmaceutical services.
Paragraphs 3 and 4 make consequential changes.

Paragraph 5(1) and (2) make further consequential amendments. Paragraph 5(3)
inserts a new provision to make it possible to charge the dispensing fees, and other
fees payable for the provision of pharmaceutical services, back to the PCT where a
prescription wasissued. Thiscorrespondsto similar provisionsfor the cost of medicines
which are already charged to the PCT in which the prescription was issued.

Paragraph 5(4) makes consequential changes.

Paragraph 5(5) ensures that remuneration paid by PCTs for pharmaceutical services
which is met by an NHS Trust or NHS Foundation Trust under section 234(4) of the
NHS Act 2006 can be charged back to the PCT in which the prescription was issued.

Part 2, paragraphs 6 to 10, of Schedule 12 makes corresponding provision for Wales.

Section 141: Remuneration for persons providing pharmaceutical services:
appointment of determining authorities

483.

Section 141 amends section 164 of the NHS Act 2006 and section 88 of the NHS
(Wales) Act 2006. These sections make provision relating to the making or varying of
determinations on the remuneration of those providing NHS pharmaceutical services.
Under section 164, remuneration may be determined by the Secretary of State or by
persons appointed by him referred to in the legidation as “determining authorities’.
Where the Secretary of State devolves this function to determining authorities, he
is required to do so via an “instrument of appointment”. Previously, the legislation
provided that this “instrument of appointment” may be, but was not required to be, set
outinregulations. Similar powersare conferred on the Welsh Ministers under section 88
of the NHS (Wales) Act 2006. Section 141 amends section 164 of the NHS Act 2006
to remove this discretion in the case of servicesthat are provided pursuant to the power
in section 126 of that Act. It also makes a similar amendment to section 88 of the NHS
(Wales) Act 2006 in relation to services provided pursuant to section 80 of that Act.
The new provisionsrequire the Secretary of State and the Welsh Ministers respectively
to set out an instrument of appointment in respect of these servicesin regulations.
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Section 142: Indemnity schemesin connection with provision of health services

484.

485.

486.

Subsections (2) and (3) of section 142 expand membership eligibility of indemnity
schemes to the Secretary of State, who may secure health services directly. They aso
expand membership to non-NHS bodies who provide services or secure the provision
of services on behalf of one or more of Strategic Health Authorities, PCTs, NHS
trusts, Special Health Authorities, NHS Foundation Trusts, CHAI (or, in future, the
Commission), the Health Protection Agency or the Secretary of State.

Subsection (4) (whichinsertsnew subsection (2A) into section 71 of the NHS Act 2006)
limits the losses and liabilities that an indemnity scheme may cover in respect of the
Secretary of State or non-NHS bodies to functions in respect of the National Health
Service. Thisis because both the Secretary of State and some of the eligible non-NHS
bodies may have functions not related to care provided through the NHS, and these
functions should not be covered by these schemes.

Currently, membership of the existing schemesis voluntary, although the Secretary of
State may direct abody that is eligibleto be amember to become amember of any of the
schemes established under section 71 of the NHS Act 2006. However, subsection (6)
(which substitutes subsection (5) of section 71) providesthat the Secretary of State may
not direct anon-NHS body to become amember of ascheme. NHS Foundations Trusts
are aready excluded, and continue to be excluded, from this power of direction. This
provision essentially reservestheright of the Secretary of Stateto direct certain eligible
members to become members of an established or future scheme.

Weighing and measuring of children

Sections 143 and 144: Weighing and measuring of children

487.

488.

489.

490.

491.

Provision for medical inspections for pupils in England and Wales is set out in
Schedule 1 to the NHS Act 2006 and in Schedule 1 to the NHS (Wales) Act 2006
respectively. New paragraphs are inserted into each of these Schedules to make
provision about weighing and measuring children.

Section 143 inserts new paragraphs into Schedule 1 to the NHS Act 2006. New
paragraph 7A of Schedule 1 enables the Secretary of State to make arrangements in
relation to England for the weighing and measuring of children under 12 who attend
schoal. Similar arrangements can al so be made in relation to young children who attend
early years settings. New paragraph 7A(1) and (2) refer to “junior pupils’. The effect
of paragraph 7A(4) isto apply relevant definitions under the Education Act 1996 or the
School Standards and Framework Act 1998. “Junior pupil” is defined under the 1996
Act as a child who has not attained the age of 12. Similar definitions are applied by
virtue of section 144 in relation to the provisions for Wales.

