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HEALTH ACT 2009

EXPLANATORY NOTES

COMMENTARY ON SECTIONS

Part 1 —Quality and Delivery of NHS Services

Chapter 1 - NHS Constitution

Section 1; NHS Constitution

84.

Section 1 identifies the NHS Constitution and the Handbook as the documents
published on 21% January 2009, entitled The NHS Constitution and The Handbook
to the NHS Constitution, or as any revised versions of those documents published in
accordance with the provisions of Chapter 1.

Section 2: Duty to have regard to NHS Constitution

85.

86.

87.

88.

Section 2 requires specified bodies to have regard to the NHS Constitution when
performing their NHS functions. Those functions include the commissioning or
provision of NHS servicesor, in the case of Monitor and the Care Quality Commission,
the regulation of those services. The bodiesto which the new duty appliesare: Strategic
Health Authorities, PCTs, NHS trusts, Specia Health Authorities, NHS foundation
trusts, Monitor and the Care Quality Commission.

In addition, those bodies that provide or assist in providing NHS services under
arrangements under section 12(1) of the NHS Act or who are providing NHS services
under contracts or other arrangements made pursuant to the provisions of the NHS Act
listed in subsection (6), must (in doing so) also have regard to the NHS Constitution.
Thisincludes bodies providing primary care services, such as pharmaceutical services,
dental services and general medical services.

Subsection (7) defines “NHS services’ as being health services provided in England
for the purposes of the NHS in England. Subsection (8) provides that references to the
provision of services include the provision of services carried out jointly with another
person.

The Constitution is for the NHS in England only. However, on 3 July 2008, England,
Scotland, Northern Ireland and Wal es committed to ahigh-level statement declaring the
principles of the NHS acrossthe UK. Thiswasto reaffirm that the underlying principles
of theNHS acrossthe UK remain the same, even astheway the NHS provides care may
vary between the four countries, reflecting their different needs and circumstances.

Section 3: Availability and review of NHS Constitution

89.

Section 3(1) providesthat the Secretary of State must ensure that the NHS Constitution
continues to be available to patients, staff and members of the public. The NHS
Constitution and the Handbook published on 21 January 2009 were published under
the general powers of the Secretary of State in relation to the NHS. The effect of
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subsection (1) (and section 5(1)) is to prevent the Secretary of State from using those
general powers to withdraw either document.

The Secretary of State is obliged to review the whole NHS Constitution at least once
every ten years, with the first review to be completed by 5 July 2018 (5 July is the
anniversary of the founding of the NHS; this would be the 70M anniversary). The
Secretary of State must ensure, when reviewing the Constitution, that the following are
consulted: patients and bodies or other persons representing patients; staff and bodies
or other persons representing staff (such as unions or professional bodies); members of
the public; carers; local authorities; the providers of NHS services and the independent
regulators. If any revision is made to the NHS Constitution as a result of a 10 year
review, the Secretary of State is obliged to republish it (see subsection (5)).

Any revision to the guiding principles in the NHS Constitution must first be set out
in regulations made by the Secretary of State. Those regulations will be subject to the
negative resolution procedure.

Section 3(7) defines “patients’ as those to whom NHS services are being provided. It
defines the “guiding principles’ as the principles described in the NHS Constitution
published on 21 January 2009, or any revised version of those principles. It defines
“staff” as those persons who are employed by, or working in some other capacity for,
the bodiesand other personswho, in providing NHS services, are obliged to haveregard
to the NHS Constitution where those persons are empl oyed or work in (or in connection
with) the provision, commissioning or regulation of NHS services. It defines “carers’
as persons who, as relatives or friends, care for other persons to whom NHS services
are provided, and section 3(8) defines“local authorities’ to include unitary, county and
district councils. This mirrors the definition of local authorities in section 229 of the
Local Government and Public Involvement in Health Act 2007

Section 4: Other revisions of NHS Constitution

93.

94.

95.

In addition to any revisions that follow areview, the Secretary of State is ableto revise
the NHS Constitution from timeto time. However, the Secretary of Statewill be obliged
to undertake appropriate consultation — with patients, staff, members of the public and
other persons who are affected by the revision — before any such revision.

Asin section 3, any revision to the guiding principlesin the NHS Constitution (though
not to the other parts of the Constitution) must first be set out in regulations made
by the Secretary of State. Those regulations will be subject to the negative resolution
procedure.

After any revision, the Secretary of State must republish the NHS Constitution.

Section 5: Availability, review and revision of Handbook

96.

97.

Section 5 provides that the Secretary of State must ensure that the Handbook continues
to be available to patients, staff and members of the public (see discussion in paragraph
89 above).

The Secretary of State is able to revise the Handbook at any time, but is obliged to
review it at least once every three years, with thefirst review completed by 5 July 2012.
After any change to the Handbook, the Secretary of Stateis obliged to republishit. The
Government intends this document to be updated periodically, as Department policy
or law evolves.

Section 6: Report on effect of NHS Constitution

98.

This section providesthat the Secretary of State must publish areport on the effect that
the NHS Constitution has had on patients, the public, staff and carers. Each report is
required to be laid before Parliament. The first report must be published no later than 5
July 2012 and subsequent reports are required to be published every 3 years thereafter.


http://www.legislation.gov.uk/id/ukpga/2009/21/section/3/1
http://www.legislation.gov.uk/id/ukpga/2009/21/section/3/7
http://www.legislation.gov.uk/id/ukpga/2009/21/section/4
http://www.legislation.gov.uk/id/ukpga/2009/21/section/5
http://www.legislation.gov.uk/id/ukpga/2009/21/section/5
http://www.legislation.gov.uk/id/ukpga/2009/21/section/6

99.

These notes refer to the Health Act 2009 (c.21)
which received Royal Assent on 12 November 2009

The Department intends to use the reports on the effect of the NHS Constitution to
assess what further measures are required in order for the NHS Constitution to be
effective. The aim of the report isto ensure that all bodieswho are required to do so are
having regard to the NHS Constitution — and so to the principles, values, aswell asthe
legally-binding rights and the pledges, that the NHS is committed to achieve.

Section 7: Regulations under section 3 or 4

100.

This section gives the Secretary of State power to make the regulations referred to in
sections 3 and 4 by statutory instrument under the negative resolution procedure.

Chapter 2 — Quality Accounts

Section 8: Duty of providersto publish information

101.

102.

103.

104.

105.

106.

Subsection (1) provides that NHS providers in public ownership (listed in
subsection (2)) must publish prescribed information in respect of each reporting period,
covering the NHS services they provide or procure. The intention is to ensure that
providers of NHS services produce regular reports on the quality of the services they
provide, and that these reports are publicly available. The definition of “reporting
period” in section 9(2) means that NHS providers will have to publish that information
for the period 1 April to 31 March each year. Regulations will set out the content of
a Quality Account.

Subsection (2) lists those NHS providers in public ownership. These are PCTs, NHS
trusts, Special Health Authorities and NHS foundation trusts

The effect of subsection (3) isthat bodies or other persons not in NHS ownership who
provide, or make arrangements for the provision of, NHS services must aso publish
prescribed information. It defines these persons by referring back to section 2(4) and
(5). Those subsections set out different providers of NHS services, including providers
of primary medical and other primary healthcare services, by reference to the type of
service they provide, and the legislation under which these services are provided.

Subsection (4) ensures that healthcare providers report on their part of any jointly
provided healthcare. The intention is to ensure that each provider should publish their
own Quality Account for the services for which they are responsible under any joint
arrangement.

Subsection (5) gives the Secretary of State power to make regulations to exempt
providers from the requirement to publish aQuality Account. Theintentionisto ensure
that certain NHS providers, or types of NHS provider, can be exempted if necessary
from the requirement to publish a Quality Account. Thiswill be either on atemporary
basis to alow certain types of provider, particularly those who are smaller or who are
new to providing services for the NHS, to gear themselves up for publication; or on a
more permanent basis, in cases where the provider carries out too few NHS servicesto
make it reasonable to require that provider to publish an Account. This subsection also
givesthe Secretary of State power to make regulations to exempt certain services from
appearing in a Quality Account. The intention of this subsection is to exempt certain
servicesif it would not be practicable to include them, for example if the volumes of a
particular service aretoo small to allow users of the Account to draw conclusions about
the quality of services offered.

Subsection (6) defines NHS services by reference back to section 2(7), which defines
these services as being those which are provided in England for the purposes of the
health service continued by section 1(1) of the NHS Act.


http://www.legislation.gov.uk/id/ukpga/2009/21/section/7
http://www.legislation.gov.uk/id/ukpga/2009/21/section/3
http://www.legislation.gov.uk/id/ukpga/2009/21/section/4
http://www.legislation.gov.uk/id/ukpga/2009/21/part/1/chapter/2
http://www.legislation.gov.uk/id/ukpga/2009/21/section/8
http://www.legislation.gov.uk/id/ukpga/2009/21/section/8/1
http://www.legislation.gov.uk/id/ukpga/2009/21/section/8/2
http://www.legislation.gov.uk/id/ukpga/2009/21/section/8/2
http://www.legislation.gov.uk/id/ukpga/2009/21/section/8/4
http://www.legislation.gov.uk/id/ukpga/2009/21/section/8/5
http://www.legislation.gov.uk/id/ukpga/2009/21/section/8/6

These notes refer to the Health Act 2009 (c.21)
which received Royal Assent on 12 November 2009

Section 9: Supplementary provision about the duty

107.

108.

109.

110.

111

112.

113.

114.

115.

Subsection (2) defines the reporting period for the purposes of section 9. The first
reporting period for Quality Accounts will be 1st April 2009 — 31st March 2010, and
subsequent reporting periods will run from 1st April —31st March each year.

Subsection (3) provides that a provider must republish their Quality Account if they
are notified of an error or omission by either the Care Quality Commission or a
Strategic Health Authority. Providers must republish the revised Account within 21
days. Guidance will set out how this provision should be applied.

Subsection (4) requires a provider to send a copy of their Quality Account to the
Secretary of State. The Department of Health intends to publish provider Quality
Accounts on the NHS Choices website, which is owned by the Department, but not to
check or edit the Account.

The Act sets out a very basic requirement for the publication of Quality Accounts, and
the Government intendsto supplement that with subsequent guidelines, which providers
will need to have regard to when drawing up their Quality Accounts. Regulations and
guidance will have the key objectives of making use of information that providers
already collect, of tying that into other NHS reporting cycles, and of keeping burdens
on providers down to a minimum.

Subsection (5) sets out some of the matters about which provision may be made
in regulations made under section 8(1) or (3). These matters include the form and
content of a Quality Account and the date on which it must be published, duties of the
provider to ensure the accuracy of the information contained in the Quality Account,
and requirementsfor the provider to have regard to any guidanceissued by the Secretary
of State. The intention is to ensure that the content and timetable for publication can
be changed easily and speedily in the future to reflect changing national and local
healthcare quality priorities, as well as to ensure that providers take responsibility for
the reliability of the content of their Quality Account.

Subsection (6) provides that any person can ask the provider to supply a copy of their
Quality Account for the current and the preceding two years. All provider Quality
Accounts will be available on the NHS Choices website, but the purpose of this
subsection isto ensurethat providers are required to supply ahard copy of their Quality
Account to anyone who requests one.

Subsection (7) requiresprovidersto display anoticeintheir premisesinforming patients
that the latest copy of their Quality Account isavailable and how acopy can be obtained.

Subsection (8) sets out that premises that the provider does not own or run (e.g. the
patient’s own home) or that the provider owns or runs but that patients do not directly
access (e.g. a pathology laboratory) are excluded from this requirement.

Subsection (9) defines “ premises’ for the purposes of subsection (8).

Section 10: Regulations under section 8

116.

Section 10 makes provision about the procedure for making regul ations under section 8.
These will be subject to the negative resolution procedure.

Chapter 3 — Direct payments

Overview of provisions
Direct payments for health care

117.

Section 11 inserts new sections 12A to 12D into the NHS Act. New section 12A(1)
allows the Secretary of State to make monetary payments directly to a patient, or
another person nominated by the patient, to enable them to procure goods and services
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in connection with their health care. Such a payment is referred to as a “direct
payment” (see new section 12A(5)).

Before a direct payment could be made, the patient would have to give their consent,
either to receiving a direct payment themselves, or to adirect payment being made to a
person nominated by them. For patientswho lack capacity to consent, regul ations under
new section 12B(2)(c) may make provision for adirect payment to be made to a person
on the patient’ s behalf.

The Secretary of State may provide in regulations for PCTs to be able to make direct
payments for mental health after-care services that PCTs must provide to patients
under section 117 of the Mental Health Act 1983 (the Mental Health Act) (see new
section 12A(4)). The patient would be required by the regul ationsto give consent before
adirect payment could be made, asin the case of a payment under new section 12A(1).

The Government has set out its intentions for how direct payments might operate in
Personal Health Budgets: First Seps. A health caredirect payment would be analogous
to a direct payment for social care. The health care that could be procured using this
money is health care for which the Secretary of State is responsible under sections 2(1)
or 3(1) of the NHS Act, anything for which the Secretary of State must arrange under
paragraph 8 of Schedule 1, or vehicles that the Secretary of State may provide under
paragraph 9 of Schedule 1 (see new section 12A(2)). Under section 3(1) of the NHS Act
the Secretary of State must provide specified servicesor facilitiesto such extent asheor
she considers necessary to meet all reasonabl e requirements. Thisincludes hospital and
other accommodation for the purpose of the services provided under the Act, medical,
nursing and services or facilities for the care of pregnant women and children and for
the prevention of illness, care of persons suffering from illness and the after-care of
persons who have suffered from illness and for the diagnosis and treatment of illness.

Initially the Secretary of State has power to make direct payments for health care only
in pilot schemes under regulations, asrequired by new section 12A(6). Direct payments
for health care could in the future be made more widely available following review and
an order made by the Secretary of State under new section 12C(8)(a). The order would
be subject to approval by each House of Parliament under the affirmative resolution
procedure.

Regulations about direct payments

122.

123.

