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CARE ACT 2014

EXPLANATORY NOTES

COMMENTARY ON SECTIONS

Part 3 - Health

Chapter 1 - Health Education England

Establishment

Section 96 — Health Education England

536.

537.

538.

This section establishes Health Education England (HEE) as anon-departmental public
body. HEE will be the national body responsible for the planning and delivery of
education and training for the NHS and public health workforce. It will also be
responsible for establishing Local Education and Training Boards (LETBS) which will
be responsible for planning and commissioning education and training at alocal level.

Subsection (2) gives effect to Schedule 5 which, amongst other things, makes provision
for the constitution of HEE, the exercise of itsfunctionsand itsfinancia and accounting
obligations.

Subsection (3) abolishes the Special Health Authority called HEE, and subsection (4)
makes provision for the Secretary of Stateto transfer from that Special Health Authority
any property, rights and liabilities to HEE. Section 118 makes further provision on
transfer orders.

Schedule 5 —Health Education England

Part 1 — Constitution

Member ship

539.

540.

541.

Paragraph 1 set outs the requirements for the membership of the Board of HEE. It
provides that the Board must consist of a chair and six other non-executive members
appointed by the Secretary of State, and a chief executive and no more than four
executive members appointed by the chair and other non-executive members. Non-
executive members are not employees of HEE. The chief executive and executive
appointments will be employees of HEE.

Paragraph 2 specifies that the Board of HEE must include persons with clinical
expertise of a type set out in regulations. Regulations may specify the number of
executive and non-executive members which must have that clinical expertise. The
regulations will set out the types of expertise that must be represented, for example a
doctor, a nurse or amember of one of the other healthcare professions.

Paragraph 2 also makes provision that the non-executive members of HEE must include
a person who will represent the interests of patients.
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Non-executive members: terms of office

542.  Paragraph 3 makes provision about the terms of appointment and tenure of office of
non-executive members of the Board of HEE. Sub-paragraph (2) provides that non-
executive appointmentswill be for amaximum period of four years. Sub-paragraph (3)
confirms that non-executive members can be reappointed after they have ceased to be
amember or at the end of the four year term of office. Sub-paragraph (4) provides that
persons appointed to non-executive roles may resign from office by giving notice to the
Secretary of State. Sub-paragraph (5) givesthe Secretary of State apower to remove any
person from a non-executive appointment on the grounds of incapacity, misbehaviour,
or failure to carry out their duties properly. Sub-paragraph (6) permits the Secretary of
State to suspend a person from a non-executive role for any of the reasons set out in

sub-paragraph (5).
Non-executive members: suspension from office

543. Paragraphs 4 and 5 set out the procedura requirements to be complied with when
the Secretary of State suspends a non-executive member of the Board of HEE, make
provision for the Secretary of State to review the suspension and gives the Secretary of
State power to appoint an interim chair. HEE will have no power to appoint an interim
chair, but could choose to appoint a deputy chair (regardless of any suspension of the
chair).

Non-executive members: pay

544.  Paragraph 6 requires HEE to pay to the non-executive members such remuneration
as the Secretary of State may decide. Sub-paragraph (2) provides that the Secretary of
State may also determine the allowances and gratuities that HEE must pay a person
who is or has been a non-executive member.

Employees. terms of office

545.  Paragraph 7 gives HEE the power to appoint the chief executive, executive members
and other employeeson such termsasit decides. The appointment of the chief executive
requires the consent of the Secretary of State.

Employees: pay

546.  Paragraph 8 providesthat HEE must pay itsemployees such remuneration asit decides.
HEE must also pay such pensions, allowances or gratuities as it may determine. In
common with other arms-length bodies, HEE is required to obtain the approval of the
Secretary of State to its policy on pay before making a decision on these matters.

Committees and sub-committees

547.  Paragraph 9 provides that HEE may appoint committees and sub-committees and
pay remuneration and allowances to those members of a committee or sub-committee
who are not employees of HEE. Any committees or sub-committees of the Special
Health Authority called HEE will become part of HEE when it is established as a
non-departmental public body and will be treated as appointed for the purposes of this

paragraph.
Procedure

548. Paragraph 10(1) provides that HEE regulates its own procedure. Paragraph 10(2)
confirms that the validity of any act of HEE, will not be affected by vacancies or any
defects in appointments.
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Seal and evidence

549.

Paragraph 11 makes provision in relation to HEE’' s seal.

Status of HEE

550.

Paragraph 12 states that HEE is not to be regarded as a servant or agent of the Crown
and will not enjoy any status, privilege or immunity of the Crown. HEE' s property will
not be regarded as property of, or property held on behalf of, the Crown.

Part 2 — Functions

Exercise of functions

551.

552.

553.

554.

555.

556.

557.

Sub-paragraph (1) of paragraph 13 imposes a duty on HEE to exercise its functions
effectively, efficiently and economically. Under sub-paragraph (2) HEE may arrange
for any of its committees, sub-committees, or members or any other person to exercise
any of itsfunctions on its behalf, subject to sub-paragraph (5).

Under sub-paragraph (3) HEE may arrange for any person to assist it in the exercise
of itsfunctions.

Under sub-paragraph (4) HEE may provide payment for remuneration and allowances
whenit arrangesfor any other person to exercise or assist inthe exercise of itsfunctions.

Sub-paragraph (5) providesthat HEE is not permitted to arrange for acommittee which
isnot an LETB, sub-committee, members or any other person to exercise the functions
which are exercisable by a LETB.

Under sub-paragraph (6) HEE has a power to involve health care workers, patients
and their carers in decisions about the exercise of its functions. In this context, “ carer”
means an adult who provides or intends to provide care for another person.

Under sub-paragraph (7) HEE hasageneral power to do anything necessary or desirable
for the purposes of or in connection with the exercise of its functions.

Sub-paragraph (8) amends section 247C of the National Health Service Act 2006 (the
2006 Act) to include HEE in the list of bodies that the Secretary of State has a duty
to keep under review in the exercise of their health service functions. In line with
other arms-length bodies, the purpose of this is to ensure that the Secretary of State
is ultimately accountable for ensuring that HEE performs its heath care functions
effectively.

Help or advicefor public authorities

558.

Paragraph 14 states that HEE may provide help or advice to another public authority
on such terms as it decides. Public authority is defined in sub-paragraphs (3) and
(4) as any person whose functions are functions of a public nature and excludes the
Houses of Parliament or a person exercising functions in connection with proceedings
in Parliament. Public authorities in the Channel Islands or the Isle of Man are included
within this definition, but others outside the UK are not.

Co-operation

559.

560.

Paragraph 15 requires HEE to co-operate with the Secretary of State in the exercise
of his public health functions. Public health functions are defined in section 1H of the
2006 Act.

Sub-paragraph (2) amends section 72 of the 2006 Act so that HEE is treated asa NHS
body for the purposes of that section. Section 72 requires NHS bodies to co-operate
with each ather in the exercise of their functions. Thismeansthat all NHS bodies, along
with those bodies included within the definition of NHS bodies for the purpose of this
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section such as the National Institute for Health and Care Excellence and the Health
and Socia Care Information Centre, will be required to co-operate with HEE in the
exercise of their functions, and in turn HEE will be required to co-operate with them.