New paragraph 7B(1)(a) of Schedule 1 enables the Secretary of State to make
regulations to authorise information to be provided by local education authorities,
private school proprietors and persons registered under the relevant provisions of the
Childcare Act 2006, to the PCT staff who it is intended will conduct a weighing and
measuring exercise.

New paragraph 7B(1)(b) of that Schedule enables the Secretary of State to make
provision about the regquirements which must be satisfied before weighing and
measuring can take place and the way in which the weighing and measuring is to be
carried out.

New paragraph 7B(1)(c) of that Schedule enables the Secretary of State to make
regulations providing for achild's height and weight data, or any assessment or analysis
of the child's height and weight data, to be fed back routinely to the parents of that child.
It is intended that the regulations will provide for other carers, such as grandparents,
to be treated as parents for the purposes of being able to withdraw a child in their care
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from aweighing and measuring programme, or receiving information provided by that
programme.

New paragraph 7B(1)(d) of that Schedule enables the Secretary of State to make
regulations providing for the processing of information gathered during weighing and
measuring. The power will be exercised in line with data protection requirements.

New paragraph 7B(2) of that Schedule enables regulations to be made which will
require those undertaking the weighing and measuring programme to have regard to
any guidance issued by the Secretary of State.

Section 144 inserts new paragraphs into Schedule 1 to the NHS (Wales) Act 2006.
New paragraph 7A alows the Welsh Ministers to make arrangements in relation to
Walesfor the weighing and measuring of children under 12 who attend school. Similar
arrangements can also be made in relation to children who attend early years settings.

In particular, the Welsh Ministers will be able to enter into arrangements with local
education authorities or proprietors of any school which is not maintained by a local
education authority to provide for the weighing and measuring of junior pupilsin such
schools. In addition, they may enter into arrangements with persons registered under
the Children Act 1989, for the purpose of providing childcare or day care for children,
to weigh and measure children in their care.

New paragraph 7B of Schedule 1 to the NHS (Wales) Act 2006 mirrors the equivalent
provision in the NHS Act 2006 (see above). In particular, the regulations made by the
Welsh Ministers can make provision about the requirements which must be satisfied
before weighing and measuring can take place and the way in which the weighing and
measuring is to be carried out.

Social care

Section 145: Human Rights Act 1998: provision of certain social care to be public
function

497.

Section 145 provides that where a private or voluntary sector care home provider
provides accommodation together with nursing or personal care to a person under
arrangements made with a local authority or, in Northern Ireland, DHSSPSNI, under
certain statutory provisions the provider istaken to be exercising afunction of apublic
nature under section 6(3)(b) of the Human Rights Act 1998. This means that such
providers are required not to act incompatibly with rights under the Convention in
providing these services. It also means that the person receiving such accommodation
and care can take proceedings against the provider under the Human Rights Act 1998
if the provider breaches his or her rights under the Convention. Section 145 does not
affect the question of whether persons in the private or voluntary sector who provide
other forms of publicly-funded social care or health care areto be regarded asexercising
apublic function.

Section 146: Direct paymentsin lieu of provision of care services

498.

490.

Subsection (2) of section 146 inserts new subsections (1A) to (1C) into section 57 of
the Health and Social Care Act 2001.

New subsection (1A) enables regulations to be made which allow a designated person
(a “suitable person™) to receive a direct payment on behalf of another person (“P).
In order for the suitable person to receive a payment, P must be assessed as needing
community care services and must lack the capacity to consent to the making of direct
payments, within the meaning of the Mental Capacity Act 2005. This subsection also
enables regulations to be made that set out the conditions that must be satisfied by local
authorities in determining who is a suitable person.
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New subsection (1B) describesthe consent that is necessary in order for such payments
to be made. The suitable person must give his or her consent. If P has either a deputy
appointed by the Court of Protection under the Mental Capacity Act 2005, or adonee of
alasting power of attorney (‘LPA’) created by P, and the deputy or donee qualifiesasa
surrogate of P but the suitable person doesnot qualify asasurrogate of P, thenthe deputy
or donee must also give his or her consent. Regulations under new subsection (5C) will
set out the authority that a person must have as a deputy or donee in order to qualify as
asurrogate of P for the purposes of section 57 of the Health and Social Care Act 2001.