New section 12B(1) gives the Secretary of State power to make regulations covering
how direct payments will operate. The factors that regulations could provide for are
identified in new section 12B(2) to 12B(4) and are similar to those aready provided
for in respect of social care direct payments.

Theregulations could identify the groups of patients who might benefit, such as mental
health patients; the health conditions for which direct payments could be made, such as
those which are long term and are sufficiently predictable to allow a budget to be set;
and the services that could be provided, such as nursing care (see new section 12B(2)
(@)

Direct payments pilot schemes

124.

New section 12C(1)(a) provides for the Secretary of State to have power to make pilot
schemes under regul ations under new section 12B through which the Secretary of State
could make direct payments. By directions in writing under sections 7 and 273(4)(c)
of the NHS Act, the Secretary of State could delegate the operation of a pilot scheme
to a PCT (or a Strategic or Specia Health Authority). The Government intends to set
up a programme of pilot schemes led by different PCTs to assess the effectiveness
of direct payments. In Personal Health Budgets: First Seps, the Government invited
PCTs to apply to become persona health budget pilots, and it has received a number
of applications. The Government intends that there should be a further stage in the
application process to select direct payment pilot sites.
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A pilot scheme must have a specified duration and be subject to review (new
section 12C(3) and (4)). The geographical scope may be specified (new section 12C(2)
(@), and a pilot scheme could also be distinguished by characteristics set out in
regulations under new section 12B(2) (see section 12C(1)(b)). The Secretary of Stateis
also able to make provision in regulations for changing or discontinuing a pilot scheme
or schemes under new section 12C(2)(b).

The characteristics of areview of apilot schememay be set in regulations. For example,
regulations may provide for a review to be undertaken by an independent person or
that its findings must be published (new section 12C(5). New section 12C(6) sets
out subjects that a review may, in particular, examine. The Government intends that
the review of the pilot schemes should be independent, and the findings should be
published. It aso intends that the review should cover al the matters mentioned in new
section 12C(6), such as the administration of a scheme, the effect of direct payments
on cost or quality of care, or the effect of direct payments on patients' behaviour.

New section 12C(7) to (10) providesfor the Secretary of Stateto be able by order either
to repeal the requirement for direct payments to be made only in accordance with a
pilot scheme (see new section 12C(8)(a)), or to repeal new sections 12A, 12B, 12C and
12D (see new section 12C(10)). However new section 12C(7) requires the Secretary
of State to have carried out areview of one or more pilot schemes before making any
such order. Any such order would be subject to approval by each House of Parliament
under the affirmative resolution procedure. If the Secretary of State chose to make an
order under section 12C(8)(a), direct payments for health care would no longer need to
be made as part of a pilot scheme, and the power to make pilot schemes provided by
sections 12C(1) to (4) would be repealed. However, similar time limited schemes could
be set up under regulations under section 12B, to continue to test possible extensions
or adaptations of a direct payments model.

After reviewing a scheme or schemes, an order under new section 12C(8)(b) would
enabl e the Secretary of State to amend, repeal or otherwise modify any other provision
of the NHS Act to facilitate the making of direct payments, so long as the changes
were necessary or expedient (see section 12C(9)). The power would enable lessons
learnt about the legislation from piloting in schemes to be addressed. The order would
be subject to approval by each House of Parliament under the affirmative resolution
procedure. New section 12C(9) would not allow provision by order to alter unrelated
aspects of the NHS Act.

New section 12C(10) allows the Secretary of State to repeal sections 12A, 12B, 12C
and 12D, for example if, following a review, the Secretary of State does not believe
that direct payments are a viable way of delivering services.

Arrangements with other bodies relating to direct payments

130.

New section 12D(1) to (3) provides authority for the Secretary of State to arrange with
bodies in addition to local authorities such as a mental health charity or private sector
body involved in the provision of health care or social care servicesto assist in making
direct payments. In particular, subsection (2) enables such arrangements to be made
with voluntary organisations. In practice, a PCT or other NHS body might be making
the arrangements on behalf of the Secretary of State. These organisations could help
with any aspect of making direct payments, such as assessing patients, setting budgets
or reviewing care plans.

Jurisdiction of Health Service Commissioner

131

Section 12 amends the Health Service Commissioners Act 1993 (the 1993 Act) to
enable the Commissioner to hear complaints about services for which direct payments
were made, including those provided by independent organisations. This gives patients
receiving direct payments for health care similar rights to those enjoyed by patients
accessing services from NHS organisations or from private sector organisations
commissioned by PCTs.
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Detailed explanation of provisions

Section 11: Direct paymentsfor health care

132.
133.

134.

135.

136.

137.

138.

139.

140.

141.

142.

143.

Section 11 inserts new sections 12A to 12D into the NHS Act.

New section 12A (1) allowsthe Secretary of State to make a direct payment to a patient
or their representative, in order to purchase goods or services that might otherwise be
provided by the NHS. The goods or services are those identified in new section 12A(2).
Section 12A(1) also requiresthat direct payments be made only with the consent of the
patient. However, where apatient lacks capacity, provision could be madeinregul ations
for consent to be given by arepresentative of the patient under section 12B(2)(c).

New section 12A(2) specifies that direct payments may be made in respect of services
the Secretary of State may or must provide under sections 3(1) or 2(1) of the NHS Act,
must arrange under paragraph 8 of Schedule 1 to the NHS Act or vehicles that that
Secretary of State may provide under paragraph 9 of Schedule 1 to the NHS Act.

New section 12A(3) causes the Secretary of State's ability to make direct payments to
be subject to regulations made under new section 12B.

New section 12A(4) providesfor regulations to enable a PCT to make a direct payment
for after-care servicesit is obliged to provide by section 117 of the Mental Health Act
1983.

New section 12A(5) defines a payment of the kind described in new section 12A(1) or
12A(4) as adirect payment.

New section 12A(6) provides that direct payments may only be made as part of a pilot
scheme established under regulations under new section 12C and 12B. However, this
section may be repealed by order, aslaid out in new section 12C(8)(a).

New section 12B(1) enables the Secretary of State to make regulations about direct
payments. These regulations enable provision to describe in more detail when and how
direct payments can be made.

New section 12B(2) enables regulations to define the scope of direct payments, which,
under new section 12C(1), includes the way pilot schemes will operate. Under new
section 12B(2)(a), it will be possibleto set out in regul ations which servicesmay or may
not be suitable, in what circumstances, and which patients may or may not be allowed
to receive direct payments in order to purchase services. The regulation-making power
is subject to the negative resol ution procedure.

Direct payments will often be made directly to the patient themselves, but a patient
may prefer to nominate someone else to receive and manage direct payments on their
behalf. New section 12B(2)(b) allowsfor circumstancesto be prescribed in which direct
payments may or must be made to a person nominated by the patient.

Where a patient lacks capacity, new section 12B(2)(c) alows for circumstances to be
prescribed in which direct payments may or must be paid to someone other than the
patient. This will make it possible, where the individua lacks capacity to make the
necessary decisions about consenting to and managing adirect payment, to make direct
payments to a suitable surrogate on the individual’s behalf. The reference to a person
who lacks capacity has the same meaning asin the Mental Capacity Act 2005 (see new
section 12B(6)(b)). Regulations could aso provide for direct payments to be made to
a parent or other person in respect of a child where a child is unable to consent to the
making of payments.

New section 12B(2)(d) allows regulations to set out conditions that must be complied
with by the Secretary of State (in effect, by the NHS organisation granting the direct
payment on behalf of the Secretary of State) or the PCT (in relation to after-care under
section 117 of the Mental Health Act) when making a direct payment. This might
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include ensuring that there is an agreed care plan, that there are proper arrangements
in place for paying the money into a secure bank account or for carrying out regular
reviews of the payments and of the patient’s care.

New section 12B(2)(e) enables regulations to set out conditions the patient or payee
should comply with when adirect payment isgranted. These might include: maintaining
a separate bank account; agreeing to a care plan that specifies the agreed health
outcomes and the types of services to be purchased to help meet those outcomes; or
providing records of their spending to demonstrate that it isin line with the care plan.

New section 12B(2)(f) enables regulations to make provision about the amount of a
direct payment or how it isto be calculated. For example, the regulations are likely to
require that the amount be sufficient to cover the whole of the services set out in acare
plan for which they areto provide. As methodol ogiesfor estimating the required budget
emerge these may also be specified in regulations.

New section 12B(2)(g) allows regulations to set out when the Secretary of State, or
the PCT when making direct payments for after-care under section 117 of the Mental
Health Act, may or must stop making direct payments. Relevant circumstances might
include when a patient’s health is deteriorating such that it cannot be managed within
the budget or where there is evidence that the direct payments have been abused.

New section 12B(2)(h) allows regulations to describe circumstances in which the
Secretary of State, or the PCT when making direct payments for after-care under
section 117 of the Mental Health Act may or must require all or part of direct payments
to be repaid, for example, when a significant surplus has accumulated.

New section 12B(2)(i) alows regulations to include appropriate monitoring
arrangements as regards the making of direct payments, their use by the payee, or
the services which they are used to secure. For example the PCT, acting on behalf
of the Secretary of State, might require the payee or providers contracted using a
direct payment on the payee’ s behalf, to periodically submit copies of receipts. Similar
provision could be madein respect of the making of direct paymentsfor after-care under
section 117 of the Mental Health Act.

New section 12B(2)(j) allows regulations to make provision about the arrangements to
be made by the Secretary of State or the PCT to provide information, advice or other
support to patients or others. For example, regulations are likely to require PCTs to
provide information about the range of services available in their area.

New section 12B(2)(k) alows regulations to be made governing how far support for
direct payments can be treated as a service for which direct payments can be made. This
could allow provision to be made allowing the PCT to give people direct payments to
purchase support, for example help with payroll servicesfor employees, or independent
advocacy services.

New section 12B(3) allows regulations to make provision to govern situations where a
patient hasfluctuating capacity, for examplewhere, at thetime of initially being granted
a direct payment, they do not have the ability to consent, but later regain capacity.
Regulations might specify circumstances where direct payments should continue to
be paid to a surrogate in the period immediately following the regaining of capacity,
subject to the consent of the patient.

In the event that repayment to the Secretary of State or the PCT is needed and the
seeking of repayment under regulations made under new section 12B(2)(h) has been
unsuccessful, regulations under new section 12B(4) could allow the sum owed to be
recoverable as a civil debt due to the Secretary of State or the PCT. In addition, for
serious abuse of the system, criminal sanctionswill be available through the Fraud Act
2006 or the Theft Act 1968.
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New section 12B(5)(a) and (b) allow regulations to define the extent to which, while
patients or another person on the patient’s behalf may have procured the goods or
services directly, those services should be regarded as goods or services provided by
the Secretary of State or a PCT. This means that in prescribed circumstances, but only
in prescribed circumstances, the Secretary of State could be considered to have fulfilled
the duty to provide a service described at new section 12A(2) by making a direct
payment. Similarly, a PCT could be considered, in prescribed circumstances, to have
fulfilled its obligations under section 117 of the Mental Health Act by making a direct
payment.

New section 12B(6) contains definitions. New section 12B(6)(a) specifies that a
“service” includes anything for which adirect payment may be made, as set out in new
section 12A(2) or section 117 of the Mental Health Act. New section 12B(6)(b) defines
references to lacking capacity by reference to the meaning in the Mental Capacity Act
2005.

New section 12C(1)(a) enables the regulations that may be made under section 12B to
provide for the Secretary of State to be able to make pilot schemes in accordance with
which direct payments may be made.

New section 12C(1)(b) allows the pilot schemes provided for by regulationsto include
provision for any of the matters covered by new section 12B(2) as long as the
pilot schemes comply with the regulations under new section 12B. For example, a
pilot scheme might apply to patients with a particular health condition in particular
circumstances for which bespoke monitoring arrangements are appropriate.

New section 12C(2)(a) allows provision in regulations to provide for or require
specification of the geographical area of a pilot scheme. New section 12C(2)(b) allows
the regulations to make provision for or require the pilot scheme to provide for the
scheme’ s revocation or amendment.

New section 12C(3) requires that regulations must provide that when a pilot schemeis
created, its duration is specified, although they may provide for theinitial period to be
subject to extension by the Secretary of State. This may occur if, for example, the pilot
schemetook longer than anticipated to become established and needs to be extended to
allow enough patients to use it for robust review.

New section 12C(4) requires that regulations must provide for the review of a pilot
scheme or require the pilot scheme to include provision for review.

New section 12C(5) sets out particular provision that may be made for the form of a
review of the pilot scheme. The section alows provision to be made to ensure that an
independent person carries out the review, that the findings of the review are published,
and that the review considers certain subjects.

New section 12C(6) sets out arange of specific mattersthe review may consider. These
include the administration of the scheme, the effect of direct payments on the cost or
quality of care, and the effect of direct payments on the behaviour of patients, carers
or people providing services.

New section 12C(7) allows the Secretary of State, having carried out a review of one
or more pilot schemes, to either repeal section 12A(6) and section 12C(1) to (4), using
an order described at section 12C(8)(a), or repeal sections 12A to D using an order
described at section 12C(10). Repeal pursuant to section 12C(8)(a) would make direct
payments generally available subject to any regulations under section 12B. Repedl
pursuant to section 12C(10) would prevent the making of direct payments under the
new sectionsin future.

New section 12C(8)(b) provides for other provisions of the NHS Act to be amended,
modified or repealed, for example where it has become apparent that this is necessary
for a general roll out of direct payments. Any orders made under section 12C(7) are
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subject to Parliamentary approval by each House of Parliament under the affirmative
resolution procedure (see the amendment made by paragraph 10 of Schedule 1 to the
Act to section 272(6) of the NHS Act).

New section 12C(9) specifies that any amendments, repeals or modifications to the
NHS Act carried out by an order described at section 12C(8)(b) must be necessary or
expedient for the purpose of facilitating the making of direct payments. This means
that changes could be made to the NHS Act to reflect the lessons |learnt from the pilot
schemes, but prevents the power at section 12C(7) being used to make other changes
to the Act.