561.  Sub-paragraph (3) requires HEE and the Care Quality Commission to co-operate with
each other, and HEE and Monitor to co-operate with each other.

562.  Sub-paragraph (4) gives the Secretary of State a power to specify in regulations other
bodies with which HEE must co-operate, and bodies which must co-operate with HEE.

NHS contracts

563. Paragraph 16 adds HEE to thelist of bodies eligible to enter into NHS contracts under
the 2006 Act.

Arrangementswith devolved authorities

564. Paragraph 17 gives HEE a power to exercise on behalf of a devolved authority any
functions which are similar to HEE's functions. There are occasions where UK wide
co-operation and activity is required to support education and training, for example in
planning for the medical workforce. This will allow HEE to lead work of this nature
on behalf of the devolved authoritiesin circumstances where all parties have agreed to
this. Sub-paragraph (2) makes provision for HEE to receive payment from the devolved
authorities for any costs incurred under such arrangements.

Failureto exercise functions

565. Paragraph 18 empowersthe Secretary of Statetointerveneto direct HEE inthedelivery
of its functions, where he considers HEE is failing, or has failed to exercise any of its
functions properly, and that the failureis significant. A significant failure could include
circumstances where there is evidence that public money is not being used effectively;
there are concerns about the quality of education and training and these are not being
adequately addressed; planslook likely to lead to a shortfall in an important part of the
professional workforce; or there are concerns that education and training isimpacting
on patient safety.

566.  Sub-paragraph (2) states that if HEE fails to act as directed by the Secretary of State,
the Secretary of State, or another person on his behalf, may carry out HEE' s functions.

567.  Sub-paragraph (3) requires the Secretary of State to publish reasons for intervention
where HEE is failing, or where HEE has failed to take the remedial action stipulated
by Secretary of State.

Part 3 —Finance and Reports

568. Paragraphs 19 to 23 set out how the Secretary of State will fund HEE. It also sets out
the general financial duties of HEE, including restrictions on the use of resources.

Funding

569. Paragraph 19 provides that the Secretary of State must pay HEE the amount allotted
for meeting HEE’ s expenditure. Sub-paragraph (2) provides that an amount will be
regarded as allotted once HEE is notified of the amount. The payment is subject to such
conditionsrelating to records, certificates or otherwise asthe Secretary of Staterequires.

570.  Sub-paragraph (3) states that the Secretary of State is able to increase or decrease the
alotted amount if HEE agrees to the change, there is a parliamentary general election,
or the Secretary of State considersthat there are exceptional circumstances which make
an increase or a decrease necessary. Such exceptional circumstances might include a
severe disease outbreak or unpredictable and substantial damage to infrastructure.
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571.

Sub-paragraph (4) provides that the Secretary of State may direct HEE in respect of
HEE's payments to it in respect of charges or other amounts relating to the valuation
and disposal of assets.

Financial duties. expenditure

572.

573.

574.

575.

Under paragraph 20, HEE will have an obligation to ensure that its total expenditure
does not exceed the aggregate of the amount allotted to HEE by the Secretary of State
for that year and any income derived from other sources. Thisis in effect an annual
"cash limit" on the total amount of cash expenditure which may be incurred.

The income which counts for the purposes of this limit would include, for instance,
funds received as a result of the power in paragraph 21 for HEE to generate its own
income.

The Secretary of State hasthe power to determine by directionswhat will and what will
not count astotal expenditure for the purposes of sub-paragraph (1). Sub-paragraph (3)
givesthe Secretary of State a power to determine in directions the extent to which, and
the circumstances in which, sums received by HEE under paragraph 19 but not yet
spent must be treated for the purposes of this section as part of total expenditure, and
to which financial year’s expenditure they must be attributed.

The Secretary of State also has a power to direct HEE to use banking facilities that he
specifiesin the Directions.

Financial duties. use of generated income

576.

Paragraph 21 provides that any income that HEE generates must be re-invested for
education and training purposes.

Financial duties; controlson total resource use

577.

578.

579.

580.

Paragraph 22 is concerned with HEE's annual resource alocation. Under this
paragraph, the total use of capital resources and the total use of revenue resources by
HEE in a financial year must not exceed amounts specified by the Secretary of State.
HEE is placed under a duty to ensure that these total limits are not exceeded.

The resource alocations include not only HEE's expenditure in the form of cash
spending (that is, the cash spending that should be accounted for in that financia year,
in line with resource accounting standards), but also consumption of other resources
and the reduction in value of assets belonging to HEE (paragraph 22(4)). For example,
the reduction in value of a photocopier across the year, or the distribution of leaflets
previously kept in storage would be counted as part of the resource alocation. This
system of setting not only a cash limit on HEE's expenditure but aso a limit on
use of resources reflects the system for controlling government resources under the
Government Resources and Accounts Act 2000.

Sub-paragraph (2) gives the Secretary of State a power to give directions that specify
what descriptions of resources must be treated as capital or revenue resources, and
the uses of resources that must, or must not, be taken into account, when determining
whether HEE has remained within the resource all ocations for afinancial year.

As with the allotment, the Secretary of State may only vary the resource allocations
within a financial year if certain conditions are met. These conditions are set out in
sub paragraph (3) and are that if HEE agrees that the change is necessary, if thereisa
parliamentary general election, or if the Secretary of State considers that exceptional
circumstances require a variation of the allocation.
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Financial duties; additional controlson resource use

581.

582.

Paragraph 23 enables the Secretary of State to specify additional limitswithin the total
revenue resource limit on the maximum use of resources attributable to administrative
matters by HEE (sub-paragraph (1)(c)). Sub-paragraph (2) provides that the matters
relating to administration which count for the purposes of these limits may be set out
in directions.

Under sub-paragraphs (1)(a) and (1)(b), the Secretary of State will also be able to
set additional limits on total revenue or total capital resource use attributable to
particular matters specified in directions. Sub-paragraph (3) requires that the Secretary
of State may only impose such limits for the purpose of complying with limits
imposed by HM Treasury. These limits relate to specific budgetary limits applied
across al Government Departments on certain elements of spending. For example
within the revenue Departmental Expenditure Limit, HM Treasury applies aring-fence
to spending on depreciation. HM Treasury applies controls on Annually Managed
Expenditure under which there are limits on the creation of new provisions (charges
for spending that islikely to happen in future years e.g. the economic cost of providing
student loans over the full repayment period. The Department of Health would also
apply a limit on the balance of spending not covered by the specific limits, again to
provide consistency with the controls applied by HM Treasury. Thesetypesof spending
will fall withinthetotal resourcelimitsbut need to be separately controlled within them.

L osses and liabilities etc

583. Paragraph 24 provides that HEE is included in the list of authorities covered by
section 265 of the Public Health Act 1875. The effect of thisisto protect members and
officers of HEE from personal liability in certain circumstances.

584.  Sub-paragraph (3) includes HEE in the list of bodies eligible to enter into schemes for
meeting losses and liabilities as set out in section 71 of the National Health Service
Act 2006.