New subsection (1C) sets out what is meant by a“suitable person”: a person is suitable
if he or she fulfils one of the following criteria

* he or sheis a representative of P. The term ‘representative’ will be defined in
regulations made under section 57 as amended by subsection (6) of this section. It
is envisaged that the regulationswill initially apply thisterm to at least some of the
people who are donees of LPAs or deputies appointed by the Court of Protection.
Additionally, these powers would allow the category of ‘representatives to be
extended more widely in the future, for example to include donees of Enduring
Powers of Attorney;

* heor sheisnot arepresentative of P, but there is a donee or deputy in place who
gualifies as a surrogate of P and who, along with the local authority, considersthis
person suitabl e to receive and manage the direct payment on P' s behalf;

* heor sheisnot arepresentative of P, and there is no donee or deputy in place who
qualifies as a surrogate of P, but the local authority considers this person suitable
to receive and manage the direct payment.

However, simply being considered to be asuitable person who could potentially manage
adirect payment on behalf of someone else, does not automatically mean that a direct
payment will be made to that person. Powers taken in subsection (1A) and amended
subsection (3) of section 57 of the Health and Social Care Act 2001, enable regulations
to impose conditions that must be met: for example the local authority must, where
appropriate, consult with family members or friends already involved in the care of the
person who lacks capacity, before a payment is made to the suitable person.

Subsection (3)(a) to (¢) and subsections (4) and (5) amend the regulation-making
powers that already exist under section 57 of the Health and Social Care Act 2001 to
ensure that they can cover direct payments made to a suitable person in respect of P, as
well as covering direct payments made directly to P.

Subsection (3)(d) amends section 57 of the Health and Social Care Act 2001 to enable
regulations to be made that specify matters that the local authority must or may have
regard to when taking any decision about who will administer the direct payment.
Regulations under that section will be able to specify the steps that local authorities
must or may take before or after making such adecision. For example, regulations might
specify that alocal authority must consult certain family members of P before making a
direct payment. They might also specify that thelocal authority must keep these family
members informed of how P’'s needs are being met once the payment has been made.

Subsection (3)(d) also amends section 57 of the Health and Social Care Act 2001
to enable regulations to specify that where a person has fluctuating capacity (e.g.,
in the early stages of dementia or when the use of medication affects the person’'s
capacity), arrangementsfor managing their direct payment do not haveto be continually
revisited. For example, should P, whoisreceiving direct paymentsviaasuitable person,
temporarily gain capacity, then these regulations may provide for mechanismsto allow
the suitable person to continue managing the processes around the payment but in
accordance with P themself deciding how those payments are spent for the period
of time for which they have capacity. Without the ability to make such provision,
arrangements for the suitable person to manage the payment would immediately cease
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and paymentswould have to be made under the legislation governing paymentsdirectly
toindividualsrather than that governing paymentsto third parties. Thiswould mean that
the individual would continually fluctuate between two different regimesin section 57
of the Health and Social Care Act 2001 under which direct payments may be provided.
This would have the potential to cause difficulties for P, the suitable person and the
local authority involved.

Section 57(3)(d) of the Health and Social Care Act 2001 currently allowsregulationsto
set out conditions to be complied with by the recipient of adirect payment which may
or must be imposed by local authorities in relation to the direct payment. Subsection
(7) of section 146 amends section 57 of the Health and Social Care Act 2001 so that
these can include conditions relating to securing the provision of the service concerned,
the provider of the service, the person to whom payments are made in respect of the
provision of the service or the provision of the service itself. Such conditions could be
imposed to ensure that ‘suitable persons’ act in the best interests of the person whose
direct payment they are receiving and managing when making decisions about their
care.

Subsection (8) amends section 64 of the Health and Social Care Act 2001 to provide
that any regulations made under section 57 of that Act by the Welsh Ministers will be
subject to annulment by a resolution of the National Assembly for Wales.

Paragraphs 1 and8 of Schedule 14 make amendments to other legidation in
consequence of the extension of the direct payments scheme by section 146. Paragraph
1 providesthat the existing legidation relating to direct payments for disabled children
or parents under section 17A of the Children Act 1989 is not affected by section 146
(as explained in the Background and Summary section). Paragraph 8 amends section 6
of the Safeguarding V ulnerable Groups Act 2006. A person for whom a direct payment
is received under the new section 57(1A) of the Health and Social Care Act 2001 is
a vulnerable adult for the purposes of the 2006 Act. This paragraph excludes local
authorities when exercising functions under section 57 of the 2001 Act, and surrogates
when acting under new section 57(1B)(b) or (1C)(b) of the 2001 Act, from being a
regulated activity provider and therefore required to undertake the vetting and barring
checksrequired by virtue of the 2006 Act. Regul ations made under new section 57(3)(k)
of the 2001 Act could however require local authoritiesto carry out vetting and barring
checks before making direct payments to a person on behalf of avulnerable adult.