New section 12C(10) provides for the Secretary of State to be able to repeal sections
12A, 12B, 12C and 12D. In the event that the pilot schemes show that direct payments
are not a viable way to deliver services, these provisions allow the Secretary of State
to remove the powers from the NHS Act through an order subject to approval by each
House of Parliament under the affirmative resolution procedure.

New section 12D(1) authorises the Secretary of State to make arrangements with other
bodies for their assistance in providing or operating or otherwise in connection with
direct payments.

New section 12D(2) provides that the bodies with whom such arrangements may be
made include voluntary organisations.

New section 12D(3) provides that the Secretary of State is free to agree terms with
such bodies. The Secretary of State may pay a body for its part in the arrangements
concerning direct payments.

Section 12: Jurisdiction of Health Service Commissioner

169.

170.

171

172.

173.

174.

175.

Section 12 amends the jurisdiction of the Health Services Commissioner set out in the
1993 Act.

Subsection (2) expands the scope of persons subject to investigation to include persons
delivering direct payment services who are not health service bodies.

Subsection (3) expands the definition of independent providers in the 1993 Act to
include persons providing direct payment services who are not health service bodies.

Subsection (4) expands the general remit of the Health Services Commissioner set out
in the 1993 Act to alow the Commissioner to investigate a complaint made about a
service or other action provided by a person providing direct payment services.

Subsection (5) amends the 1993 Act to alow the Commissioner to investigate matters
arising from commercial and contractual arrangements for the provision of direct
payment services.

Subsection (6) makes a consequential amendment in respect of independent providers
who are not persons providing direct payment services.

Subsection (7) defines direct payment services by reference to section 12A of the NHS
Act.

Section 13: Direct payments. minor and consequential amendments

176.

177.

Section 13 introduces Schedul e 1, which contains minor and consequential amendments
relating to direct payments.

Schedule 1: Direct payments: minor and consequential amendments

Paragraph 1 amends the National Assistance Act 1948 to include accommodation in
respect of which adirect payment is made within the definition at section 24(6A) of the
1948 Act of NHS accommodation referred to at section 24(6).
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Paragraph 2 amends the Health Services and Public Health Act 1968 to clarify that
pilots in section 63(2)(bb) are pilots set up under section 134(1) of the NHS Act or
section 92(1) of the NHS (Wales) Act.

Paragraph 3 has the effect that references to after-care services in the Mental Health
Act 1983 include services provided in respect of which adirect payment for social care
or adirect payment for health care is made.

Paragraph 4 amends section 2(5) of the Disabled Persons (Services, Consultation and
Representation) Act 1986 with the effect that the authori sed representative of adisabled
person may at any reasonable time visit him or her and interview him or her in private
in hospital accommodation that has been procured using a direct payment made under
new section 12A(1).

Paragraphs 5(1) and (2) amend section 45 of the 2003 Act. The amendments have the
effect that the obligations of aWelsh NHS body pursuant to Chapter 2 of the 2003 Act
apply where the Welsh body provides health care in respect of which an English NHS
body has made direct payments, until sections 45 and 46 of the 2003 Act are repealed
on the coming into force of paragraphs 37 and 38 of Schedule 5 to the 2008 Act.

Paragraphs 6 to 11 provide for amendments to the NHS Act.

Paragraph 7 has the effect that references to various pilot schemes elsewhere in the
NHS Act become references to pilot schemes established under section 134(2) of the
NHS Act, which relatesto pharmaceutical services, so asto distinguish them from direct
payment pilot schemes set up under new section 12C(1)(a) of the Act.

Paragraph 8 confinesthe definition of a*“ pilot scheme” set out at section 134(2) so that
it applies only to that Part 7 of the NHS Act, rather than the whole Act.

Paragraph 9 amendsthe order-making power of the Secretary of State at section 246(3)
with the effect that an order may vary the descriptions of exempt information at
Schedule 17 to the NHS Act to include descriptions in connection with services in
respect of which direct payments are made by a body, where an overview and scrutiny
committee exercisesfunctionsin relation to the body. Under the Local Government Act
1972 the public may be excluded from meetings of an overview and scrutiny committee
to prevent disclosure of exempt information during an item of business.

Paragraph 10 amends provision for the procedure that appliesto a statutory instrument
under the NHS Act in section 272(6) so that an order mentioned in new section 12C(7)
under new section 12C(8) or 12C(10) issubject to approval by each House of Parliament
under the affirmative resolution procedure.

Paragraph 11 removes the entry for “pilot scheme” from the index of defined
expressions at section 276 of the NHS Act, in consequence of the changes made by
paragraphs 7 and 8.

Paragraphs 12 to 15 provide for amendments to the Safeguarding V ulnerable Groups
Act 2006.

The amendments made by paragraph 13 provide that the Secretary of State (or an
NHS body to whom the Secretary of State has delegated a function of making direct
payments) or a Primary Care Trust acting under regulations (in the case of section 117
after-care) is not a regulated activity provider by virtue of anything the Secretary of
State or it does in connection with the making of direct payments under new sections
12A to 12D.

The amendment made by paragraph 14(2) has the effect that making a direct payment
is controlled activity to the extent that it is not aregulated activity relating to children,
and by sub-paragraph (3) that health care, treatment or therapy which is provided to a
child out of direct paymentsis controlled activity.
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The amendments made by paragraph (15) have the effect that aperson who has attained
the age of 18 and to whom, or on whose behalf, direct paymentsare madeisavulnerable
adult for the purposes of the Safeguarding V ulnerable Groups Act 2006.

Chapter 4: Innovation

Section 14: Innovation prizes

192.

193.

194.

195.

High Quality Care for All stated the Department of Health’s intention to create prizes
for innovations in areas such as the prevention and trestment of lifestyle diseases.

Under existing provisions of the NHS Act, the Secretary of State can award grants for
research. However, the power is limited to research and does not extend to awarding
money retrospectively for work that has already been completed.

Section 14 enables the Secretary of State to make payments as prizes to promote and
reward innovation inthe provision of health servicesin England. Prizesmay be awarded
for work that has already been completed, including research, or for the completion of
future challenges.

To assist in this matter, the Secretary of State may establish a committee to advise,
for example, on the form and allocation of any such prizes. Subsection (3) enables the
Secretary of State to pay remuneration, allowances or expenses to a member of the
committee.

Part 2 —Powersin Relation to Health Bodies

Chapter 1 —Powersin Relation to Failing NHS Bodiesin England

Section 15 and Schedule 2: De-authorisation of NHS foundation trusts

196.

197.

198.

Section 15(1) inserts new sections 52A to 52E into the NHS Act and section 15(2)
incorporates Schedule 2 in the Act which inserts new Schedule 8A into the NHS Act.
The new sections and Schedule provide for the de-authorisation of NHS foundation
trusts. The provisions are in addition to the provisions for de-authorisation of NHS
foundation trusts under the trust special administrator provisions of section 16 (see
below).

New section 52A sets out the NHS foundation trusts to which new sections 52B to 52E
apply. They apply to NHS foundation trusts which were authorised after an application
by an NHS trust under section 33 of the NHS Act (a “section 33 foundation trust”).
The provisions also apply to NHS foundation trusts which have been established under
section 56 of the NHS Act (mergers between NHS foundation trusts, or between NHS
trusts and foundation trusts), but only where at | east one of the trusts which formed part
of the merged trust was an NHStrust or a section 33 foundation trust or, wherethere has
been a succession of mergers under section 56, only if any of those mergers involved
an NHS trust or a section 33 foundation trust.

New section 52B allows Monitor to give the Secretary of State awritten notice that an
NHS foundation trust should be de-authorised. This notice can be given if Monitor is
satisfied that an NHS foundation trust has contravened or failed to comply with any term
of its authorisation, or any requirement in legislation, and that the breach (or breaches
taken together if more than one) is sufficiently serious to justify de-authorisation.
Monitor must consult with the persons or bodies listed in subsection (4) (including the
trust and the local Strategic Health Authority) before giving a notice. When it gives a
notice, it must also provide areport to the Secretary of State stating thereasonswhy itis
satisfied that the conditions for de-authorisation are met. That report must be published
within 7 days of the Secretary of State making an order to de-authorise the trust under
new section 52D (new section 52D(8)).
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New section 52C deals with the grounds for the de-authorisation notice. The section
requires Monitor to consider the matters set out in subsection (1) when it is deciding
whether a breach is sufficiently serious to justify de-authorisation and whether to give
notice to the Secretary of State. In addition, Monitor must publish guidance, following
consultation with the bodies and persons set out in subsection (3), on the matters
(including the specific matters listed in subsection (1)) which it proposes to take into
consideration.

New section 52D sets out the procedure for the Secretary of State to make an order de-
authorising an NHS foundation trust. On such an order taking effect the trust becomes
a National Health Service trust (NHS trust). The Secretary of State must make such
an order if Monitor has given notice under new section 52B. The order must specify
the name of the NHS trust, the functions of the NHS trust and the number of non-
executive and executivedirectors; if thetrust has significant teaching commitmentsthen
one of the non-executive directors should be a person from auniversity with a medical
or dental school (subsection (4)). The number of directors of the de-authorised NHS
foundation trust may exceed the number permitted under the regulations governing
NHS trust membership, or there may be an insufficient number and subsection (5)
allows these arrangements to continue for a temporary period, specified in the order.
New subsection (7) enables the Secretary of State to appoint or remove directors to
meet requirements for NHS trusts.

New section 52E enables the Secretary of State to make awritten request to Monitor to
exercise its power to give ade-authorisation notice, whereit appearsto the Secretary of
State that there are grounds on which Monitor could exercise that power.. The request
must specify the NHS foundation trust to which it relates and the grounds for making
the request and the request must be laid before Parliament. The request will set aperiod
within which Monitor must either give a de-authorisation notice, or publish its reasons
for not doing so (subsection (4)); that period is either 14 days or such longer period
asis specified in the request (subsection (5)). If necessary, the Secretary of State may
extend that period by order (subsection (6)).

Section 15(2) and Schedule 2 insert new Schedule 8A to the NHS Act, which
makes provision about de-authorised NHS foundation trusts. In particular the trust’s
constitution is to cease to have effect on de-authorisation (paragraph 2) and, subject
to the other provisions of the Schedule, the trust is to be subject to the provisions of
the NHS Act in relation to NHS trusts (including the provisions of Schedule 4 relating
to the board of directors). Paragraph 4 provides that the number of executive and non-
executive directors isto be that of the former NHS foundation trust, but thisis subject
to any provision made in the de-authorisation order (see section 52D(4) and (5)). In
relation to finance, paragraph 7 provides that the public dividend capital (PDC) of the
trust continues as public dividend capital of the NHS trust and paragraph 8 makes
provision as to the trust's accounts. Paragraphs 9 to 11 provide that the trust may
continue to:

* beaparty to acontract entered into when the body was an NHS foundation trust,
» hold property which the trust held as an NHS foundation trust, and

* be amember of abody corporate (e.g. a company shareholder) of which the trust
was a member as an NHS foundation trust,

and ensure that the rights or liabilities of any third party are not affected by de-

authorisation.

Paragraph 12 of the new Schedule 8A clarifies that the provisions for continuity do
not affect the power of the Secretary of State to direct the new NHS trust; for example,
to direct them to dispose of certain property.
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Section 16 and Schedule 2: Trust special administrators: NHS trustsand NHS
foundation trusts

204.

Section 16 inserts a new Chapter 5A into the NHS Act (sections 65A to 650). The
new sections provide for the Secretary of State to appoint Trust Special Administrators
(TSAs) to NHS trusts and NHS foundation trusts; for the de-authorisation of NHS
foundation trusts; and for the functions of the TSA during the period of appointment.
In particular, provision is made for consultation by the TSA, the preparation of a draft
report making recommendations to the Secretary of State and a final decision by the
Secretary of State in relation to the trust. Section 16 and Schedule 2 make further
provision for de-authorised NHS foundation trusts.

Application

205.

New section 65A applies the new provisions to English NHS trusts only (those trusts
al or most of whose hospitals, establishments or facilities are situated in England),
and to NHS foundation trusts which were authorised after an application by an NHS
trust under section 33 of the Act (a*“ section 33 foundation trust”). The provisions also
apply to NHS foundation trusts which have been established under section 56 of the
Act (mergers between NHS foundation trusts, or between NHS trusts and foundation
trusts), but only where at least one of the trusts which formed part of the merged trust
was an NHS trust or a section 33 foundation trust or, where there has been a succession
of mergers under section 56, only if any of those mergers involved an NHS trust or a
section 33 foundation trust.

Appointment

206.

New section 65B gives the Secretary of State the power to make an order authorising
the appointment of a TSA to run an NHS trust, after consulting the trust, any Strategic
Health Authority in whose area the trust has hospitals, establishments or facilities, and
any other person who commissions services from the trust, for example a Strategic
Health Authority or a PCT, where the Secretary of State considers it appropriate. The
Secretary of State must be satisfied that the appointment of the TSA to the trust is
in the interests of the health service (subsection (2)). An example where this might
occur isif akey service provided by a small trust has to stop because of new clinical
guidance about 24 hour cover and relatively small patient numbers mean that the
trust can only provide such cover at afinancial loss. Stopping this service may result
in the organisation becoming unsustainable. A TSA is only likely to be appointed
after previous performance interventions have been unsuccessful. The TSA would be
appointed by the Secretary of State (subsection (6)) and would hold and vacate office
in accordance with the terms of his or her appointment (subsection (7)). Under new
section 65C, when the TSA’s appointment takes effect the members of the trust’s
board of directors, including the chair, executive directors (for example, the Chief
Executive) and non-executive directors, would be suspended from performing their
duties as members of the board. Although suspended from the board, the executive
directors would remain employed in their post with the trust (for example, as Chief
Executive, Medical Director or Director of Finance).

De-authorisation of NHS foundation trusts

207.