Accounts

585.  Paragraph 25 requires HEE to keep proper accounts and proper recordsin relation to

the accounts (with such content and in such form, and using such methods and principles
to prepare the accounts, as the Secretary of State may direct with the approval of HM
Treasury). The chief executive of HEE is to be the chief accounting officer.

Annual accounts

586.

587.

Paragraph 26 requires HEE to prepare consolidated accounts annually in respect of
each financial year. HEE's consolidated accounts must include the accounts of each
LETB, any other committees of HEE, and HEE' s activities.

Sub-paragraph (3) providesthat HEE must submit the accountsto the Secretary of State
and to the Comptroller and Auditor General within such period as is directed by the
Secretary of State. The Comptroller and Auditor General must examine, certify and
report on the accounts of HEE and lay copies of the accounts, along with a report of
them, before Parliament.

Interim accounts

588.

580.

Additional provision is made in paragraph 27 for the Secretary of State, with the
approval of HM Treasury, to direct HEE to prepare interim accounts. The interim
accounts must include the accounts of any committees, including the LETBSs.

HEE must submit the interim accounts to the Secretary of State and, if the Secretary of
State directs, to the Comptroller and Auditor General within such period asis directed
by the Secretary of State. The Comptroller and Auditor Genera must examine the
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interim accounts of HEE and if the Secretary of State directs, send a copy of the report
to the Secretary of State, and lay copies of the accounts, along with a report of them,
before Parliament.

Annual report

590.

591.

Paragraph 28 requires HEE to prepare an annual report for each financial year about
how it has exercised itsfunctions. This assessment must include an assessment of HEE' s
achievement of the objectives and reflection of the priorities set by the Secretary of
State under subsection (1) of section 100 and an assessment of its achievement of the
outcomes set by the Secretary of State for the purposes of subsection (2) of section 100.
HEE must provide this report as soon as possible after the end of the financial year.

HEE must send acopy of thereport to the Secretary of State and lay acopy of the report
before Parliament. HEE must also provide such other reports and information relating
to the exercise of its functions as the Secretary of State requests.

Part 4 — Consequential amendments

592.

This Part makes consequential amendments to the following acts to include references
to HEE where relevant — the Public Records Act 1958, the Public Bodies (Admission
to Meetings) Act 1960, the Parliamentary Commissioner Act 1967, the House of
Commons Disqualification Act 1975, the Copyright, Designs and Patents Act 1988, the
Freedom of Information Act 2000, and the Equality Act 2010.

National Functions

Section 97 — Planning education and training for healthcare workers etc.

593.

594.

595.

The Secretary of State has a duty in section 1F of the National Health Service Act
2006 (the 2006 Act) to carry out his functions under prescribed enactments, including
section 63 of the Health Services and Public Headth Act 1968 and the 2006 Act, to
secure an effective system for the planning and delivery of education and training to
persons who are employed, or who are considering becoming employed, in an activity
which involves or is connected with the provision of services as part of the health
service in England. The duty applies in relation to people working in the NHS and
public health system, and to trainee professionals at the start of their career, before they
enter employment in the NHS and public health system. The Secretary of State’s duty
was introduced in the Health and Social Care Act 2012.

Section 63 of the Health Services and Public Health Act 1968 gives the Secretary of
State a power to provide, either directly or by entering into arrangements with others,
education and training to persons specified in that section, which include all NHS and
public health workers. Section 258 of the 2006 Act imposes a duty on the Secretary
of State to make available facilities required by universities for clinical teaching and
research connected with clinical medicine or clinical dentistry.

Subsection (1) delegates to HEE the Secretary of State’'s duty under section 1F, so
far as it applies to its functions under section 63(1) and (5) of the Health Services
and Public Health Act 1968, section 258(1) of the 2006 Act and any other of the
enactmentslisted in section 1F(3) of that Act asregulations may specify. Thedelegation
of the Secretary of State’s duty gives HEE powers to take on responsibility for awide
range of matters relating to education and training, for example relating to workforce
planning, the commissioning of education and training and the quality assurance and
management of education and training provision. This power will also enable HEE
to take on responsibility at a national level for continuing professional and personal
development (CPD) provision, for example coordinating and leading CPD activities
and investing fundsin CPD.
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596.

597.

598.

590.

600.

601.

602.

Subsection (2) gives the Secretary of State a power by regulations to specify other
functions of the Secretary of State to which section 1F(1) of the 2006 Act will apply,
and to require HEE to carry out the resulting duty.

Subsection (3) givesthe Secretary of State apower to specify that the duty in section 1F
of the 2006 Act may be applied to persons of a specified description.

The 2006 Act places aduty on providers of NHS services, the National Health Service
Commissioning Board (known as NHS England) and clinical commissioning groupsto
promote education and training to assist the Secretary of State in the discharge of his
duty in section 1F. These duties are amended by subsection (4) to require co-operation
with HEE to assist HEE, in addition to the Secretary of State, in the discharge of the
section 1F duty.

Subsection (5) givesthe Secretary of State power to make regulations to specify further
functions for HEE relating to education and training.

Subsection (6) gives HEE a power to carry out other activities related to education and
training, with the consent of the Secretary of State.

Section 63(6)(b) of the Health Services and Public Health Act 1968 givesthe Secretary
of State apower to pay travelling and other allowancesto persons who are undertaking
education and training under that section. Subsection (7) amends section 63(6) of that
Act to givethe Secretary of State apower to make such other payments asthe Secretary
of State considers appropriate and for payments to be made subject to such terms and
conditions as the Secretary of State decides. The Secretary of State’s power to make
such payment means that provisions can be made about suspension or termination of
payments, and overpayments could be required to be repaid.

Subsection (8) provides that the power of the Secretary of State under section 63(6) of
the 1968 Act is exercisable concurrently with HEE, but in exercising the power HEE
must have regard to any guidance or other information issued by the Secretary of State.

Section 98 — Ensuring sufficient skilled health care workersfor the health service

603.

604.

605.

This section places a duty on HEE to ensure that there is a sufficient number of
healthcare workers with the skills and training to provide health services in England.
For example, HEE will need to ensure that sufficient nurses are trained nationaly to
meet anticipated demand for future NHS service provision.

HEE has direct control over the investment in education and training for health
professionals funded through the education and training budget. This budget totalled
approximately £4.9 billion in 2013/14 and isinvested in awide range of undergraduate
programmes, post registration and postgraduate training programmes and in NHS
student support arrangements. Where necessary, HEE will work closely with other
bodiestoinfluenceinvestment. For example, HEE will work with the Higher Education
Funding Council for England, and universities across England who deliver healthcare
related training programmes, to ensure that their funding is invested in the right areas
and suitable training opportunities are available in the right places and in the right
numbers.

Subsection (2) givesthe Secretary of State the power to specify inregulationsinrelation
to which healthcare workers the duty to ensure sufficient skilled workers should apply.

Section 99 — Quality improvement in education and training, etc.

606.

Subsection (1) provides that HEE must exercise its functions with a view to securing
continuousimprovement in the quality of education and training provided to healthcare
workers and in the quality of NHS services. The professional regulators such as the
General Medical Council set the standards for health professionals to be registered to
practise in the UK. In commissioning education and training, HEE and the LETBs
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607.