Section 147 and Schedule 13: Abolition of maintenance liability of relatives

509.

This section removes local authorities' powers to seek liable relatives payments under
the National Assistance Act 1948. This will bring the operating principles for the
charging policy for socia care in line with those that are used in the rest of the health
and social care system. The‘liablerelativesrule’ will cometo anend in particular cases
in accordance with Schedule 13.

Section 148: Ordinary residence for certain purposes of National Assistance Act
1948 etc.

510.

511.

Section 24 of the National Assistance Act 1948 provides that a patient in an NHS
hospital isto betreated for the purposes of the provision of residential accommodation
under Part 3 of that Act as being ordinarily resident in the areawhere he was ordinarily
resident before he was admitted to hospital. Subsection (1) extends this rule to apply
also to accommodation provided by the NHS in places other than NHS hospitals.

Subsection (2) requires the Secretary of State and the Welsh Ministers to make and
publish arrangements for determining which ordinary residence disputes arising under
part 3 of the National Assistance Act 1948 are to be dealt with by the Secretary of State
and which are to be dealt with by the Welsh Ministers. The arrangements can include
provision for the determination of cross-border ordinary residence disputes between
English and Welsh local authorities.
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The Chronically Sick and Disabled Persons Act 1970 gives|ocal authorities a statutory
duty to make arrangements for individuals who are ordinarily resident in their area,
if the local authority considers the arrangements necessary to meet certain specified
needs of that person, as listed in section 2 of that Act. These needs might include, for
example, the provision of assistance to participate in recreational or learning activities,
the provision of meals at home or el sewhere, or the provision of assistancein obtaining
telephone or any other special equipment. The Chronically Sick and Disabled Persons
Act 1970 does not state explicitly whom local authorities should approach to resolve
ordinary residence disputes under section 2. Subsection (3) brings provisions relating
to determinations of ordinary residence disputes under section 2 of the Chronically
Sick and Disabled Persons Act 1970 in line with the National Assistance Act 1948 by
providing that any ordinary residence disputes are referred to the Secretary of State or
the Welsh Ministers for a determination (in accordance with the arrangements made
and published under the National Assistance Act 1948).

Financial assistance related to provision of health or social care services

Sections 149 and 150: Power of Secretary of State to give financial assistance;
Qualifying bodies

513.

514.

515.

516.

517.

Section 149(1) allows the Secretary of State to provide financial support to qualifying
bodies who are delivering health and social care services. It aso allows the Secretary
of State to fund qualifying bodies delivering related services to providers of health
and social care services. Section 149(2) allows the Secretary of State to give financial
support to people to set up such bodies.

Section 150 sets out the conditionsfor being aqualifying body. Thefirst of theseisthat
the body must pass the community benefit test. Thisis satisfied if a reasonable person
might consider that the activities of abody are carried on for the benefit of a section of
the community in England. The regulation-making power in section 150(2) will allow
provision to be made about the sort of activities that can be treated as meeting this
condition and the activities that can be treated as not meeting it, in cases where there
may be some doubt. For example, it is intended to make regulations setting out that
political activities are not to be treated as activities that are carried on for the benefit
of the community.

The second condition isthat the body satisfies any conditionsrelating to the distribution
of profits as are set out in regulations. The Department proposes to make regulations
which ensure that the profits of a qualifying body are principally invested for social
objectives; either in the body itself or in the community. Section 150(1)(b) allows for
prescribed bodies to be excepted from the requirement to meet such conditions.

The third condition under section 150(1)(c) is that the body must be carrying on
a business. The intention is to distinguish these bodies from purely public sector
organisations and those carrying on activities on a purely voluntary basis. Voluntary
bodies who are “carrying on a business’ and meet the other conditions would qualify.

Section 150(1)(d) allows regul ations to be made setting out other conditionsthat abody
must meet in order to be a qualifying body. If a person is given financial support to set
up aqualifying body, additional conditionsthat such aqualifying body must satisfy may
be prescribed in regulations under section 149(2). Under section 150(2), regulations
may provide that only certain kinds of body can be a qualifying body.

Sections 151 and 152: Forms of assistance under s.149; Terms on which assistance
under s.149 isgiven

518.

Sections 151 and 152 concern the forms of financial assistance (e.g. grants, loans,
guarantees, share capital) the Secretary of State can giveto social enterprisesand allow
the Secretary of State to specify the terms on which it is provided. The sections allow
some flexibility, so that:
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» the Secretary of State can provide finance packagestailored for the particular needs
of social enterprises;

» the Secretary of State can set appropriate terms and conditions which will protect
these investments.