New sections 65D and 65E make specific provision for NHS foundation trusts. New
section 65D enables Monitor to give a notice to the Secretary of State which has the
effect that the Secretary of State must make an order under new section 65E providing
for thetrust to cease to be afoundation trust and instead become an NHS trust (described
as “de-authorisation”) and an order under new section 65B appointing a TSA for the
trust. Monitor would be able to give such a notice only where it was satisfied that
the trust had failed to comply with a notice under section 52 and that a further notice
would be unlikely to secure the provision of services which the trust is required by its
authorisation to provide (new section 65D(1)). Thisis similar to the existing statutory
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test for the dissolution of an NHS foundation trust under section 54 of the NHS Act. A
notice under section 52 of the NHS Act requires a specified trust, the directors or board
governors of the trust to do, or not to do, specified things within a specified period.

The provisions of new Schedule 8A to the NHS Act (inserted by Schedule 2 to the
Act) apply in relation to trusts de-authorised by an order under new section 65E(1) as
well asto trusts de-authorised under new section 52D (1) — see paragraphs 202 and 203
above for an explanation of the provisions of Schedule 8A, and see the commentary on
section 15 above in relation to section 52D. The only difference is that paragraph 5 of
Schedule 8A, which does not apply to trusts de-authorised under section 52D, applies
to trusts de-authorised under the trust special administrator provisions (section 65E).
Paragraph 5 provides that the trust retains its name except for the substitution of the
words “NHS trust” for “NHS foundation trust”, and that its functions are the provision
of goods or services for the purposes of the NHS in England.

Consultation and report

209.

“210

211

212.

New section 65F requires that, within 45 working days of appointment, the TSA must
produce for the Secretary of State and publish a draft report, outlining the action
which he or she recommends that the Secretary of State should take in relation to the
trust. The Secretary of State must lay this report before Parliament. The TSA must
set out, in a published statement, how he or she plans to consult on the draft report
(new section 65G(1)). The consultation period will last for 30 working days (new
section 65G(2)).

New section 65H specifies the duties which apply during the consultation period. In
particular, it specifies that the TSA must publish a notice stating that the TSA is
seeking responsesto the draft report and describing how people can givetheir responses
(subsection (2)). Subsections (4) and (5) provide that the TSA must hold meetings
with the public and the staff of the trust and staff representatives. Staff for these
purposes includes staff employed by contractors and volunteers working for the trust
(subsection (11)). Section 65H also requires the TSA to seek written responses from
and meet with any Strategic Health Authority in whose area the trust has hospitals,
establishments or facilities, and any person to which the trust provides goods and
services which the Secretary of State directsthe TSA to consult, (in practicelikely to be
persons who commission goods and services from the trust) (subsections (7)(a) and (b)
and (9)). The TSA isalso required to request awritten response from such of the persons
named in subsection (8) as the Secretary of State directs. In addition, the Secretary of
State may, through directions, impose additional requirementsto hold meetings or seek
written responses; this may include, for example the local university medical schoal, if
the organisation has atraining role (subsection (10)).

New section 65| provides that within 15 working days of the consultation closing,
the TSA must provide the Secretary of State with a report containing final
recommendations for the trust. The TSA must attach to the report asummary of al oral
and written responses to the consultation received during the consultation process. The
Secretary of State must publish thisreport and lay it before Parliament (subsection (3)).

New section 65J enables the Secretary of State to make an order extending any of the
time periodsfor preparing the draft report, conducting the consultation or providing the
final report. The power will be exercisable only where it would not be reasonable to
expect the administrator to compl ete the relevant activity in the specified period and it is
envisaged that the power will only be used in exceptional circumstances; for example,
where the TSA was seriously ill or if the organisation had to deal with a significant
unplanned event, for example a SARS (severe acute respiratory syndrome) outbreak.
Where the time is extended, the TSA must publish a notice stating the date when the
revised period expires (subsections (3) and (4)).
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Action by the Secretary of State

213.

214.

New section 65K requiresthe Secretary of State to decide what action to takeinrelation
to the trust within 20 working days of receiving the final report. The decision and the
reasons for it must be laid before Parliament as well as published.

If the Secretary of State decides to take any action in relation to the trust (for example,
to dissolve the trust and merge it with another trust, or to direct it to close or transfer
particular establishments or services), the Secretary of State will exercise existing
powers under the NHS Act to take that action. If the Secretary of State decides not
to dissolve the trust, however, new section 65L provides for the Secretary of State
to make an order specifying when the appointment of the TSA and the suspension
of the chairman and directors of the trust will come to an end (subsection (2)). If
the trust is a de-authorised NHS foundation trust, an order must be made specifying
the name of the NHS trust, the functions of the NHS trust and the number of non-
executive and executive directors. If the trust has significant teaching commitments
then one of the non-executive directors should be a person from a university with a
medical or dental school (subsection (4)). Inthe case of ade-authorised NHSfoundation
trust, the number of suspended directors may exceed the number permitted under the
regulations governing NHS trust membership, or there may be an insufficient number.
New subsection (5) therefore enables the Secretary of State to remove directors or
appoint new directors to meet requirements for NHS trusts.

Supplementary

215.

216.

New section 65M provides that if the TSA ceases to hold office either before the
Secretary of State has dissolved the trust or before the Secretary of State has reinstated
the chairman and directorsto the trust, the Secretary of State must appoint another TSA
and publish his or her name. At this point the new TSA takes over at the same stagein
the process, unless the Secretary of State directs that the new TSA should start from a
different point (for exampleto start at the beginning of the process) (subsection (2)).

New section 65N requires the Secretary of State to publish guidance for TSAs, which
must include guidance in relation to the publication of notices relating to consultation
and extensions of time and also the preparation of the draft report.

Section 17: Trust Special Administrators. Primary Care Trusts

217.

Section 17 inserts anew Chapter 5B into the NHS Act (hew sections 65P to 6523). The
new sections provide the Secretary of State with powers to direct a PCT to appoint a
TSA to exercise specified “provider” functions of the PCT. The new sections also set
out the functions of the TSA during the period of appointment which will apply if the
direction-making power is exercised. In particular, provision is made for consultation
by the TSA, the preparation of adraft report making recommendations to the Secretary
of State and afinal decision by the Secretary of State.

Appointment

218.

New section 65P gives the Secretary of State the power to give directions requiring a
PCT to appoint a TSA to exercise certain “provider” functions of the PCT on its behal f
(subsection (1)). A “provider” functionisany function which (i) involvesthe provision
of goods and services, but only where that function is exercised by the PCT by means
of direct provision (for example not by the making of commissioning arrangements
with other persons) and (ii) is not afunction of providing goods and services but which
may be exercised for that purpose (e.g. employing staff) (subsection (10)). Precisely
which functions are to be exercised by the TSA will be specified in the directions;
that may differ in each case. The Secretary of State may only exercise the direction-
making power if the Secretary of State considers it appropriate in the interests of the
health serviceto do so (subsection (2)) and only after consulting the PCT, any Strategic
Health Authority whose areaincludes any part of the PCT’ s area, and any other person
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which commissions services from the PCT, where the Secretary of State considers it
appropriate (subsection (4)). The TSA holds and vacates office in accordance with the
terms of his or her appointment (subsection (7)) and the Secretary of State can require
in the directions that the terms of appointment contain specified terms, for example
provision could be included to ensure that the Board of the PCT cannot interferein the
exercise of the TSA’ s functions (subsection (8)). New section 65Q provides that when
the TSA’s appointment takes effect, the relevant functions (meaning those exercisable
by the TSA) will no longer be exercisable by any committee, subcommittee or officer
of the PCT, but that provision will not affect the employment of any PCT employee
(subsection (2)).

Consultation and report

2109.

220.

221.

222.

New section 65R requires that, within 45 working days of appointment, the TSA
must produce and publish a draft report, recommending the action that the Secretary
of State should take in relation to the performance of the relevant functions. The
Secretary of State must lay this report before Parliament (subsection (3)). The TSA
must set out, in a published statement, how he or she plans to consult on the draft
report (new section 655(1)). The consultation period will last for 30 working days (new
section 655(2)).

New section 65T specifies the duties which apply during the consultation period. In
particular, it specifies that the TSA must publish a notice stating that the TSA is
seeking responses to the draft report and describing how people can give their response
(subsection (2)). It provides that the TSA must hold meetings with the public and staff
of the PCT and staff representatives (subsections (4) and (5)). Staff for these purposes
only includes staff who are employed in connection with the relevant functions (i.e.
the provider functions which are being exercised by the TSA) and it includes staff
employed by contractors and volunteers working for the PCT (subsection (10)). The
TSA isrequired to seek written responses from and meet any Strategic Health Authority
inwhoseareaany part of the PCT’ sareafalls, and any personto which thetrust provides
goods and services which the Secretary of State directsthe TSA to consult (in practice
likely to be persons who commission goods and services from the trust) (subsections
(7)(a) and (b) and (8)). The TSA is aso required to request a written response from
such persons within section 65H(8) asthe Secretary of State may direct (subsection (7)
(¢)). The Secretary of State may also direct the TSA to seek written responses from or
hold meetings with additional persons specified in the directions (subsection (9)).

New section 65U provides that within 15 working days of the end of the consultation
period, the TSA must give the Secretary of State a report containing his or her
recommendations. The TSA must attach to the report asummary of all oral and written
responses to the consultation received during the consultation process. The Secretary
of State must publish the TSA’sreport and lay it before Parliament (subsection (3)).

New section 65V enables the Secretary of State to make an order extending any of the
time periodsfor preparing the draft report, conducting the consultation or providing the
final report. The power will be exercisable only where it would not be reasonable to
expect the administrator to complete the relevant activity in the specified period and the
Government envisages that the power will only be used in exceptional circumstances;
for example, where the TSA was seriously ill or if the organisation had to deal with a
significant unplanned event, for example a SARS (severe acute respiratory syndrome)
outbreak. Where the time is extended, the TSA must publish a notice stating the date
when the revised period expires (subsections (2) and (3)).

Action by the Secretary of State

223.

New section 65W requires the Secretary of State to decide what action to take in
relation to the performance of the relevant provider functions within 20 working days

17



224.

225.

These notes refer to the Health Act 2009 (c.21)
which received Royal Assent on 12 November 2009

of receiving the fina report. The decision and the reasons for it must be laid before
Parliament as well as published.

If the Secretary of State decides to take any action in relation to the relevant provider
function (for example, the Secretary of State may decide that the PCT should stop
providing services itself and commission them from elsewhere) he or she will exercise
existing powers under the NHS Act to take that action.

New section 65X allows the Secretary of State to give directions to the PCT and the
TSA, requiring that the TSA is removed with effect from a specified day.

Supplementary

226.

227.

228.

229.

New section 65Y providesthat if the TSA ceases to hold office before the Secretary of
State has published his or her decision, the Secretary of State must appoint anew TSA
and publish his or her name. The new TSA takes over at the same stage in the process,
unlessthe Secretary of State directsthat the new TSA should start from adifferent point
(for example to start at the beginning of the process) (subsection (3)).

New section 65Z allows the Secretary of State to give further directions to the TSA
about the exercise of the TSA’ s functions.

New section 6521 requires the Secretary of State to publish guidance for TSAs, which
must include guidance in relation to the publication of notices relating to consultation
and extensions of time and also the preparation of the draft report.

New section 65Z2 requires the following directions to be laid before Parliament: the
initial directions requiring the appointment of a TSA and specifying which functions
are to be exercised by the TSA on the PCT's behalf; additional directions about the
TSA’sexercise of functions; directions bringing the appointment of the TSA to an end.

Section 18 Trust special administrators: consequential amendments

230.

231.

232.

233.

234.

Section 18 makes amendments to the NHS Act consequential on the amendments made
by section 15 (de-authorisation of NHS foundation trusts) and sections 16 and 17 (trust
specia administrators). In particular, subsections (2) to (6) amend sections 53 and 54
of the NHS Act so that the existing provisions for voluntary arrangements and the
dissolution of NHS foundation trusts apply only to NHS foundation trusts to which the
new regime does not apply (meaning those authorised on an application by abody other
than an NHS trust under section 34 of the Act, or those established under section 56
which are not within section 65A(2)).

Subsection (5) amends section 53(4) of the NHS Act, to ensure that the existing
provisions for voluntary arrangements and the dissolution of NHS foundation trusts
apply only to NHS foundation trusts to which the new de-authorisation provisions
in new sections 52A to 52E and the trust special administrators regime (Chapter 5A
inserted by section 16) do not apply.

Subsection (7) amends section 242 of the NHS Act (public involvement and
consultation), so that PCTs, NHS trusts and NHS foundation trusts will not be obliged
to consult, or make other arrangements for involvement, in relation to mattersto which
the draft report or final report relates as rel evant consultation will be undertaken by the
TSA under the new sections.

Subsection (8) amends section 272 of the NHS Act (orders, regulations, rules and
directions) to make provision about the procedure which is to apply to the orders made
under new sections 52A to 52E (de-authorisation of NHS foundation trusts) and 65A
to 65Z (trust special administrators).

Subsections (9) and (12) provide for the definition of ‘NHS trust’ in section 275(1)
of the NHS Act 2006 and section 206(1) of the NHS (Wales) Act 2006 to include a
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body that becomes a NHS trust by virtue of an order for de-authorisation of an NHS
foundation trust made under new section 52D(1) or 65E(1).

Chapter 2 — Suspension

Section 19: NHS and other health appointments: suspension

235.

Section 19 gives effect to Schedule 3.

Schedule 3: NHS and other health appointments. suspension

236.

237.
238.

239.

240.

241.

242.

243.

244,

Part 1 of Schedule 3 amends enactments to allow for suspension from office of chairs
and members of NHS and other health bodies and to make provision required in
consequence of the new powers of suspension. The powers to suspend will allow
a flexible approach to enable investigation of allegations or circumstances while
considering decisions about whether to remove chairs or members from office. The
amendments provide (or enable provision to be madein regulations) for aninitial period
of suspension, procedures for reviewing, revoking or extending suspension, aright for
a person suspended to have the suspension reviewed, the appointment of an interim
chair or, in a case where there is a vice or deputy chair appointed by the body in
guestion for the appointment by the Secretary of State of anew vice or deputy chair. The
amendments also provide for the membership of a suspended person not to count where
legidlation provides for a maximum number of members. What is required by way of
amendments to primary legislation to achieve the policy varies from case to case.