608.

must build on these standards and will work with education providersto ensure that the
provision of education and training continually improves in quality and delivers health
professionals who are fit for purpose and meet the needs of employersin the NHS and
their patients and service users.

Subsection (2) provides that HEE must, in exercising its functions, promote research
into the activities listed in section 63(2) of the Health Services and Public Health Act
1968, such as primary dental or medical services, in so far asthey arerelevant to HEE's
functions. HEE may do this by, for example, working closely with organisations such
asthe Academic Health Science Centres and Academic Health Science Networks. HEE
must also promote the use of evidence obtained from this research.

Subsections (3) and (4) require HEE to have regard to the NHS Constitution and
promote the NHS Constitution in carrying out its functions.

Section 100 — Objectives, priorities and outcomes

6009.

610.

611.

612.

613.

Subsection (1) stipulates that the Secretary of State must publish a document which
specifies the objectives and priorities for HEE in relation to the education and training
to be provided to health care workers. This document will be commonly referred to as
HEE's mandate. It will be reviewed annually, before the beginning of each financial
year, and republished if changes are made.

Subsection (2) stipulates that the Secretary of State will publish a document that sets
the outcomes for HEE to achieve having regard to its objectives and priorities. The
document will be known as the Education Outcomes Framework and will include
outcomes applicable to other organisations in the health and public health system. It
will be supported by arange of measures so that the system can demonstrate at all levels
education quality outcomes as they impact on patient experience, care and safety.

Subsection (3) permitsthe Secretary of Stateto revise HEE’' smandate and the Education
Outcomes Framework and also provides that it must be republished if it is revised.

Subsection (4) requires HEE to publish a document which specifies the priorities,
objectives and outcomes it expectsto achieve; these priorities, objectives and outcomes
must be consistent with those set by the Secretary of State at subsections (1) and (2)
above. Thedocument must al so include guidanceto LETBsabout how they should carry
out their commissioning functions. HEE is required to review the document annually
and republish it if it isamended. This document will be developed in consultation with
the NHS Commissioning Board (known as NHS England) and Public Health England.
It will underpin the relationship and resource allocation arrangements between HEE
and the LETBs. It will set out the medium to long term context for the development
of the NHS and public health workforce, and will provide the framework within which
the LETBs will develop their education and training plans. Subsection (5) provides
that in producing the document, HEE must have regard to longer term objectives
relating to workforce planning and education and training provision. HEE' s duty under
subsection (4) can be met by publishing two or more documents which taken together
comply with its obligations.

Subsection (8) requires HEE to review the document annually and if it revisesit then
it must republish the revised document.

Section 101 — Sections 98 and 100: mattersto which HEE must have regard

614.

This section specifies matters that HEE must have regard to when exercising its
duties under sections 98(1) (ensuring sufficient skilled workers) and 100(4) (setting
objectives, priorities and outcomes for education and training).
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Section 102 — Advice

615.

616.

617.

This section stipulates that HEE must make arrangements for obtaining advice from
persons who are involved in, or have an interest in, the provision of education and
training. The education and training landscape is multi-faceted, and many organisations
have an interest in the development of health professionals, ranging from local
employers in the NHS through to national organisations such as the professional
regulatorslikethe General Medical Council and professional bodies such asthemedical
Royal Colleges.

Subsections (2) and (3) stipulate that HEE must ensure it receives representations from
specified groups. These groups include providers of NHS services, patients and their
carers, the NHS and public health workforce or the trades unions who represent them
and, professiona regulators such as the Health and Care Professions Council. It also
includestherange of bodiesinvolvedinthe devel opment and provision of education and
training such asthe medical Royal Colleges who support the development of curricula
and the bodiesinvolved in the delivery of further and higher education such as colleges
and universities.

Subsection (4) requires HEE to advise the Secretary of State on any mattersrelating to
its functions as the Secretary of State requests. The Secretary of State may specify in
his request how and when the advice is to be provided.

Local functions

Section 103 — Local Education and Training Boards

618.

619.

620.

621.

622.

Thissection providesfor HEE' sappointment of committees, known asL ocal Education
and Training Boards (LETBS), to exerciseHEE’ sfunctionson itsbehalf in so far asthey
are exercisable in respect of thelocal area. LETBswill plan and commission education
and training and quality assure the education and training that has been commissioned
for their areas. The LETB, as a committee of HEE, will work within the nationa
framework set by HEE, but within that will address local priorities for education and
training and be aforum for local workforce development in the NHS and public health
system.

Subsection (3) confirmsthat the LETB should represent the interests of al providers of
NHS and public health servicesin the area of the LETB. It isimportant that the LETB
acts on behalf of all providers, for example, across primary care, secondary care and
the public health system.

Subsection (4) ensures that the duties imposed on HEE by section 99 (1), (2) and (4)
(quality improvement in education and training etc.) also apply to LETBs.

Subsection (5) provides that LETBs may co-operate with each other and two or more
LETBs may exercise their functions jointly. LETBs may also be required to work
closely together on specific elements of workforce planning or education provision, for
example, where a healthcare provider has a presence in two or more LETBs.

Subsection (6) permits HEE to attend any LETB meetings about a matter of concern to
HEE. This may be required where HEE has serious concerns about delivery of national
workforce priorities, objectives and outcomes.

Section 104 — LETBs: appointment etc.

623.

This section deals with the process by which HEE appoints LETBs. LETBs will be
supported by operationa staff who will be employed by HEE. These will include
staff from the former Strategic Health Authorities and postgraduate medical and dental
deaneries.
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624.

625.

626.

627.

628.

629.

630.

HEE will appoint LETBs, where a group of persons, which must include local
healthcare providers for the area, persons who have clinical experience of a type
specified in regulations and a person who will represent the interests of patients,
come together and fulfil the requirements of the appointment criteria. HEE will set
appointment criteriawill be contained in adocument that will primarily assess potential
LETB's potential to carry out HEE's functions at a local level. They will assess the
LETBs capacity and capability to carry out those functions, their ability to secure
financia control and the proposed local governance arrangements. Schedule 6 makes
further detailed provision about the area of LETBS, the appointment criteria and the
exercise of HEE' s functions.

HEE will assess potential LETB applicants and there will be three possible outcomes
from the application process. Firstly, as set out in subsection (1) the applicants may
meet all the criteria set by HEE and HEE istherefore satisfied that the LETB is capable
of taking on all functions delegated to it. In this case the LETB will be appointed
without any further conditions. Secondly, as set out in subsection (2) the applicants
may meet some of the criteria set by HEE and HEE is satisfied that they are capable of
taking on some, but not all of the functions delegated to them. In this case, the LETB
will be appointed with conditions attached to their appointment. The third outcome
is that the applicants meet some of the criteria but not all, and HEE is not satisfied
that they can take on functions delegated to them, or that they do not meet any of the
criteria. In this case, the LETB will not be appointed. In such circumstances HEE may,
under subsection (8), appoint its own employees as members of the LETB to take on
responsibility for the education and training functions in that area until an application
meets sufficient criteria.