Section 151 allows the financial support that the Secretary of State can provide to take
any form (with one exception), aswell as setting out examples of the types of financial
support that may be given. Subsection (3) ensures that the Secretary of State cannot
give financial support to a company to set up a qualifying body by purchasing share
capital in that company. This is because alonger term investment, such as purchasing
share capital, would not be appropriate if the company itself is not a qualifying body.

Section 152 enables the Secretary of State to impose terms and conditions on the
financial support given to qualifying bodies and people setting up qualifying bodies.
This includes terms as to when the financial assistance must be repaid. Subsection (3)
requiresthe people or bodiesreceiving thiskind of financial support from the Secretary
of State to comply with the terms on which the support is provided.

Section 153: Directions to certain NHS bodies

521.

Subsection (1) enables the Secretary of State to direct certain NHS bodies in England
to exercise his power to give financial support under section 149. This will mean that,
to the extent permitted by the Secretary of State’s directions, NHS trusts, PCTs and
Strategic Health Authorities in England and Special Health Authorities performing
functions only or mainly in relation to England would be able to give financial support
to qualifying bodies; or people who want to set up such bodies.

Section 154: Arrangements with other third parties

522.

523.

Section 154 allowsthe Secretary of State to make arrangements for athird party, other
than those NHS bodies set out in section 153(1) or an English local authority, to give
financial support to a qualifying body or a person wanting to set up such a body, or to
carry on functions relating to such support. These functions can be completely carried
out by a qualifying third party, or to the extent set out in the arrangements, and can
be carried out generaly, or in specific cases. These arrangements made between the
Secretary of State and the third party may set out the terms on which the third party
can givefinancia support, including the types of support that can be given. The section
also provides for the Secretary of State to provide the necessary funding to the third
party and for provision to be made as to repayment (for example if the arrangements
cameto an end.)

Thereasonfor excluding local authoritiesisbecausethey have sufficient powersto fund
socia enterprises and have their own legidlative structure. The reason for excluding
NHS bodies set out in section 153(1) is that separate arrangements for these bodies
are aready set out in that section. The provisions in the Act are designed to give
the Secretary of State and NHS bodies the necessary wider powers to fund social
enterprises.

Section 155: Power to form a company

524.

Section 155 allowsthe Secretary of State to set up acompany to fund qualifying bodies
and peoplewanting to set up such bodies. Under section 154 the Secretary of State could
make arrangements with such a company to exercise the Secretary of State's powersto
fund such qualifying bodies and people wanting to set up such qualifying bodies. Under
the arrangements with such acompany, it is envisaged that the Secretary of State would
transfer money to the company to enable the company to provide such financial support.
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Section 156: Interpretation of group of sections

525.

Section 156 sets out the meaning of various terms used in sections 149 to 156.

National | nformation Governance Board for Health and Social Care

Section 157 and section 158: National I nformation Governance Board for Health
and Social Care

526.

527.

528.

529.

530.

Section 157 establishes the National Information Governance Board for Health and
Socid Care.

Section 157 inserts four new sections (250A to 250D) into the NHS Act 2006:

» Section 250A sets out the functions of the National Information Governance
Board relating to England and how it will exercise these functions and defines the
information that will be within the remit of the Board. It provides that the Board
can issue advice without being requested to do so and can request information from
organisations which fall within its remit and confirms that organisations have to
give due regard to advice supplied by the Board.

»  Section 250B has the effect of giving the National Information Governance Board
functions in relation to Wales that are narrower than its functions in relation to
England. In relation to Wales, its functions will correspond to those currently
carried out by PIAG, which in particular has functions in relation to the use of
identifiable patient information without the patient’ s consent.

e Section 250C details the regulations that the Secretary of State might make in
respect of the National Information Governance Board. These may cover such
matters as the composition of the Board, the committees or sub-committees that
may be necessary, the terms of appointment of Board members, the payment of
allowances or expenses, and the delegation of the Board’ s functions.

* Section 250D details the annual reporting arrangements for the National
Information Governance Board. The Board isto report to the Secretary of State on
an annual basis.

Section 157 provides that, when the National Information Governance Board is
established as a statutory body, PIAG (which is the current statutory body and was
continued by section 252 of the NHS Act 2006) will be abolished.