Part 2 of Schedule 3 makes supplementary provision.

Paragraph 1 of Schedule 3 amends Schedule 1A to the Medicines Act 1968
(provisionsrelating to Commission on Human Medicine and Committees) asfollows—

New paragraph 6(2) of Schedule 1A enables the Secretary of State to make certain
ancillary provisions in regulations as seem fitting relating to the terms on which
members of the Commission on Human Medicine, committees established under
section 4 of the 1968 Act or Expert Advisory Groups hold and vacate office. Such
provision may be required to give full effect to the suspension regime.

Par agraph 2 amends Schedule 1 to the Licensing (Alcohol Education and Research)
Act 1981 (the Alcohol Education and Research Council) as follows.

New paragraph 3A of Schedule 1 enables the Secretary of State to suspend a member
of the Council from officeif it appearsto the Secretary of State that one of the grounds
for termination of the member’ s appointment may apply.

New paragraph 3B of Schedule 1 sets out details as to how the suspension process
will operate including details about notification of suspension, the initial period
of suspension, procedures for reviewing, revoking or extending a suspension and
providing that a suspended member isnot to be counted for the purposes of determining
whether the membership of the Council exceeds 15 (the maximum permitted by the
1981 Act).

New sub-paragraph (4) of paragraph 4 of Schedule 1 has the effect that when the
chairman is suspended from office as a member of the Council, he or she will also be
suspended from office as chairman of the Council.

New paragraph 4A of Schedule 1 enables the Secretary of State to appoint an interim
chairman where the chairman has been suspended, and sets out procedural details
including for holding and vacating office, the term of office, resignation or termination
of the appointment.
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Paragraph 3 amends Schedule 1 to the Human Fertilisation and Embryology Act
1990 (the Human Fertilisation and Embryology Authority: supplementary provisions)
asfollows—

New paragraph 5A of Schedule 1 enables the Secretary of State to suspend a
member from office as the chairman, deputy chairman or other member of the Human
Fertilisation and Embryology Authority if it appears there may be grounds for the
Secretary of State to declare the office vacant.

New paragraph 5B of Schedule 1 sets out details as to how the suspension process
will operate, including details about notification of suspension, the initia period of
suspension and reviewing, revoking or extending a suspension.

Paragraphs 4, 5 and 6 amend Schedule 1 to the Health Protection Agency Act 2004
(the Health Protection Agency) as follows—

New sub-paragraph (3A) of paragraph 1 of Schedule 1 to the Health Protection Agency
Act 2004 has the effect that where a member of the Agency appointed by the Scottish
Ministers, DHSSPSNI or the Welsh Ministersis suspended by that authority pursuant
to regulations under the Schedul e, another member could be appointed by the authority
pursuant to paragraph 1(3). The suspended member would also not be counted toward
the total number of members of the Agency prescribed in regulations.

New sub-paragraph (5A) of paragraph 1 of Schedule 1 will enable regulations made
by the Secretary of State to address what would happen in relation to the deputy chair
(who is appointed by the other members of the Agency, not the Secretary of Stete) if
the chairman of the Agency were suspended. Regulations could enable the Secretary of
State to direct that the appointment of the deputy chairman would end and provide for
the Secretary of State to appoint another non-executive member to be deputy chairman.

New sub-paragraph (3) of paragraph 29 of Schedule 1 will enablethe Secretary of State
to include in regulations under the Schedule certain ancillary provisions that appear to
the Secretary of State to be suitable. Such provisions may be required to givefull effect
to the proposed suspension regime.

Paragraph 7 amends Schedule 2 to the Human Tissue Act 2004 (the Human Tissue
Authority) asfollows.

New paragraph 9A of Schedule 2 to the Human Tissue Act 2004 enables the authority
who appointed the chairman or a member (the Secretary of State in the case of the
chairman or such other number of members as he or she thinksfit, the Welsh Ministers
in the case of one member and DHSSPSNI in respect of one member) to suspend the
chairman or member they have appointed as members of the Human Tissue Authority.

New paragraph 9B of Schedule 2 sets out procedural details about how the suspension
process operates, including details about natification of suspension, the initial period
of suspension and reviewing, revoking or extending a suspension. Sub-paragraph (9)
of new paragraph 9B ensures that where a member appointed by the Welsh Ministers
or DHSSPSNI was suspended by that authority another member can be appointed by
the authority pursuant to paragraph 1(1)(c) or (d) of Schedule 2.

New paragraph 9C of Schedule 2 enables the Secretary of State to appoint an interim
chairman where the chairman has been suspended, and sets out procedural details
including for holding and vacating office, the term of office, or resignation or removal
from office.

Paragraph 8 amends Schedule 4 to the Health Act 2006 (the Appointments
Commission: supplementary) as follows.

New paragraph 6(2) of Schedule 4 to the Health Act 2006 enables regulations by
the Secretary of State to address what will happen in relation to the vice-chairman
(who is appointed by the members of the Commission, not the Secretary of State) if
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the chairman of the Appointments Commission is suspended from office. Regulations
could enable the Secretary of State to direct that the appointment of the vice-chairman
would end and provide for the Secretary of State to appoint another non-executive
member to be vice-chairman.

Paragraphs 9, 10, 11, 12 and 13 amend Schedules 2 (Strategic Health Authorities), 6
(Specia Health Authorities), 8 (Independent Regulator of NHS foundation trusts), and
19 (further provision about standing advisory committees) of the NHS Act as follows.

Substituted sub-paragraph (d) of paragraph 9 of Schedule 2 to the NHS Act amendsthe
Secretary of State’ s regulation-making power at paragraph 9 of the Schedule to enable
regulations to provide for suspension of the chairman, vice-chairman or any member
of a Strategic Health Authority.

Substituted sub-paragraph (d) of paragraph 5 of Schedule 6 amends the Secretary of
State’ s regulation-making power at paragraph 5 of Schedule 6 to enable regulations
to provide for suspension of the chairman, vice-chairman or any member of a Special
Health Authority.

New sub-paragraph (c) of paragraph 2(2) of Schedule 8 enables the Secretary of State
to suspend the chairman or another member of Monitor on suspicion of there being
grounds that would enable him or her to remove the member from office.

New paragraph 2A of Schedule 8 sets out procedural details about how the suspension
processwill operate, including detail s about notification of suspension, theinitial period
of suspension, reviewing, revoking or extending the suspension and that the suspended
member will not be counted towards the maximum number of members of Monitor
during the suspension.

New Paragraph 5A of Schedule 19 expands the regulation-making power at paragraph
1 of that Schedule to enable regulations to provide for the Secretary of State to appoint
an interim chairman following removal or suspension from office of the chairman
of a standing advisory committee. The amendment to paragraph 1(b) of Schedule 19
enables regulations under paragraph 1 to contain provision with respect to removal or
suspension from office of members of any standing advisory committee.

Paragraphs 14, 15, 16 and 17 amend Schedules 5 (Special Health Authorities
established under section 22), 10 (further provision about community health councils),
and 13 (further provision about standing advisory committees) of the NHS (Wales) Act
asfollows.

Substituted sub-paragraph (d) of paragraph 5 of Schedule 5 to the NHS (Wales)
Act amends the Welsh Ministers' regulation-making power at paragraph 5 to enable
regulations to provide for suspension of the chairman, vice-chairman or any member
of a Specia Health Authority.

New paragraph 2A of Schedule 10 enables regulations about the membership of
community health councils to include provision, in cases where the chair elected by
the members is removed or suspended from office, for the appointment by Welsh
Ministers of amember asinterim chair. The omission in paragraph 2(a) of Schedule 10
is consequentia on this amendment.

New paragraph 5A of Schedule 13 enables regulations under paragraph 1(b) of that
Schedule to provide for the appointment by Welsh Ministers of an interim chairman
following removal or suspension of the elected chairman of a standing advisory
committee. The amendment to paragraph 1(b) enables regulations under paragraph
1 to address removal or suspension from office of members of a standing advisory
committee.

Paragraph 18 of Part 2 of Schedule 3 (supplementary) provides that in the case of a
cross-border body, regulation-making powers in relation to such a body conferred on
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the Secretary of State and the Welsh Ministers by the amendments made in Part 1 of the
Schedule are exercisable concurrently. This replicates the existing position in respect
of regulation-making powersin relation to such bodies. A cross-border body is a body
exercising functions, or carrying out activities in or with respect to Wales (or any part
of Wales) and England (see section 158(1) of the Government of Wales Act 2006).

Paragraph 19 has the effect that the changes relating to suspension will apply to
existing appointeesto the bodies mentioned in Part 1 of the Schedule aswell asto future
appointees.

Part 3 —Miscellaneous

Tobacco

Section 20: Prohibition of advertising: exclusion for specialist tobacconists

270.

Section 20 amends section 6 of the Tobacco Advertising and Promotion Act 2002
(“the 2002 Act™) (specialist tobacconists) by inserting a new subsection (A1) at the
beginning of that section. This new subsection gives the Secretary of State (in relation
to England), the Welsh Ministers (in relation to Wales), and DHSSPSNI (in relation
to Northern Ireland) power to provide that specialist tobacconists do not commit an
offence under section 2 of the 2002 Act (prohibition of tobacco advertising) if atobacco
advertisement on their premises meets certain requirements (including those to be set
out in regulations). This power replaces, except in relation to Scotland, an automatic
exclusion for specialist tobacconists currently provided by section 6(1) of the 2002 Act.
Accordingly, paragraph 3 of Schedule 4 amends section 6(1) of the 2002 Act to limit
its application to Scotland.

Section 21: Prohibition of tobacco displays etc.

271.

272.

273.

Section 8 of the 2002 Act (displays) gives the Secretary of State power to impose
regquirementson thedisplay in England, Walesand Northern Ireland of tobacco products
or their pricesin aplace or on awebsite where such productsare offered for sale. Section
21 inserts new sections 7A to 7D into the 2002 Act, which replace section 8 in so far
asit relates to England, Wales and Northern Ireland (it will continue to have effect in
its existing form for Scotland).

The new section 7A (prohibition of tobacco displays) makesit an offence for a person,
in the course of a business, to display tobacco products, or cause tobacco products to
be displayed, in aplacein England, Wales, or Northern Ireland. It also provides powers
for the appropriate Minister to provide by regulations for the meaning of “place” and
whether adisplay, which also amounts to an advertisement, isto be treated as adisplay,
or whether it isto be treated as an advertisement, for the purposes of offences under the
2002 Act. For the purposes of the new sections 7A to 7D, the “appropriate Minister”
means the Secretary of State in relation to England, the Welsh Ministersin relation to
Wales, and DHSSPSNI in relation to Northern Ireland.

The new section 7B (tobacco displays: exclusions and defence) provides for a number
of exclusionsfrom the new section 7A prohibition on tobacco displays. The exclusions
cover: displays in the course of a business which is part of the tobacco trade which
are for the purposes of that trade and are accessible only to persons engaged in, or
employed in, the tobacco trade; and, displays made following aparticular request by an
individual of at least 18 years of age to purchase, or for information about, a tobacco
product (arequested display). The appropriate Minister is also given a general power
to provide in regulations that no offence is committed under the new section 7A if the
display complies with any requirements which are specified in the regulations. New
section 7B(5) provides that for the purposes of the offence of making a display to an
individual aged under 18 following arequest by that individual, it is a defence that the
person making the display believed theindividual was 18 or over, and either that person
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had taken all reasonable steps to establish the individual’ s age or from the individual’s
appearance nobody could reasonably have suspected that the individual was aged under
18.. Section 7B(6) providesthat a person istreated as having taken all reasonable steps
to establish an individual’s age only if they had asked the individual for evidence of
their age and the evidence produced would have convinced a reasonable person. It is
adefence for a person charged with causing a requested display to an individual aged
under 18 that they exercised al due diligence to avoid committing the offence (new
section 7B(7)).

The new section 7C (displays: prices of tobacco products) gives the appropriate
Minister power by regulations to impose requirements in relation to the display, in
England, Wales, or Northern Ireland (as the case may be) in the course of a business,
of prices of tobacco products (subsection (1)). A person who displays or causes to be
displayed, prices of tobacco products in breach of any such requirements is guilty of
an offence (subsection (2)). New section 7C(3) provides that the regulations may in
particular provide for the meaning of “place” and new section 7C(4) that the regulations
may make provision for a display which is also an advertisement to be treated for
the purposes of offences in England and Wales or Northern Ireland under the Act as
an advertisement and not as a display of prices or as a display of prices and not an
advertisement.

The new section 7D (displays on a website) replaces section 8(1) of the 2002 Act in
relation to England and Wales and Northern Ireland, in so far as it applies to websites.
It provides power for the Secretary of State by regulations to impose requirementsin
relation to the display in England and Wales, or Northern Ireland, in the course of a
business of tobacco products or their prices on a website where tobacco products are
offered for sale.

New section 7D makes it an offence to display, or cause to be displayed, tobacco
products or their prices in breach of any requirements imposed by regulations
(subsection (2)), except where this is in the course of providing information society
services by a person established outside the United Kingdom (subsection (4)). A
person established in England, Wales, or Northern Ireland who, in the course of
providing information society services, does anything in another EEA state which
would constitute an offence under new section 7D(2) is also guilty of an offence (new
section 7D(3)). For these purposes“ EEA state” includes member states of the European
Union, aswell as Norway, Iceland and Liechtenstein. New section 7D (5) providesthat
the regulations may provide for arelevant display of tobacco products or their prices
which also amounts to an advertisement to be treated for the purposes of offencesin
England and Wales or Northern Ireland under this Act to be treated as an adverti sement
and not asadisplay or asadisplay and not an advertisement. Under new section 7D(5)
arelevant display means a display on a website where tobacco products are offered
for sale.

Section 22: Power to prohibit sales from vending machines

277.