Subsections (3) to (8) provide more detail on dligibility for LETB membership and the
regquired composition of its membership. Subsection (3) sets out types of person who
must be represented on a LETB. Subsection (4) specifies that regulations may set out
the required numbers of persons with clinical expertise. Subsection (5) confirms that
persons involved in the provision of education and training may also be members of
a LETB and subsection (5)(b) alows HEE to specify other persons who are eligible
to be appointed. Subsection (6) confirms that non-executive and executive members of
HEE are not igible for membership. Subsection (7) confirms that the majority of the
members of the LETB must be drawn from providers of NHS and public health services
in the LETB geographical area. Thisis important. Whilst LETBs will rightly include
other partners as members, for example, from the education sector or commissioning
organisations, their primary purpose is to plan and commission on behalf of local
healthcare providers.

Subsection (9) requires HEE to appoint the chair of the LETB. The chair may not
be a provider of NHS or public health services in the LETB’s geographical area or a
representative from afurther or higher education institutioninthe LETB’ sgeographical
area.

Subsection (10) requires HEE to notify applicants in writing of the outcome of its
decision, and any reasons for rejection. HEE will then publish the decision as set out
in subsection (11).

Subsection (12) provides that the members of the LETB must not use information
obtained in that capacity for any other purposes.

Subsection (13) givesthe Secretary of State aregulation making power to make further
provision on the appointment of members of the LETB, the remova by HEE of
members of a LETB and the suspension by HEE of members of aLETB.
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Schedule 6 — Local Education and Training Boards

Theareafor which aLETB isappointed

631.

632.

Paragraph 1 makes provision for the geographical area covered by the LETB. Sub-
paragraph (1) requires HEE to ensure that the areas covered by all LETBs together
cover the whole of England and do not overlap or coincide geographically.

Sub-paragraph (2) givesHEE apower to vary theareaof aLETB. Thismay berequired
if there are changes in the area of neighbouring LETBs which lead to part of England
being unrepresented by a LETB. HEE must also keep an up to date record of the
geographical areas and publish that record.

Assessment of whether the members of LETBs meet the appointment criteria

633.

634.

635.

636.

637.

638.

639.

640.

Paragraph 2 requires HEE to continue to assess LETBs to ensure they are compliant
with the appointment criteria set by HEE. If a LETB in question is not meeting the
criteria HEE must assess whether it is still able to exercise its functions. HEE will
undertake such an assessment whenever it considersthisappropriate. Sub-paragraph (2)
requires HEE to notify the LETB of the outcome of the assessment and where HEE is
not satisfied that it meets the appointment criteria HEE is required to give the reasons
for this and publish these.

Sub-paragraph (3) provides that where a LETB is continuing to meet some but not all
appointment criteria and HEE determines that it can still exercise its functions, HEE
may impose conditions on the LETB relating to its operation.

Sub-paragraph (4) stipulates that where a LETB fails to meet sufficient appointment
criteriato enableit to exerciseits functions, HEE may do one or more of the following:
appoint new members of the LETB; exercise the functions on behaf of the LETB;
arrange for another LETB to take responsibility for the area.

Sub-paragraph (5) requires HEE to notify the LETB of the conditions it proposes to
impose or action it proposes to take, and the reasons for doing so, before it may impose
the conditions at sub-paragraph (3) or take actions described under sub-paragraph (4).

Sub-paragraph (6) requires HEE to publish the details of these conditions and the
reasons for imposing them or taking that action.

Sub-paragraph (7) requires HEE to obtain the approval of a LETB before asking it to
take on another LETB’ s functions as described in sub-paragraph (4)(c).

Sub-paragraph (8) provides that regulations must require specified commissioners of
health services to include in the arrangements under the National Health Service Act
2006 for the provision of such services terms to ensure that the provider complies with
reguirements mentioned in sub-paragraphs (8)(a) and (b). Sub-paragraph (8)(a) states
that providers must co-operate with any LETB which represents that provider because
it has been appointed by HEE to represent it by virtue of sub-paragraph (4)(c). This
obliges providers to co-operate with any LETB that represents both its interests and
the interests of providers from a different geographical areathat the LETB originally
represented before it was appointed to additionally represent the interests of another
LETB. Sub-paragraph (8)(b) states that providers must provide LETBs with such
information as they may request.

Sub-paragraph (9) allows the Secretary of State to make regulations specifying other
circumstances where HEE may intervene in the operation of the LETB.

Publication and review of the appointment criteria

641.

Sub-paragraph (1) requires HEE to publish the appointment criteria that persons
applying to be appointed as a LETB must meet. HEE is required to obtain the approval
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of the Secretary of State before publishing thiscriteria. Sub-paragraph (2) requiresHEE
to keep the appointment criteria under review and make any necessary revisions. HEE
is required to obtain the approval of the Secretary of State for any revisions that HEE
considers significant.

Exercise of functions

642.

643.

645.

Paragraph 4 enables the Secretary of State, through regulations, to give the LETBs
additional functions relating to education and training and impose regquirements about
how those functions should be exercised.

Sub-paragraph (2) alows a LETB to do anything which it considers necessary or
desirable to enable it to carry out its functions.

Sub-paragraph (3) providesthat where HEE considersthat aLETB isfailing to exercise
one or more of its functions, or there is a significant risk that it may do so, HEE must
direct the LETB on the exercise of such functions.

Sub-paragraph (4) stipulates that where a LETB fails to comply with the direction
under sub-paragraph (3), HEE may intervene as described under paragraph 2(4) of this
Schedule, which means that HEE may appoint new members of the LETB, exercise
functions on behalf of the LETB, or arrange for another LETB to represent providers
of servicesin the area.

Section 105 — LETBs: co-operation by providers of health services

646.

647.

Subsection (1) providesthat regulations must require specified commissioners of health
services to include in the arrangements under the National Health Service Act 2006
(the 2006 Act) for the provision of such services terms to ensure that the provider
complies with requirements imposed under paragraphs (a), (b) and (c). Paragraph (a)
states that providers must co-operate with any LETB in which it provides services.
Paragraph (b) requires providersto provide LETBs with such information as they may
reguest and paragraph (c) requires providers to comply with other obligations that may
be specified. Theregulationswill seek to ensurethat providersof NHSand public health
services co-operate with the LETB in their areato support the planning, commissioning
and provision of education and training. This may include the provision of workforce
information to support such activities. Such regulations will support the duty imposed
on commissioners by section 1F(2) of the 2006 Act.

Subsection (3) provides that the regulations may specify matters that the LETB
must have regard to when considering the reasonableness of requesting a provider to
cooperate with it, or to provide it with information.

Section 106 — Education and training plans

648.

649.

650.

Subsection (1) requires LETBs to publish an education and training plan for each
financial year. The education and training plan will set out, amongst other matters,
the LETB'’s proposed investment in their current and future workforce. Subsection (2)
makes provision for the content of the education and training plan. In developing their
plans, the LETB must have regard to national objectives, priorities and outcomes set
by the Secretary of State and HEE (under section 100), alongside the local priorities of
the NHS and public health providers represented by the LETB.