Section 158 substitutes a new section for section 252 of the NHS Act 2006. It requires
the Secretary of State to consult the National |nformation Governance Board where he
proposes to make patient information regulations under section 251 of that Act.

Schedule 14 inserts references to the National |nformation Governance Board into the
Parliamentary Commissioner Act 1967, the House of Commons Disqualification Act
1975 and the Freedom of Information Act 2000. It also insertsreferencesto the National
Information Governance Board into section 271 of the NHS Act 2006 to indicate that
some of its functions are exercisable in relation to England and Wales.

Functions of Health Protection Agency in relation to biological substances

Section 159: Functions of Health Protection Agency in relation to biological
substances

531.

532.

Section 159 abolishes the NBSB and gives functions to the Health Protection Agency
corresponding to the NBSB'’s functions. It also enables the Health Protection Agency
to be given any other functions that could have been given to the NBSB.

Subsection (1) abolishes the NBSB and repeals the Biological Standards Act 1975.
Subsections (2) to (6) amend the Health Protection Agency Act 2004, under which the

60


http://www.legislation.gov.uk/id/ukpga/2008/14/section/156
http://www.legislation.gov.uk/id/ukpga/2008/14/section/156
http://www.legislation.gov.uk/id/ukpga/2008/14/section/157
http://www.legislation.gov.uk/id/ukpga/2008/14/section/158
http://www.legislation.gov.uk/id/ukpga/2008/14/section/157
http://www.legislation.gov.uk/id/ukpga/2008/14/section/157
http://www.legislation.gov.uk/id/ukpga/2008/14/section/157
http://www.legislation.gov.uk/id/ukpga/2008/14/section/158
http://www.legislation.gov.uk/id/ukpga/2008/14/schedule/14
http://www.legislation.gov.uk/id/ukpga/2008/14/section/159
http://www.legislation.gov.uk/id/ukpga/2008/14/section/159
http://www.legislation.gov.uk/id/ukpga/2008/14/section/159/1
http://www.legislation.gov.uk/id/ukpga/2008/14/section/159/2
http://www.legislation.gov.uk/id/ukpga/2008/14/section/159/6

533.

These notes refer to the Health and Social Care Act 2008
(c.14) which received Royal Assent on 21 July 2008

Health Protection Agency was established and given itsfunctions, to expand the Health
Protection Agency’s functions (and possible functions) to include functionsin relation
to biological substances.

Subsection (3) inserts a new section 2A into the Health Protection Agency Act 2004,
giving the ‘relevant authority’ (the Secretary of State and DHSSPSNI, acting jointly)
power to direct the Health Protection Agency to carry out functions in relation to
biological substances. The new section 2A(3) of the Health Protection Agency Act 2004
deemstherelevant authority to have directed that initially the Health Protection Agency
isto acquire functions that are the same as the NBSB’s: those functions are specified
in the National Biological Standards Board (Functions) Order 1976. Subsection (5)
amends section 8 (power to make transfer schemes) of the Health Protection Agency
Act 2004, to enable the relevant authority to make a scheme for the transfer of the
property, rights and liabilities of the NBSB to the Health Protection Agency.

Part 6 —General

Section 161: Orders, regulations and directions: general provisions

534.

Section 161 makes provision in relation to powers to make orders and regulations and
to givedirectionsunder the provisions of the Act. It providesthat orders and regulations
made by the Secretary of State, the Treasury, the Privy Council or the Welsh Ministers
are to be made by statutory instrument and that regulations made by DHSSPSNI are
to be made by statutory rule. It also makes provision as to how the powersin question
may be exercised.

Section 162: Orders and regulations. Parliamentary control

535.

536.

Section 162 provides that all regulation and order making powers of the Secretary of
State and the powers of the Privy Council to make an order approving rules made by
the OHPA (section 109) and to make regulations about the membership of the OHPA
(Schedule 6), will be subject to the negative resolution procedure, other than in the
following cases:

» where subsection (3) or (4) applies, in which case the instrument must be approved
by resolution of each House of Parliament; or

e where the order is a commencement order under section 170, in which case there
is no Parliamentary procedure.

Subsection (3) lists those orders and regulations of the Secretary of State which will be
subject to affirmative resolution procedure. They are as follows:

* regulations defining “regulated activity” (section 8(1)) for the purposes of
registration in respect of the provision of health or social care;

e regulations under section 20 which provide for the establishment of a criminal
offence carrying a maximum fine in excess of level 4 on the standard scale
(currently £2,500);

e regulations under section 43 modifying Chapter 2 of Part 1 (registration in respect
of the provision of health or socia care) of the Act in relation to newly regulated
activities;

* regulations made under section 87(1)(b) which provide for a penalty in excess of
level 4 on the standard scale (currently £2,500);

e the first regulations made under section 120 (additional responsibilities of
responsible officers);
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e regulations making provision modifying the regulation of social care workers
(section 124) or making provision modifying the functions of the GSSC in relation
to the education and training of AMHPs (section 126); and

» orders containing transitional or consequential provision (section 167) which
amend or repeal any provision of an Act of Parliament.