278.

Subsection (1) of Section 22 inserts anew section 3A (sales from vending machinesin
England and Wales) into the Children and Y oung Persons (Protection from Tobacco)
Act 1991 (“the 1991 Act). New section 3A provides power for the appropriate national
authority (defined as the Secretary of State in relation to England, and the Welsh
Ministers in relation to Wales) by regulations to prohibit the sale of tobacco from
vending machines.

The regulations must include provision as to the persons who are liable for a breach of
aprohibition. Where a prohibition contained in the regulations is breached, any person
liable in accordance with the regulations is guilty of an offence punishable with afine
not exceeding level 4 on the standard scale (currently £2,500). Subsection (5) of the
new section 3A applies sections 13 (enforcement), 14 (powers of entry, etc) and 15
(offences of obstruction, etc of officers) of the 2002 Act for the purposes of the new
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section. Section 13 of the 2002 Act sets out the authorities who will be responsible for
enforcing any prohibition; section 14 sets out the powers of entry which enforcement
officers may exercise; and section 15 makes obstructing an officer of an enforcement
body, or making fal se statements to an officer, an offence.

279.  Subsection (2) of section 22 inserts a new paragraph (c) into section 12D(1) of the
Children and Y oung Persons Act 1933 (restricted premises orders and restricted sales
orders: interpretation). Thisextendsthe definition of “tobacco offence” for the purposes
of sections 12A and 12B of that Act to include an offence committed under the new
section 3A of the 1991 Act. The effect of thisisto enable amagistrates court to impose
arestricted premises order or arestricted sales order in response to breaches of the new
section 3A, where the conditions for imposing such orders are met. Under sections 12A
and 12B if three “tobacco offences’ are committed within aperiod of two years, and if
the last of them led to a conviction, then the offender or the relevant premises may be
banned from selling tobacco products for up to one year.

Section 23: Power to prohibit sales from vending machines: Northern Ireland

280.  Section 23 inserts a new Article 4A into the Children and Y oung Persons (Protection
from Tobacco) (Northern Ireland) Order 1991 (“the 1991 (NI) Order™).. New Article4A
makes equivalent provision for Northern Ireland to that made for England and Wales
by the new section 3A inserted in the 1991 Act by Section 22.

Section 24 and Schedule 4: Tobacco: minor and consequential amendments

281. Section 24 gives effect to Schedule 4. Schedule 4 makes various minor and
consequential amendments. These amendments include—

» limiting the application of sections 6(1) and 8 of the 2002 Act to Scotland;

e limiting the power of the Secretary of State under section 13(5) of the 2002 Act
to take over the conduct of proceedings to proceedings in relation to offences
committed in England and giving power to the Welsh Ministers to take over the
conduct of proceedingsin relation to offences committed in Wales;

e amending the definition of “appropriate Minister” for the purposes of the 2002
Act, to confer powers on the Welsh Ministers and DHSSPSNI to make regul ations
in relation to the new provisions about specialist tobacconists and displays and
to transfer to them existing powers under section 4(3) of the 2002 Act (power to
provide for exclusions from the section 2 prohibition on tobacco advertising); and

» provision for the procedure to be adopted in relation to regulations made by the
Welsh Ministers and DHSSPSNI under the provisions of the 2002 Act as amended
by the Act.

282.  Schedule4 also amends section 8 (displays), section 9 (prohibition of free distribution),
section 11 (brandsharing) of, and the Schedule (information society providers) to, the
2002 Act to give full effect to Directive 2000/31/EC of the European Parliament and
Council of 8th June 2000 on certain legal aspects of information society services,
in particular electronic commerce, in the Internal Market (Directive on electronic
commerce). It also repeals section 16(1A) of the 2002 Act (limitation of penalties
for certain offences relating to information society services) to bring the penalties for
offences covered by that provision into line with the penalties which apply generaly
for offences under the 2002 Act.

Phar maceutical Servicesin England

283.  Sections 25 to 29 introduce changes to the way in which PCTs determine applications
by contractors to provide NHS pharmaceutical services [DN: Does this term need
to be defined in the Glossary of Terms and Abbreviations?] and also introduce
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new provisions enabling PCTs to take action against contractors for breaches of the
arrangements for providing those services.

In addition, the sections amend current legislation concerning the provision of local
pharmaceutical services (LPS) contracts enabling PCTs to provide services under
LPS schemes in prescribed circumstances. Under existing legislation, PCTs can only
commission such services.

These measures follow a Department of Health consultation in the autumn of 2008 on
a series of proposals to amend the structure and legislation of NHS pharmaceutical
services, following publication of the Government’'s White Paper Pharmacy in
England: Building on strengths—delivering the future publishedin April 2008. A report
of the outcome of that consultation, which concerned the measures contained within
this Act, was published on 16" January 2009 and is available on the Department of
Health website.

Section 25: Pharmaceutical needs assessments

286.

287.

288.

289.

290.

Section 25 inserts section 128A in the NHS Act which creates anew duty for all PCTs
in England in respect of their assessments of pharmaceutical needs, commonly known
as pharmaceutical needs assessments.

Section 128A(1) requires PCTs, in accordance with regulations, to undertake
assessments of needs for pharmaceutical services in their respective areas and to
publish a statement of their first assessment of those needs and any subsequent revised
assessment.

Section 128A(2) requires regulations to make provision for certain matters relating to
the procedures which PCTs must follow when undertaking their pharmaceutical needs
assessments. Regulations must stipulate—

e the minimum information requirements which each pharmaceutica needs
statement must contain;

» theextent to which the pharmaceutical needs assessment isto take account of likely
future needs for pharmaceutical services,

» thedate by which each PCT must publish their first assessment; and
e thecircumstancesin which aPCT must undertake a new assessment.

For example, the regulations might stipulate that a pharmaceutical needs statement
must contain information on the demography of the peoplein its area and any seasonal
trends or variations as well as longer-term population projections and age profiles. It
might also, for example, stipulate that PCTs must publish their first statement within
six months of the regulations coming into force and that they must undertake a new
assessment where important new health data, trends in disease or evidence of the
effectiveness or ineffectiveness of certain types of service emerge.

Section 128A (3) enablesregulationsto providefor additional matters or make provision
relating to pharmaceutical needs assessments. The additional matters may include
the kinds of pharmaceutical services which the pharmaceutical needs assessment
must relate to, for example, the provision of certain services such as reviews of
patient medication, clinical support for patients starting medication to treat along-term
condition, advice and information to patients or other healthcare professionals. The
regulations may also impose requirements on PCTs to consult specified persons about
specified matters when undertaking their pharmaceutical needs assessment. The PCT
may for example, be required by the regulationsto consult local authorities, patient and
community groups and local professional representative committees. The regulations
may also prescribe the manner in which an assessment is to be made. The regulations
may requirethe PCT to show, when publishing its pharmaceutical heeds statement, how
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it has consulted interested parties. The regulations may also include arange of matters
which aPCT must have regard to when making an assessment of pharmaceutical needs.
Such matters may include for example—

e dataon future disease trends;
* population forecasts;

e information on health concerns which may be specific to the PCT (such as
asbestosis in mining areas); and

* how the PCT has taken into account the views and comments received as a result
of consultation, whether it has accepted or rejected those views and, if rejected, the
reasons why.

Section 26: New arrangements for entry to pharmaceutical list

291.

292.

293.

294.

295.

296.

297.

Section 129 of the NHS Act sets out various reguirements under which regulations
govern the provision of pharmaceutical services. Section 26 amends section 129 of the
NHS Act.

Section 129(2)(c) sets out the legidlative criteria which a PCT must apply when
considering applications from pharmaceutical contractors to be included on a PCT’s
pharmaceutical list for the provision of NHS pharmaceutical services or for changesto
a contractor’s listing following admittance. These criteria are often referred to as the
“control of entry” test. The section inserts new provisions regarding those criteria.

Subsection (2) of section 26 amends the criteria in section 129(2)(c) to provide for
circumstances where an application must be granted by aPCT and circumstanceswhere
an application may be granted by a PCT.

Subsection (3) then sets out the circumstances—
e inwhichaPCT must grant an application; and
* inwhichaPCT may grant an application.

Under new subsection (2A), a PCT must grant an application where it is satisfied,
having first taken account of what is set out in the statement of its assessment of
pharmaceutical needs, and any matters which are prescribed in regulations, that the
need for the services or some of the services in the application is established and will
be met through grant of the application.

Under new subsection (2B), a PCT may grant an application where it is satisfied,
having first taken account of what is set out in the statement of its assessment of
pharmaceutical needs, and any matterswhich are prescribed in regulations, that it would
secureimprovements or better accessto pharmaceutical servicesinitsarea. The matters
prescribed in regulations might include additional criteria such as improvements in
access (for example through extended hours), in the choice and diversity of providers
or of servicesinitsarea(for example, dedicated clinics at evenings or weekendsto stop
smoking or to review patients medications), in innovation in the delivery of services
or of services which meet the needs of specific groups of people in the PCT's area or
local health conditions or diseases.

New subsection (2C) makes additional provision in cases where a PCT is satisfied
that an application meets the criteria for grant of the application required under
subsection (2B). First, new subsection (2C) provides that the regulations may set
out the manner in which the PCT is to determine whether to grant the application.
For example, a PCT might first seek views from local patient representative bodies
and other key interested parties where it is minded to grant an application under
new subsection (2B). Second, new subsection (2C) provides that the regulations may
stipulate certain matterswhich aPCT must or must not take into account when deciding

26


http://www.legislation.gov.uk/id/ukpga/2009/21/section/26
http://www.legislation.gov.uk/id/ukpga/2009/21/section/129/2/c
http://www.legislation.gov.uk/id/ukpga/2009/21/section/26/3

298.

299.

300.

301.

302.

These notes refer to the Health Act 2009 (c.21)
which received Royal Assent on 12 November 2009

whether or not to grant an application under new subsection (2B). For example, the
regulations might make provision that a PCT must take account of the views of local
patient representative bodies concerning the application in reaching its determination.
Conversdly, the regulations might make provision that a PCT must not take account
of other matters in reaching its determination where such matters lead to the refusal
of all applications (for example, on grounds of costs alone or of additional monitoring
burdens for the PCT) where the criteriain new subsection (2B) are otherwise met.

Subsections (4), (5) and (6) of Section 26 modify the existing provisions which
enable regulations to specify the circumstances in which two or more applications are
considered together by the PCT.

Subsection (4) inserts a new subsection (3A) to provide that the regulations may
prescribe the circumstances in which two or more such applications may be considered
together by a PCT. Subsection (5) amends section 129(4) creating a general power to
make provision for the case where two or more applications, taken individually, meet
the test under new subsection (2A) or (2B), but taken together, do not.

Subsection (6) of section 26 inserts a new subsection (4A) which allows regulations
under subsection (4) to include, in particular, the provision mentioned in subsection (5),
with or without modification. Thisnew subsection ensuresthewording in subsection (5)
can betailored to apply to both parts of thetwo part test under subsection (2A) and (2B).

Subsection (7) introduces a new provision which enables regulations to specify the
circumstances in which, and the manner in which, a PCT can invite applications to
be included in its pharmaceutical list. For example, this might be appropriate where
a PCT has identified, in its first or subsequent statement of needs, areas where there
are gaps in provision or where the PCT wishes to secure improvements in access to,
or in the choice or quality of, services provided and wishes to invite applications from
pharmaceutical contractors.

Subsection (8) insertsanew provision which requires PCTsto givereasonsfor decisions
made in relation to al applications received under section 129 and provides that
references to a “needs statement” in the section are to the most recently published
statement, which will be the statement in force at the time the application is decided.

Section 27: Pharmaceutical lists: minor amendment

303.

Section 27 corrects an apparent anomaly in section 129(6)(d) of the NHS Act. Section
129(6)(c) refersto aparticular kind of application for inclusion in a pharmaceutical list
and was not intended to affect the meaning of “such an application” in section 129(6)
(d). Theamendment makes clear that the provisionin section 129(6)(d) for theinclusion
of an applicant on a PCT’s list for a fixed period may apply to any application made
under section 129.

Section 28: Breach of terms of arrangements: notices and penalties

304.

305.

Section 28 inserts in Part 7 of the NHS Act a new Chapter 5A, consisting of new
section 150A, that concerns the issuing by PCTs of notices to contractors and the
withholding of payments to contractors by PCTs.

New section 150A enables regulations to provide that where a contractor breaches a
term of arrangements for providing NHS pharmaceutical services (for example, of a
term of service, such as agreed quality standards or of performance in the provision of
services) then PCTswill have the power to issue remedial notices, requiring corrective
action to be taken or requiring the contractor to refrain from continuing with actions
which haveled to the breach, within aspecified period. The regulations may also enable
PCTs to withhold all or part of any payments due to the contractor for a prescribed
period in view of such abreach. Powers to withhold payments could be used on their
own or in conjunction with the issue of remedial notices.
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Section 150A(2) requiresthat any regulationsunder this section must include prescribed
rights of appeal for the contractor against decisions made by the PCT under this section.

Section 150A (3) provides definitions for this section.

Section 29: LPS schemes. powers of Primary Care Trusts and Strategic Health
Authorities

308.

Section 29 introduces changes to section 144 of, and Schedule 12 to, the NHS Act that
remove the restrictions in NHS legislation on PCTs providing LPS or to other PCTS,
in certain circumstances, for example, in the event of any emergency such as a flu
pandemic or where there was no aternative provider. Where a PCT is a provider of
LPSwithinitsown areait isintended that the L PS commi ssioner would be the Strategic
Health Authority.

Phar maceutical servicesin Wales

300.

310.

Sections 30 to 32 introduce new provisions enabling Local Health Boards (LHBS)
to take action against certain NHS contractors for breaches of the arrangements for
providing those services. The sections that relate to breaches of arrangements between
LHBs and contractors relate to the providers of both pharmaceutical and ophthalmic
servicesin Wales.

In addition, the sections amend legislation concerning the provision of LPS contracts
enabling LHBsto provide LPSin prescribed circumstances. Under existing legislation,
LHBs can only commission such services.