Subsection (3) lists matters that a LETB must have regard to in the preparation of the
plan.

Subsection (4) places aduty on the LETB to involve the providers it represents in the
preparation of its education and training plans, along with commissioners of health
services, Health and Wellbeing Boards and such other organisations that either it
or HEE considers appropriate. It is important that education and training plans are
informed by the local needs of the health and public health system.
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651.

Subsection (5) requires the LETB to submit its education and training plan to HEE for
approval prior to publication. Subsection (6) enables HEE to direct LETBs to amend
their education and training plans prior to approval. By operation of subsection (7), in
the case of LETBs which meet all appointment criteria, HEE's power is restricted to
amendments that HEE considers necessary to ensure that the LETB will achieve the
outcomes set by HEE under section 100(4)(b). Thisisintended to respect the autonomy
of the LETB and therefore restricts any amendments to issues linked to nationally
agreed priorities, objectives and outcomes. HEE must publish the amendments and the
reasons for making them as described in subsection (8).

Section 107 — Commissioning education and training

652.

653.

654.

655.

656.

657.

658.

This section requires each LETB to commission education and training activity that
will support their plans for that year. HEE has a duty to allocate appropriate funding to
each LETB in order to commission the necessary education and training activity.

There may be some circumstances where it is advantageous to have nationally co-
ordinated provision of education and training, rather than leaving it to the discretion of
LETBs. For example, some professions and medical specialties may require only very
small numbers to be commissioned across England, so national level commissioning
may be more appropriate. In such cases, subsection (2) gives HEE a power to make
arrangementsitself for the provision of education and training, or to direct alead LETB
to do so on behalf of itself (but the latter is subject to consultation with the LETB in
question (subsection (3)).

Subsection (4) requires HEE to allocate to the LETB the resources that are required to
deliver its education and training plan for that year.

Subsection (5) requires HEE to take account of any requirements placed on the LETB
by section 108 — which requires an LETB to make payments by reference to an
approved tariff price or price varied under a specified procedure — when making such
an allocation.

Subsection (6) alows the LETB to arrange for another person to assist in the exercise
of its commissioning functions.

Subsection (7) placesaduty on LETBsto keep under review the quality of the education
and training provision that it commissions, and imposes a duty on them to report its
findings to such bodies that the LETB considers may beinterested. This could include,
for example, the relevant professional regulatory body.

Subsection (8) requires the LETB to produce such reports on the commissioning of
education and training as HEE may require.

Tariffs

Section 108 — Tariffs

659.

660.

661.

This section establishesatariff-based system for funding clinical education andtraining
—whereby providers receive the same payment for the same activity. This will enable
anationa approach to the funding of clinical placements, and provides for equality of
treatment between different providers. The Secretary of State will set the tariff price.

One of the functions of HEE is to determine the way in which education and training
activities are grouped together for the purposes of payment. Subsection (2) recognises
that different tariffs will need to be set by the Secretary of State, depending on the
groups developed by HEE.

Subsection (4) allowsthe Secretary of Stateto specify aprocedurefor making variations
to a published tariff. This could either be a variation to the price of the tariff itself, or
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662.

663.

avariation to the price being paid to a particular provider (or group of providers) on
a case-by-case basis.

Subsection (6) allows the Secretary of State to revise or revoke any such variations. It
also allowsthe Secretary of Stateto make any revisionsor revocationsto thetariff itself.

Subsection (9)(a) stipulates that where a tariff has been published by the Secretary of
State, HEE — through their LETBs — will be required to make payments to providers
at the published tariff price. Subsection (9)(b) confirms that — where there has been a
variation to an approved price — that this new price should be used by HEE.

Chapter 2 —Health Research Authority

Establishment

Section 109 — The Health Research Authority

664.

665.

This section establishes a new body to be known as the Health Research Authority
(HRA). The HRA isto have functions rel ating to health and social care research which
are conferred in other sectionsin this chapter.

The HRA isto replace the Special Health Authority (SpHA) also known as the Health
Research Authority and take on its functions, which include those relating to reviewing
the ethics of research proposals in England. Like the SpHA, the HRA will have the
objective of protecting and promoting the interests of actual and potential participants
in health and social care research and the general public by facilitating and promoting
high quality research that is safe and ethical. Subsection (3) abolishes the SpHA and
the relevant instruments establishing it and conferring functions on it. Subsection (4)
makes provision for the Secretary of State to make an order to transfer the property,
rights and liabilities from the SpHA to the HRA.

Schedule 7 —The Health Research Authority

666.

This Schedule makes provision for the constitution and establishment of the HRA.

Part 1 — Constitution

667.

668.

669.

670.

671.

Paragraph 1 makes provision about the membership of the HRA. The Board will be
made up of achair, three or four non-executive members, a chief executive and two or
three executive members.

Paragraph 2 makes provision about the terms of appointment and tenure of office
of non-executive members. Sub-paragraph (2) specifies that the maximum term for
a non-executive is 4 years. Sub-paragraph (3) specifies that a person who ceases to
be a non-executive member is eligible for re-appointment. Provision is made in sub-
paragraph (4) to enable a non-executive member to resign at any time by giving notice
to the Secretary of State, and sub-paragraphs (5) and (6) enable the Secretary of State to
remove or suspend non-executive members from office on the grounds of incapacity,
misbehaviour or failure to carry out his or her duties as a non-executive member.

Paragraph 3 sets out the procedural requirements to be complied with where the
Secretary of State suspends a non-executive member of the HRA under the power in

paragraph 2(6).

Paragraph 4 enables the Secretary of State to appoint a hon-executive member as
interim chair where the chair is suspended under paragraph 2(6), and sets out the
conditions that apply to that appointment.

Paragraph 5 requires the HRA to make payments to the non-executive members and
the chair. The level of these payments would be determined by the Secretary of State.
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672.

673.

674.

675.

676.

677.

678.

679.

680.

Paragraph 6 gives the HRA powers to appoint employees on such terms as it may
determine. The appointment of the chief executive must be agreed by the Secretary of
State.

Paragraph 7 allowsthe HRA to decide the levels of pay, pensions or allowancesit will
make to its staff. In line with other arms-length bodies (for example, Monitor, Care
Quality Commission, NHS Commissioning Board (known as NHS England) and, as
covered by this Act, HEE), the HRA would be required to seek the approval of the
Secretary of Stateto its policy on pay, pensions and allowances.

Paragraph 8makes provision about the appoi ntment of committees and sub-committees
by the HRA.. Sub-paragraph (1)(a) and (b) requires the HRA to appoint a committee to
advisethe HRA and the Secretary of Statein relation to their respective functions under
the Health Service (Control of Patient Information) Regulations 2002. The adviceto be
given under sub-paragraphs (1)(a) and (1)(b) includes advice on applications to process
confidential patient information for medical purposesto the HRA in the case of medical
research and to the Secretary of State in other cases.

Sub-paragraph (1)(c) requires the committee to advise the Health and Social Care
Information Centre. The committee would supply advice in connection with HSCIC's
exercise of functions pursuant to further regulations under section 251 of the 2006
Act, and also in connection with any publication or other dissemination by HSCIC of
information which identifies an individual or could potentially be used to identify an
individual.