537.  Subsection (4) provides that the Privy Council may not, under section 109, make a
statutory instrument approving rules of the OHPA that contain (either alone or with
other provision) provision for the piloting of legally qualified chairs, made by virtue
of section 100(4), unless a draft has been approved by a resolution of each House of
Parliament.

Section 163: Orders and regulations. control by National Assembly for Wales

538.  Section 163 provides that all regulation-making powers of the Welsh Ministers, other
than regulations to which subsection (3) applies, are subject to the negative resolution
procedure in the National Assembly for Wales. The negative resolution procedure
also applies to orders made by the Welsh Ministers under section 167(2) containing
transitional or transitory provisions or savings.

539.  Subsection (3) provides that the first regulations made under section 120 (responsible
officers) and regulations making provision modifying the regulation of social care
workers (section 124), or making provision modifying the functions of the CCW in
relation to the education and training of AMHPSs (section 126), must be approved by a
resolution of the National Assembly for Wales.

Section 164: Regulations: control by Northern Ireland Assembly

540.  Section 164 provides that the first regulations made under section 120 (responsible
officers) by DHSSPSNI are subject to the affirmative resolution procedure in the
Northern Ireland Assembly. Subsequent regul ations made under section 120 are subject
to the negative resolution procedure.

Section 165: Directions

541.  Section 165 provides that any directions given by the Secretary of State or the Privy
Council must be in writing and that any directions given may be varied or revoked by
subsequent directions.

Section 166: Repeals

542.  Section 166 makes provision in respect of repeals. It gives effect to the repeal s specified
in Schedule 15.

Section 167: Power to make transitional and consequential provision etc.

543.  Section 167 confers power to make transitional or transitory provisions and savings
and supplementary, incidental or consequential provision. Subsection (1) confers on
the Secretary of State power to make by order transitional or transitory provisions
and savings in connection with the commencement of any provision of the Act in
relation to which the Secretary of State is the appropriate Minister for the purposes of
section 170(3) (commencement). It also confers on the Secretary of State the power to
make by order such supplementary, incidental or consequential provision as considered

appropriate.
544.  Subsection (2) confers on the Welsh Ministers power to make by order transitional
or transitory provisions and savings in connection with the commencement of any

provision of the Act in relation to which the Welsh Ministers are the appropriate
Minister for the purposes of section 170(3) (commencement).
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545.  Subsection (3) provides that an order under this section may amend, repeal, revoke or
otherwise modify any enactment. Subsection (7) defines “enactment” as an enactment
contained in, or in any instrument made under, an Act of Parliament, an Act of the
Scottish Parliament, aMeasure or Act of the National Assembly for Wales or Northern
Ireland legidation. Subsection (5) provides that before making an order under this
section containing provision which would fall within the legidative competence of the
Scottish Parliament, the Secretary of State must consult the Scottish Ministers.

546.  Powersof thiskind are often included in Actswhich make extensive changesto existing
statutory regimes. This section will ensure that necessary or expedient transitional
arrangements can be made as the Act is commenced without creating any difficulty or
unfairness and that there can be a smooth transition from the old law and procedures
to the new.

547. A number of transitional provisions will be needed in relation to the establishment of
the Commission and the assumption by it of the functions of CHAI, CSCI and MHAC.
The Commission will assume the different functions of the three existing regulators
over aperiod of time and will take on some earlier than others. Transitional provision
will, for example, be needed in relation to the transition from the registration provisions
of Part 2 of the Care Standards Act 2000 to the new regime under Chapter 2 of Part
1 of thisAct.

548.  Transitional provision will also need to be madein relation to some of the provisionsin
Part 2 (regulation of health professions and health and social careworkforce) of the Act.
Thiswill bethe casein relation to the transition from adjudication of fithessto practise
cases by committees of the GMC and the GOC to their adjudication by the OHPA.
Transitional provision will aso have to be made in connection with: (a) preserving
existing regulations, or parts of them, under the Public Health Act 1984 (Part 3 of this
Act); and, (b) the abolition of the NBSB and the assumption of identical functions by
the Health Protection Agency (section 159).