Section 30: Pharmaceutical lists - minor amendment

311

Section 30 corrects an apparent anomaly in section 83(6)(d) of the NHS (Wales) Act
2006. Section 83(6)(c) refers to a particular kind of application for inclusion in a
pharmaceutical list and was not intended to affect the meaning of “such an application”
in section 83(6)(d). The amendment makes clear that the provision in section 83(6)(d)
for the inclusion of an applicant on an LHB list for afixed period of time may apply
to any application made under section 83.

Section 31: Breach of terms of arrangements: notices and penalties

312.

313.

314.

315.

Section 31 inserts before Chapter 2 of Part 8 of the NHS (Wales) Act a new Chapter
1A, consisting of new section 106A, that concerns the issuing by LHBs of notices to
certain NHS contractors and the withhol ding of paymentsto such contractors by LHBs.

Section 106A enables regulations to provide that where a contractor breaches a term
of arrangements for providing NHS pharmaceutical services or arrangements for
providing general ophthalmic services (for example, of aterm of service, such asagreed
quality standards or of performance in the provision of services) then LHBs will have
the power to issue remedial notices, requiring corrective action to be taken or requiring
the contractor to refrain from continuing with actions which have led to the breach,
within aspecified period. The regulations may also enable LHBsto withhold al or part
of any payments due to the contractor for a prescribed period in view of such a breach.
Powers to withhold payments could be used on their own or in conjunction with the
issue of remedial notices.

Section 106A (2) requiresthat any regulations under this section must include prescribed
rights of appeal for the contractor against decisions made by the LHB under this section.

Section 106A (3) provides definitions for this section.
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Section 32: LPS schemes: powers of Local Health Boards

316.

Section 32 introduces changes to Schedule 7 to the NHS (Wales) Act that will enable
LHBsto provide LPSin certain circumstances, for example, in the event of a national
emergency. The circumstances in which LHBs are able to provide LPS will be set out
in regulations made by the Welsh Ministers.

Private patient income

Section 33: Private patient income of mental health foundation trusts

317.

Section 33 amends section 44 of the NHS Act (private health care). Section 44(1)
provides for the authorisation of an NHS foundation trust to restrict the provision for
purposes other than those of the health service of goods and services by the trust. In
the case of a foundation trust that is a former NHS trust, section 44(2) requires the
authorisation in particular to restrict the proportion of the trust’s total income that may
bederived from private charges (defined by section 44(4)). The effect of the amendment
made by subsection (2) is that an NHS foundation trust designated as a mental health
foundation trust may under section 44(2) be permitted to earn up to 1.5% of its total
income in each financial year from income derived from private charges. The effect of
new subsection (2A) of section 44 inserted by subsection (3) is that an authorisation
containing a restriction under section 44(2) must designate the NHS foundation trust
as a mental health foundation trust for the purposes of section 44 if it appears to
Monitor that it provides goods or services relating to mental health as described in new
subsection (2A).

Optical appliances

Section 34: Paymentsin respect of costs of optical appliances

318.

319.

320.

321.

Section 34, with section 38 and Schedule 6, repeals paragraph (c) of section 180(2) of
the NHS Act.

Section 180(2)(c) obliged the Secretary of State to make regulations to meet or to
contribute to the cost of optical appliances (glasses or contact lenses) for all persons
aged 60 or over. Paragraph (c) was introduced by provision in the Health Act 2006
(c. 28) that cameinto force on 1st August 2008. It was not the Government’ s intention
to extend entitlement to all persons aged 60 or over, regardless of their income, in the
Health Act 2006.

The existing regulations having effect under section 180 of the NHS Act provide
for financial help with the cost of optical appliances by optical vouchers and cover
principaly children and people on low incomes. Help is also available to those in
full time education aged between 16 and 18 and for people who need a complex
appliance (meaning an appliance with a high prescription). The repeal does not affect
the eligibility for sight tests of persons aged 60 or over under section 115(2)(d) of the
NHS Act (to which section 180(2)(c) refers). Nor does it affect eligibility for optical
vouchers as prescribed in the National Health Service (Optical Charges and Payments)
Regulations 1997. Under these regulations people aged 60 and over who are in receipt
of certain benefits, or for whom a prescription is issued for a complex appliance, are
entitled to optical vouchers and will continue to be so entitled.

The Government never intended that a duty in the form of paragraph (c) of
section 180(2) should be imposed. No provision in regulations has been made under
that paragraph, and no changes are required to regulations as aresult of the coming into
force of section 34.
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Adult social care

Section 35: Investigation of complaints about privately arranged or funded adult
social care

322.

Section 35 introduces Schedule 5. Part 1 of Schedule 5 inserts a new Part 3A into the
Local Government Act 1974 Act. Part 3A establishesanew schemefor theinvestigation
by a Local Commissioner of complaints about adult social care which is privately
arranged or privately funded. References below to section numbers are to the sections
as they will be numbered in the 1974 Act.

Schedule 5: I nvestigation of complaints about privately arranged or funded adult
social care

Section 34A: Interpretation: “adult social care provider” and “adult social care’

323.

324.

325.

Section 34A defines the terms “adult social care” and “adult social care provider” for
the purposes of delineating the matters subject to investigation under the new scheme
(set out in section 34B). The meaning of “adult social care” is defined by reference to
Part 1 of the Health and Social Care Act 2008 (the 2008 Act). Section 9 of that Act
statesthat social care“includesall forms of personal care and other practical assistance
provided for individualswho by reason of age, illness, disability, pregnancy, childbirth,
dependence on alcohol or drugs, or any other similar circumstance, are in need of such
care or other assistance”. Such care falls within the scope of the new scheme if it is
provided to persons aged 18 or over.

“Adult social care provider” is defined in subsection (3). Only persons providing adult
socia care which is a regulated activity within the meaning of Part 1 of the 2008 Act
will be “adult socia care providers’ for the purposes of the new scheme. Section 8
of the 2008 Act alows for regulated activities to be prescribed in regulations made
under that Act. Only activitiesthat are prescribed will be regulated by the Care Quality
Commission. If a service is not regulated by the Care Quality Commission it will
not fall within the Local Commissioners' remit. It is the Government’s intention to
prescribe, for example, that provision of care home accomodation and the care provided
to residents in a home will be regulated by the Care Quality Commission. Therefore a
provider of these types of activity would come within the Local Commissioners’ remit.

Subsections (4) and (5) provide that action taken on behalf of aprovider will be treated
as action by the service provider whether this is action taken by an employee, by a
person with whom the provider has contracted to provide the service, or (subsection (5))
wherethe careis provided by means of alessformal arrangement with another person.
The intention of these two subsections is to ensure that complaints about social care
provided under any arrangements where the provider has delegated the service remain
within the Local Commissioners' remit.

Section 34B: Power to investigate and Schedule 5A: Matters not subject to
investigation

326.

327.

Section 34B sets out the matters that a Local Commissioner may investigate and the
conditions that need to be satisfied before an investigation can take place. A Loca
Commissioner may investigate any matter rel ating to action taken by an adult social care
provider in connection with the provision of adult social care. So as explained above,
the new scheme is limited to complaints about adult social care which is regulated by
the Care Quality Commission.

Schedule 5A (inserted by paragraph 3 of Schedule 5) sets out matters which are not
subject to investigation under the new scheme. Complaintsabout social carethat already
fall within the local authority statutory complaints procedure are excluded since these
can be investigated by a Local Commissioner under the existing procedure in Part 3
of the 1974 Act. Complaints about NHS services (which may involve the provision of
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socia care) are also excluded since these are for investigation by the Health Service
Commissioner under the 1993 Act.

Section 34B(1)(b) requires one of two conditions to be met before an investigation can
take place. Either a complaint has to have been made by someone who can complain
(see section 34C) and in accordance with the procedure for making acomplaint (set out
in section 34D) or the matter has come to the attention of a Local Commissioner and
in accordance with section 34E may be treated as though a complaint about the matter
had been made directly.

Before proceeding to investigate a matter, a Local Commissioner must be satisfied
either that the provider has had notice of the matter complained about and an
opportunity to investigate and respond, or that it is not reasonable in the circumstances
to expect the matter to be brought to the notice of the provider (subsection (6)). A Local
Commissioner is able to use discretion to take a flexible approach and proceed with an
investigation, if satisfied that it is not reasonabl e to expect the matter complained about
to have first been brought to the attention of the service provider or investigated by the
provider. The Government expects that in the majority of cases the complainant would
raise the complaint with the provider first, but the scheme allows a person to take the
matter up directly with aLocal Commissioner. Thisis because of the vulnerable nature
of this group of service users, and allows for the possibility that a person might feel
unable, through fear of reprisal or for some other reason, to take up the matter with
the provider.

Section 34C: Who can complain and section 34D: Procedure for making
complaints

330.

Section 34C provides for the scheme to apply to members of the public who claim to
have sustained injusti ce because of the service provider’ saction. It also allows someone
to act on aperson’ s behalf in making the complaint. Section 34D requires complaintsto
be madein writing. Complaints must be made within 12 months of the complainant first
having notice of the matter in question, or, if the person affected has died without having
notice of the matter, within 12 months of the person’s representatives (or such other
person who is making the complaint) having had notice of it. A Local Commissioner
may disapply these requirements. For example, the requirement for the complaint to
be made in writing may be disapplied where a complaint is made orally where the
service user’s particular circumstances make it difficult for them to put the complaint
inwriting. A Local Commissioner might also wish to disapply the 12-month time limit
where the circumstances of the person affected have made it difficult for them or their
representatives to raise the matter within that period.

Section 34E: Matters coming to attention of L ocal Commissioner

331

Under section 34E, mattersthat cometo the attention of aLocal Commissioner, without
being raised by the person affected or his or her representatives, can be treated as
though a complaint had been made about them directly. A Local Commissioner may
investigate matters as though they had been raised by a complaint if they become
aware of the matters either during an investigation under the existing scheme relating
to local authorities (under Part 3 of the 1974 Act) or during an investigation of
another matter under the new scheme. A Local Commissioner may only investigate a
matter if it appears that a member of the public has or may have suffered injustice in
consequence of the matter. The matter must also have come to the attention of the Local
Commissioner before the person affected or their representatives have had notice of
the matter, or within a permitted period of 12 months, although in the same way asin
section 34D, the Local Commissioner may disapply the 12-month time limit.
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Section 34F: Procedurein respect of investigations

332.

Section 34F deals with the procedure for conducting an investigation. The adult social
care provider concerned, and anyone alleged to have been responsible for taking or
authorising the action complained about, must be allowed the opportunity to comment.
This means that whoever carried out the action complained about, whether thisis the
provider, or someone else who has carried out the action on behalf of the provider, that
person must be given an opportunity to comment. Investigations must be conducted
in private. But otherwise it is for the Local Commissioner to decide how to conduct
theinvestigation. The Local Commissioner may obtain information and make enquiries
from any person as they seefit under subsection (4).

Section 34G: Investigations: further provisions

333.

334.

Section 34G gives a Loca Commissioner various powers in order to facilitate their
investigations. The Local Commissioner may require the adult social care provider, or
any other person who in the Commissioner’s opinion is able to provide information or
documents relevant to the investigation, to provide such information or documents. For
example, alocal authority or the Care Quality Commission may have information or
documents relevant to an investigation under Part 3A.

The Local Commissioner has the same powers as the High Court to compel the
attendance and examination of witnesses and the production of documents. This means
that anyone not complying with the Local Commissioner’ srequests may bein contempt
of court and subject to the penalties associated with that. Subsection (9) provides that
if any person obstructs an investigation, or is guilty of an act or omission in relation to
an investigation which would constitute contempt of court in proceedings in the High
Court, the Local Commissioner may certify this as an offence to the High Court. The
High Court may then deal with the person charged under subsection (9) as though they
had committed the same offencein relation to the High Court.

Section 34H: Statements about investigations

335.

336.

337.

338.

This section provides for statements to be issued by a Loca Commissioner when
he or she decides not to investigate or to discontinue an investigation, and when
an investigation is completed. If the Commissioner decides not to investigate or to
discontinue an investigation, the statement must set out the Commissioner’s reasons
for that decision.

When aLocal Commissioner has completed an investigation, the statement must set out
the Commissioner’s conclusions and any recommendations. The Commissioner may
make recommendations for action which, in the Commissioner’s opinion, the adult
social care provider needs to take to remedy any injustice sustained by the person
affected. Recommendations may also be aimed at preventing injustice being caused in
the future as aresult of similar action of the provider. For example, the Commissioner
might recommend an apology to the complainant, compensation to be paid, arefund of
charges or changes to be made to the services provided (possibly relating to the service
user’s facilities, accommodation, egquipment) or changes to how staff are managed or
trained.

The Commissioner must send a copy of the statement to the complainant, the provider
and, if someone else took the action complained of, to that person. The statement must
identify the provider concerned unless the provider is an individua or doing so would
identify an individual. It will then be for the Local Commissioner to decide whether it
is appropriate for the individual to be identified. The statement must not identify the
complainant or any other person (cother than the provider) unless the Commissioner
considersit necessary to identify that person.

The Local Commissioner may aso send copies of the statement to the Care Quality
Commission and any local authority. For exampleitislikely that thiswould occur in all
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cases where the statement draws attention to failings in the safety of services, or where
there are implications for many service users, not only the person who has complained.

Section 34l: Adverse findings notices

339.

340.

341.

Section 34l requires providers to consider any statement containing recommendations
by a Local Commissioner and notify the Commissioner within the “required period”
— one month of receiving the statement (or any longer period agreed in writing by the
Local Commissioner) — of the action which the provider has taken or proposes to take.
If by the end of that period, the Local Commissioner has not received this notification,
or is satisfied before the period expires that the provider has decided to take no action,
the Local Commissioner may require a provider to publish an adverse findings notice.
The Commissioner may also do thisin two other circumstances: firstly, if not satisfied
with the action which the provider has taken or proposes to take; or secondly, if, after a
further month following the end of the “required period” (or any longer period agreed
inwriting by the Local Commissioner), the Commissioner has not received satisfactory
confirmation that the provider has taken the proposed action.