Sub-paragraph (3) requires the committee under sub-paragraph (1) to consist of
persons independent of the HRA. Sub-paragraph (2) enables the HRA to appoint other
committees and sub-committees. Committees appointed under paragraph 8 can include
participants in research, potentia participants and the public as well as any persons
with particular expertise relevant to the committee’ swork, for example, nursesor social
workers or any other person HRA considers appropriate. The HRA may pay members
of its committees where they are not employees of the HRA.

Paragraph 9 provides a power to set out in regulations the specific factors or mattersto
which the committee appointed by the HRA under paragraph 8(1) of Schedule 7 must
have regard when advising on the exercise by:

e the HRA or the Secretary of State of functions under the Health Service (Control
of Patient of Patient Information) Regulations 2002, or

» the HSCIC of functions pursuant to further regulations under section 251 of the
2006 Act or any publication or other dissemination by the HSCIC of information
which identifies or could be used to identify an individual.

Such factors or matters might include the need to ensure processing must respect and
promote patient privacy and that an applicant for access to such information has not
breached confidentiality in the past.

Paragraph 10 allowsthe HRA to regulateitsown procedure. So for example, this power
may enablethe HRA to removetherisk of aconflict of interest by preventing executive
members from being involved in determining their own pay. Sub-paragraph (2)
provides that a vacancy amongst the members of the HRA or a defect in appointment
of amember does not prevent the HRA from continuing to operate.

Paragraph 11 makes provision in relation to the HRA’ s seal which would be used to
show approval of official HRA documents.

Paragraph 12 provides that the status of the HRA would be a non-departmental public
body that is not part of the Crown, nor regarded as a servant or agent of the Crown.
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Part 2 - Functions

681.

682.

683.

684.

Paragraph 13 places a requirement on the HRA to exercise its functions effectively,
efficiently and economically. Provision is made to enable the HRA to arrange for any
person to exercise on its behalf, or assist with the exercise of its functions and to make
payments to them. Sub-paragraph (5) gives the HRA a general power to do anything
which appears to it to be necessary or desirable for the purpose of, or in connection
with the exercise of its functions.

Paragraph 14(1) makes provision for the HRA to provide help or advice to another
public authority (as defined in sub-paragraphs (3) and (4)) for the purpose of the
exercise of functions by that public authority to meet its objectives. By way of example,
it is envisaged that this power could be used to enable HRA to advise and assist the
Human Fertilisation and Embryology Authority in relation to applications to process
information under the Human Fertilisation and Embryology (Disclosure of |nformation
for Research Purposes) Regulations 2010 (S.I. 2010/995). Sub-paragraph (2) makes
provision for the HRA to determine the terms under which it providesthe help or advice
in sub-paragraph (1), including rates of pay and allowances.

Paragraph 15 enables Scottish Ministers, Welsh Ministers, or the Department of
Health, Social Servicesand Public Safety in Northern Ireland to arrange for the HRA to
exercise certain functions. These are those functionswhich relateto health or social care
research and correspond to a function of the HRA, or to provide services or facilities
to them in connection with the exercise of such functions. Sub-paragraph (2) makes
express provision to enable the parties to agree for the HRA to receive payments to
recoup its costs.

If the Secretary of State considers that the HRA is failing or has failed to exercise
its functions, and the failure is significant, paragraph 16(1) would give the Secretary
of State the power to direct the HRA to perform its functions. If the HRA fails to
comply with the direction made under sub-paragraph (1), sub-paragraph (2) would
enablethe Secretary of Stateto exercise the functions specified in the direction, or make
arrangements for another person to exercise those functions on his behalf. Where the
Secretary of State exercises the power under sub-paragraph (1) or (2), he must publish
the reasons for doing so

Part 3—Finance and reports

685.

686.

687.

688.

Paragraph 17 makes provision for the Secretary of State, with the consent of the
Treasury, to make payments to the HRA. The payments could be made at any time and
have any conditions attached to them which the Secretary of State considersappropriate.

Paragraph 18 givesthe Secretary of State the power to make regulationsrequiring afee
to be paid to the HRA for specified functions. Any regulations made under this section
would be subject to the affirmative parliamentary procedure. Any fees prescribed under
this section, as determined by the HRA, would need to take account of the cost of the
functions involved and must be approved by the Secretary of State.

Paragraph 18(7) applies existing legidation so that the members and staff of HRA are
protected from personal liability whilst carrying out work on behalf of HRA. Paragraph
17(9) amends section 71 of the National Health Service Act 2006 to add the HRA to the
list of bodiesthat may join ascheme established by the Secretary of Statefor the purpose
of meeting expenses arising from any loss, damage or injury incurred by members, to
their property and liabilities, and to third parties for loss damage or injury arising out
of carrying out the functions of the bodies.

Paragraph 19(1) requires the HRA to keep accounts and prepare annual accounts for
each financial year in aform to be determined by the Secretary of State, and which must
be audited by the Comptroller and Auditor General.

17


http://www.legislation.gov.uk/id/ukpga/2014/23/part/2
http://www.legislation.gov.uk/id/ukpga/2014/23/paragraph/13
http://www.legislation.gov.uk/id/ukpga/2014/23/paragraph/14
http://www.legislation.gov.uk/id/uksi/2010/995
http://www.legislation.gov.uk/id/uksi/2010/995
http://www.legislation.gov.uk/id/ukpga/2014/23/paragraph/15
http://www.legislation.gov.uk/id/ukpga/2014/23/paragraph/16
http://www.legislation.gov.uk/id/ukpga/2014/23/part/3
http://www.legislation.gov.uk/id/ukpga/2014/23/paragraph/17
http://www.legislation.gov.uk/id/ukpga/2014/23/paragraph/18
http://www.legislation.gov.uk/id/ukpga/2014/23/paragraph/18/7
http://www.legislation.gov.uk/id/ukpga/2014/23/paragraph/19

These notes refer to the Care Act 2014 (¢.23) which received Royal Assent on 14 May 2014

689.

Paragraph 20 requires the HRA to prepare an annua report on the activities it has
undertaken during the previousfinancial year and the activitiesit proposesto undertake
during the current financial year. The report must include information about health and
socia care research which has taken place during the year as well as setting out the
steps the HRA has taken to fulfil its objectives under section 110(2). The HRA must
lay a copy of the report before Parliament and send a copy to the Secretary of State.
Paragraph 19(4) provides that the HRA must provide the Secretary of State with other
reports and information relating to the exercise of its functions on request.

Part 4 — Consequential amendments

690.

Paragraphs 21 to 27 make amendments to other primary legislation so that the rel evant
provisions apply to the HRA. For example, paragraph 23 amends Part 2 of Schedule 1
to the House of Commons Disgualification Act 1975 to insert the HRA into the list of
bodies whose members are disqualified from membership of the House of Commons.

General functions

Section 110 — The HRA’s functions

691.

692.

693.

694.