549.  The power to make consegquential anendmentswill enable changes made to the law by
the Act to bereflected in other legislation which refersto or is dependent on provisions
repealed or amended by the Act.

Section 168: Financial provisions

550.  Section 168 makes provision for expenditure which will be incurred under or be
attributable to the provisions of the Act to be paid out of money provided by Parliament.

Section 169: Extent

551.  Section 169 makes provision as to the extent of the provisions of the Act.

Section 170: Commencement

552.  Section 170 makes provision for the coming into force of the provisions of the Act.
This section provides that the Act, with certain exceptions, will come into force on a
day appointed by order of the appropriate authority. The exceptions to this provision
are Part 6 (general) of the Act (except section 166 and Schedule 15 (repeals)), and any
other provision of the Act (except section 111 or Schedule 8) so far asit confers power
to make orders and regulations or defines any expression relevant to the exercise of any
such power. In these cases the provisions came into force on the day on which the Act
received Royal Assent.

Section 171: The appropriate authority by whom commencement order is made

553.  Section 171 determines who the appropriate authority is for the purposes of making
commencement orders under section 170. Except as provided by subsections (3) to (5),
the appropriate authority is the Secretary of State.
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In relation to sections 119, 120 and 122 (responsible officers), so far as they relate to
Northern Ireland, the appropriate authority is DHSSPSNI.

Inrelation to the following provisions, the appropriate authority isthe Welsh Ministers:

e Part 3 (public health protection), including Schedule 11, and Part 3 of Schedule 15
so far as they relate to Wales (and section 166 (repeals) so far asiit relates to that
Part of Schedule 15 in its application to Wales),

e section 140 (pharmaceutical services), so far as relating to Part 2 of Schedule 12,
together with that Part of that Schedule,

» section 141(2) (remuneration for persons providing pharmaceutical services:
appointment of determining authoritiesin relation to Wales),

» section 144 (weighing and measuring of children: Wales),

e subsections (1) to (7) of section 146 (direct paymentsin lieu of provision of care
services), so far asthey relate to Wales, and subsection (8) of that section,

» section 147 (abolition of maintenance liability of relatives), Schedule 13 and Part
5 of Schedule 15, so far asthey relate to local authoritiesin Wales (and section 166
so far as relating to Part 5 of Schedule 15 in its application to local authoritiesin
Wales),

e section 148 (ordinary residence for certain purposes of National Assistance Act
1948 etc.), so far as relating to Wales, and

e therepealsinthe NHS (Wales) Act 2006 in Part 4 of Schedule 15 (and section 166
so far asrelating to those repeals).

In relation to Part 4 (health in pregnancy grant), the appropriate authority is the
Treasury.

Section 172: Consultation in relation to commencement

557.

558.

559.

Section 172 makes provision requiring the appropriate authority for the purposes of
making commencement orders under section 170 to consult others before making orders
commencing certain provisions of the Act.

The Secretary of State must consult the Scottish Ministers before making a
commencement order relating to:

» section 111 and Schedule 8 (extension of powers under section 60 of the Health
Act 1999) so far asrelating to-

— subsection (2A) of section 60 of the Health Act 1999,
— therepeal of paragraph 7(3) of Schedule 3 to that Act,

— the amendments of paragraphs 8 and 9 of Schedule 3 to that Act, so far as
relating to a profession that is not a reserved profession for Scotland,

— the meaning of “enactment” for the purposes of Schedule 3 to that Act;

e section 112 (standard of proof in fitness to practise proceedings) in relation to a
profession that is not areserved profession for Scotland; or

» section 116 (powers of Secretary of State and devolved administrations), so far as
relating to the functions of the Scottish Ministers.

Before making a commencement order relating to section 148 (ordinary residence
for the purposes of the National Assistance Act 1948 etc.) in relation to England,
the Secretary of State must consult the Welsh Ministers, and before making a
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commencement order relating to that section in relation to Wales, the Welsh Ministers
must consult the Secretary of State. The Secretary of State must also consult the Welsh
Ministers before making a commencement order in relation to the amendments to
the powers of the Welsh Ministers under the Care Standards Act 2000 (see notes on
section 95 and Schedule 5 above).

Before making a commencement order relating to section 159 (functions of Health
Protection Agency inrelation to biological substances), or Part 7 (abolition of NBSB) of
Schedule 15 (or section 166 so far asrelating to that Part of that Schedul€), the Secretary
of State must consult DHSSPSNI.
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