Subsection (4) provides that an adverse findings notice, in a form agreed between the
provider and aLocal Commissioner, should include details of any action recommended
intheLocal Commissioner’ sstatement which the provider has not taken, any supporting
materia required by the Local Commissioner, and an explanation of the provider's
reasons for not having taken the recommended action (if the provider wishes). The
adverse findings notice must be published by the provider in a manner directed by the
Local Commissioner. The Local Commissioner might for example, require publication
in alocal newspaper or, if the provider has an internet site, on that site.

Under subsection (6), aLocal Commissioner must publish an adverse findings noticeif
the provider failsto do so in accordance with subsections (4) and (5), or cannot agreethe
form of the notice with the Local Commissioner within one month of the date the notice
was received (or longer if agreed in writing by the Local Commissioner). Subsection
(7) requires the provider to reimburse the LGO on demand any reasonable expenses
incurred by the Local Commissioner in performing the duty under subsection (6).

Section 34J: Publication of statements etc. by L ocal Commissioner

342.

This section deals with the publication of statements or adverse findings notices. A
Local Commissioner may publish all or part of a statement, further publish an adverse
findings notice or publish a summary of a statement or adverse findings notice. In
deciding whether to publish a statement the Commissioner must take into account the
publicinterest aswell astheinterests of the complainant and of other persons. The Local
Commissioner may also supply acopy of all or part of a statement or adverse findings
notice to anyone who requests it, and charge a reasonable fee for this. Subsections (8)
and (9) of section 34H apply to a Local Commissioner’s publication of a statement or
supply of any copy under this section. That meansthat, for example, the summary must
not identify the complainant or any other person (other than the provider) unless the
Commissioner considers it necessary to identify that person.

Section 34K : Disclosur e of infor mation

343.

Section 34K restricts the disclosure by a Local Commissioner of information obtained
during the course of an investigation. Informati on obtained must not be disclosed except
for the purposes specified. Particular exemptions alowing disclosure of information
include, for example, disclosure for the purposes of investigations and statements
related to investigations under Part 3 or 3A of the 1974 Act, or for the purposes of a
complaint being investigated by the Parliamentary Commissioner or the Health Service
Commissioner.
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Section 34L: Law of defamation

344.

345.

Section 34L confers absolute privilege for the purposes of the law of defamation on
certain communications between a Local Commissioner and other parties and certain
publications by a Local Commissioner. This means that these communications and
publications are not actionable for slander or libel.

Communications between a Local Commissioner and an adult socia care provider
will be privileged. The publication of any matter by a Local Commissioner in
communications with a complainant, the Parliamentary Commissioner, the Health
Service Commissioner, a local authority or the Care Quality Commission will also be
privileged. Privilege will aso apply to the publication of statements, adverse finding
notices, summaries and reports by aLocal Commissioner.

Section 34M: Consultation with other Commissioners

346.

Under section 34M, if a Local Commissioner thinks that any matters which are the
subject of the investigation include a matter that is potentially, or actually, the subject
of another Ombudsman’s investigation, the Commissioner is required to consult with
that other Ombudsman. The other Ombudsmen this applies to are the Parliamentary
Commissioner, the Health Service Commissioner, the Public Services Ombudsman for
Wales, and the Scottish Public Services Ombudsman. Subsection (5) imposesasimilar
obligation on the Parliamentary Commissioner. If the Parliamentary Commissioner is
conducting an investigation and considers that the complaint relates partly to a matter
which could be the subject of investigation by a Local Commissioner, then they must
consult with the Local Commissioner. (A similar obligation is placed on the Health
Service Commissioner under the 1993 Act).

Section 34N: Collaborative working with other Commissioners

347.

Section 34N appliesif aLocal Commissioner in conducting an investigation considers
that the investigation raises a matter which could be the subject of investigation
by the Parliamentary Commissioner or the Health Service Commissioner. A Local
Commissioner may then, if the complainant consents, carry out a joint investigation
with the Parliamentary Commissioner or the Health Service Commissioner, or
both. Under subsection (3) a Local Commissioner may similarly collaborate in the
investigation of a complaint being investigated by the Parliamentary Commissioner or
Health Service Commissioner.

Section 340: Disclosure of information by L ocal Commissioner to Information
Commissioner and Section 34P: Disclosure of information by L ocal
Commissioner to Care Quality Commission

348.

Sections 340 and 34P alow a Local Commissioner to disclose to the Information
Commissioner, or the Care Quality Commission, information that a Loca
Commissioner receives as result of an investigation that may be relevant to the
carrying out of the functions of those organisations. The disclosure of information
to the Care Quality Commission enables a direct link to be made between a Local
Commissioner’s investigation and the regulation of the provider whose services have
been the subject of that investigation. Under section 20 of the 2008 Act, the Secretary
of State may impose requirements on regulated activities (as carried out by service
providers) through regulations. The Care Quality Commission will determine whether
the regulatory requirements have been complied with, and information from a Local
Commissioner would be an indicator of potential hon-compliance on which the Care
Quality Commission would be able to act.
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Section 34R: Review, recommendations, advice and guidance and Section 34S:
Annual reports

349.  Section 34R provides that a Local Commissioner must review the operation of the
provisions of Part 3A of the 1974 Act (the provisions of the new scheme). The
review must be carried out in the same financial year as the Commission carries out
a review of the provisions of Part 3 (already required under section 23(12) of the
1974 Act) so must happen every three years. A Local Commissioner may convey any
recommendations or conclusions from this review to government departments or the
Care Quality Commission. A Commissioner may also provide good practice advice or
guidance to adult social care providers.

350.  Section 34S provides that each Local Commissioner must prepare a report on the
discharge of their functionsfor each financial year. The Commission must then prepare
an annua report which must be laid before Parliament and which must be published
along with the reports from the individual Commissioners.

Section 34T: Interpretation of Part 3A
351.  Section 34T defines certain terms used in Part 3A.

Part 2 of Schedule5

352.  Part 2 of Schedule 5 makes a number of minor and consequential amendments to Part
3 of the 1974 Act and other Acts.

Disclosur e of I nfor mation

Section 36: Disclosure of information by Her Majesty’ s Revenue and Customs

353.  Section 36 applies to information held by HMRC in connection with its functions
relating to income tax.

354.  Subsection (2) allows HMRC to disclose certain information relating to GPs and dental
practitioners to the persons defined in subsection (3). The information disclosed will
be a summary of anonymised information relating to the earnings and expenses of
these practitioners and will not extend to other details disclosed to HMRC as part of
the tax assessment process such as investment income. Earnings that are identified as
unconnected with medical or dental activities will be excluded.

355.  Subsection (3) definesthose personsto whom HMRC may discloseinformation covered
by this section. Those persons are the Secretary of State, Welsh Ministers, Scottish
Ministers, the DHSSPSNI or persons providing servicesto them or exercising functions
on their behalf.

356.  Subsection (4) places restrictions on the format of the information disclosed by HMRC.
The information must be summarised or presented as a collection of information. It
must not be possible to identify, or link the information to, a particular individual.

357.  Subsection (5) definesthetermsdental practitioner and general medical practitioner for
the purpose of this section.

Part 4 — General

Section 37: Power to make transitional and consequential provision etc

358.  Subsection (1)(a) of section 37 confers on the Secretary of State the power to make
transitional or transitory provisions or savings in connection with the coming into force
of any provision of the Act. However, subsection (1)(a) is limited by the exclusions
in subsection (2). Subsection (3) provides for appropriate transitional arrangements or
savings to be made by the Welsh Ministers. Subsection (4) provides for appropriate
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transitional arrangementsor savingsto be made by DHSSPSNI. Subsection (5) provides
that an order under the section may amend any enactment, and subsection (12) defines
enactment as an enactment in or in an instrument made under a Measure or Act of
the National Assembly for Wales or Northern Ireland legislation as well as an Act of
Parliament. Subsection (6) provides for modifications by order of a provision brought
into force to have effect until another provision comes into force.

Transitional arrangements are likely to be necessary in relation to commencement of
various provisions of the Act, including the provisions for suspension and in relation
to tobacco and pharmaceutical services. Through transitional arrangements it will be
possible to modify the application of the Act to existing situations and to ensure
transition from the old law and procedures to the new.

Subsection (1)(b) of section 37 also confers on the Secretary of State power by order
to make such supplementary, incidental, or consequential provision asthe Secretary of
State considers appropriate for the purposes of, in consequence of, or for giving full
effect to, any provision of the Act. This would, for example, enable amendments to
be made to references in legidation to NHS trusts to take into account the possibility
created by provisions of the Act of there being anew kind of NHS trust, a de-authorised
NHS foundation trust.

By subsection (5) together with subsection (9)(a) such orders of the Secretary of
State may amend, repeal, revoke or otherwise modify any enactment contained in
an Act of Parliament in which case they would be subject to approval by each
House of Parliament under the affirmative resolution procedure. By subsection (5)
together with subsection (9)(b) such orders of the Secretary of State, where they amend
other legidation will be subject to the negative resolution procedure. The powers are
additional to powersin any other provision of the Act.

Section 38: Repeals and revocations

362.

Section 38 introduces Schedule 6, which contains repeals and revocations.

Section 39: Extent

363.

Section 39 makes provision as to the extent of the provisions of the Act. For further
information on extent please refer to the Territorial Extent section of these notes.

Section 40: Commencement

364.

365.

366.

Section 40 providesfor the cominginto force of the provisionsof the Act. Subsection (1)
provides that the Act, with certain exceptions, will come into force on aday appointed
in an order made by the Secretary of State by statutory instrument. By subsection (4)
different days may be appointed for different purposes or different areas.

Thefirst exceptionisthat, on the day on which the Act received Royal Assent, 12"
November 2009, various provisions cameinto force by virtue of subsection (5). The
provisions are the repeal of section 16(1A) of the 2002 Act (see paragraph 9(2) and
(4) of Schedule 4) together with the associated repeal s and revocations made by the
Act, and Section 40 itself, together with Sections 37 (power to make transitional
and consequential provision etc), 39 (extent) and 41 (short title).

Secondly, for the purposes of making regulations, the following regulation-making
powers also came into force by virtue of subsection (6) on the day on which the
Act received Royal Assent: the power at section 8 for the Secretary of State to make
regulations to disapply the duty to publish quality accounts, those for regulations
providing that no offence is committed in relation to a tobacco advertisement by
specialist tobacconistsin certain circumstances asinserted into the 2002 Act by Section
20, for making provision in relation to tobacco displays as inserted into the 2002 Act
by section 21, for prohibiting or imposing requirements in relation to sales of tobacco

36


http://www.legislation.gov.uk/id/ukpga/2009/21/section/37/5
http://www.legislation.gov.uk/id/ukpga/2009/21/section/37/12
http://www.legislation.gov.uk/id/ukpga/2009/21/section/37/6
http://www.legislation.gov.uk/id/ukpga/2009/21/section/37/1
http://www.legislation.gov.uk/id/ukpga/2009/21/section/37/5
http://www.legislation.gov.uk/id/ukpga/2009/21/section/37/9
http://www.legislation.gov.uk/id/ukpga/2009/21/section/37/5
http://www.legislation.gov.uk/id/ukpga/2009/21/section/37/9
http://www.legislation.gov.uk/id/ukpga/2009/21/section/38
http://www.legislation.gov.uk/id/ukpga/2009/21/section/38
http://www.legislation.gov.uk/id/ukpga/2009/21/section/39
http://www.legislation.gov.uk/id/ukpga/2009/21/section/39
http://www.legislation.gov.uk/id/ukpga/2009/21/section/40
http://www.legislation.gov.uk/id/ukpga/2009/21/section/40
http://www.legislation.gov.uk/id/ukpga/2009/21/section/40/1
http://www.legislation.gov.uk/id/ukpga/2009/21/section/40/4
http://www.legislation.gov.uk/id/ukpga/2009/21/section/40/5
http://www.legislation.gov.uk/id/ukpga/2009/21/section/40/6

367.

368.

3609.

370.

371

These notes refer to the Health Act 2009 (c.21)
which received Royal Assent on 12 November 2009

products from vending machines as inserted into the 1991 Act by section 22, or for
restricting sales from vending machines in Northern Ireland as inserted into the 1991
(NI) Order by section 23 and the provisions at paragraphs 11 and 12 of Schedule 4.

The third exception isin relation to some of the minor and consequential amendments
made in relation to the tobacco provisions in Schedule 4 which are identified at
subsection (7). These comeinto force at the end of the period of two months beginning
on the day on which the Act received Royal Assent.

Subsection (8) provides for the section that introduces a provision of a Schedule
mentioned in subsection (5), (6) or (7) to come into force for the purposes of the
particular provision only.

The Welsh Ministers have power by order made by statutory instrument to bring into
force on a day appointed by them provisions of the Act which relate to Wales and
are identified at subsection (2). Similarly DHSSPSNI has power by order made by
statutory rulefor the purposes of the Statutory Rules (Northern Ireland) Order 1979 (S.1.
1979/1573 (N.1. 12) to bring into force on a day appointed by DHSSPSNI provisions
of the Act which relate to Northern Ireland and are identified at subsection (3).
These powers at subsections (2) and (3) each benefit from the flexibilities provided
by subsection (4) and respectively constitute further exceptions to the power at
subsection (1).

Where amendments made by Schedule 3 (introduced by Section 19) relate to
bodies operating in Wales, Scotland or Northern Ireland as well as in England, the
Secretary of State is obliged to consult the Welsh Ministers, the Scottish Ministers or
DHSSPSNI as appropriate before making an order bringing the amendmentsinto force
(see subsections (9), (10) (11) and (12)).

Insofar as the provisions of Schedule 3 relate to amendments to the NHS (Wales) Act,
the Welsh Ministersare obliged to consult the Secretary of State before making an order
bringing the amendments into force by virtue of subsection (13).

Section 41: Short title

372.

The short title of the Act is the Health Act 2009.
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