Subsection (1) sets out the HRA’s main functions. These functions relate to the co-
ordination and standardisation of practice relating to the regulation of health and social
care research, research ethics committees, membership of the United Kingdom Ethics
Committee Authority under the Medicines for Human Use Clinical Trials) Regulations
2004 (Clinical Trials Regulations), and the process for approving the processing of
confidential patient information for medical research. The functionsare set out in detail
in sections 109 to 115.

Subsection (2) sets out the main objective of the HRA when performing itsfunctionsto:

* protect participants and potential participants in health and social care research
and the general public by encouraging safe and ethical research which conformsto
generally accepted ethical standards as described in subsection (6); and

* promote their interests by facilitating the conduct of research which is safe and
ethical. This includes by promoting transparency in research. Subsection (7)
lists some of the ways in which transparency in research can be promoted, for
example, by promoting the publication and dissemination of research findings and
conclusions.

Therefore, for example, in carrying out its duty to cooperate with other bodiesthat hold
research related functions the HRA would need to act in a way that will ensure that
people are protected through safe and ethical standardswhilst also facilitating research.
This might involve, for example, removing duplication and ensuring proportionate
regulation.

Subsection (3) defines health research as research into matters relating to people's
physical or mental health. The definition does not include health research involving
animalsthat is regulated by the Animals (Scientific Procedures) Act 1986. Subsection
(4) defines socia care research as research into matters relating to personal care or
other practical assistance for individuals aged 18 or over who are in need of care or
assistance for any of the reasons listed. The definitions of health research and social
careresearch arenot restricted to any particular professional group so, for example, they
would include nurse-led research. Thereferencesto health or social careresearchinthis
chapter do not, except where otherwise stated, include research into matters which are
within the legislative competence of the devolved legislature (the Scottish Parliament,
the National Assembly for Wales or the Northern Ireland Assembly) (subsection (5)).
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695.

Subsection (8) providesapower to amend by order thelist of functionsin subsection (1)
in consequence of functions being given to or taken away from the HRA or amended
by other statutory enactments.

Regulatory practice

Section 111 — Co-ordinating and promoting regulatory practice etc.

696.

697.

698.

699.

700.

701.

Subsection (1) imposes an obligation on the HRA and the people and bodies listed to
co-operate with each other. The aim of this subsection is to encourage co-ordination
and standardisation of practice of such bodies and persons when carrying out functions
relating to the regulation of health and social care research. Subsection (2) providesthat
when exercising the duty to co-operate the HRA and specified people and bodies must
have regard to the need to protect participants in health and social care research and
the general public by encouraging safe and ethical research as well as promoting the
interests of those people by facilitating the conduct of such research.

For exampl e, the Secretary of State hasboth aduty to promoteresearchinrelationto the
health service under section 1D of the National Health Service Act 2006 (the 2006 Act)
and a power under paragraph 13 of Schedule 1 to the 2006 Act to conduct, commission
or assist the conduct of research into any matters relating to the causation, prevention,
diagnosis or treatment of illness, and research into any other matters connected with a
service provided under the 2006 Act. The Secretary of State currently relies on these
provisions to establish the National Institute for Health Research (NIHR) which funds
research and the infrastructure to support research. As part of thisrole, the NIHR seeks
to promote and coordinate proportionate research management systemswithinthe NHS.
Subsection (1)(a) requires the Secretary of State to work cooperatively with the HRA
in relation to functions such asthat of the NIHR.

The references to the Secretary of State and the licensing authority in subsection (1)
(a) and (b) ensure that functions carried out by the Medicines and Healthcare Products
Regulatory Executive Agency fall within the duty to co-operate. The reference to the
Chief Medical Officer in subsection (1)(d) ensures that the Chief Medical Officer's
function of receiving abortion notifications under regulation 4(1) of the Abortion
Regulations 1991 (made under section 2 of the Abortion Act 1967) is covered by the
duty.

There is a power to add to the list of the HRA’s co-operation partners by way of
regulations under subsection (1)(i). This may be used to include bodies that have
relevant health and social care research functions conferred upon them in the future.

Subsection (3) imposes a freestanding duty on the HRA only to promote the co-
ordination and standardisation of practice in relation to the regulation of health and
social careresearch giving it thelead role in removing duplication and streamlining the
regulation of health and social care research across the regulatory system. Thisisin
addition to the reciprocal duty on HRA and the other bodies listed in subsection (1) to
co-operate with each other in this particular area insofar as their respective functions
relate to the regulation of health and social care research. One way in which the HRA
might meet this duty could be by continuing to run an integrated research application
system (IRAS) currently administered by the HRA SpHA and by building on it to
create a unified approvals process for research. The IRAS enables a researcher to
enter information about their project into one application form which includes the
information required for a number of different research approvals by different bodies.

Subsection (4) imposes an obligation on the HRA and the devolved authorities to co-
operate with each other in the exercise of their functions where they relate to the
regulation of assessments of the ethics of health and socia careresearch, with aview to
coordinating and standardising practicein the United Kingdom relating to theregulation
of such research. Health and social care research in this context includes research that
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702.

703.

704.

705.

relates to the functions exercisable by a devolved authority or which is within the
legislative competence of the devolved legislature (subsection (10)).

Subsection (5) requiresthe HRA to undertake a horizon scanning function to keep under
review mattersrelating to the ethics of health and social care research and to advise the
Secretary of State about such mattersif requested.

The Department of Health currently publishes the Research Governance Framework
for Health and Social Care which sets out the broad principles for good research
governance. Subsection (6) requiresthe HRA to publish guidance on principles of good
practice in the conduct and management of health and social care research, and any
requirements imposed upon researchersin legislation or by other sources.

Under subsection (7), alocal authority, an NHStrust in England and an NHS foundation
trust must have regard to guidance published under subsection (6).

Subsection (8) makes express provision that co-operation under subsection (1) or (4)
can include sharing information.

Resear ch ethics committees

Section 112 — The HRA’s policy on research ethics committees

706.

707.

708.

709.

This section states the general policy of the HRA in relation to research ethics
committees (RECs) it recognises or establishes under sections 114 and 115. The HRA
needs to ensure that RECs provide an efficient and effective means of assessing the
ethics of health and socia care research. Subsection (4) sets out ways in which the
HRA may fulfil this function, such as co-ordinating and allocating work to RECs,
and providing help and advice. The HRA may also develop and maintain a training
programmeto ensurethat RECS membersand staff can carry out their work effectively.
Subsection (9) requires the HRA to indemnify members of the RECs against certain
risks that may beinvolved in the exercise of the committees functionsin assessing the
ethics of health and social care research.

RECs are defined by subsection (2) as a group which assesses the ethics of research
involving individuals and gives examples of how research may involve individuals,
including obtaining information, tissue or fluid from them.

Subsection (3) requires the HRA to publish a REC policy document to set out the
requirements that RECs recognised or established by the HRA would be expected to
comply with and must monitor their compliance. These requirements are currently set
out in the Governance arrangements for RECs (GAfREC) document published by the
Department of Health. Subsection (5) lists the requirements that may be included in the
REC policy document. Subsection (6) requiresthe HRA to ensure that the requirements
in the REC policy document do not conflict with the requirements imposed on ethics
committees under the Clinical Trials Regulations. The Clinical Trials Regulations
establish a body called the United Kingdom Ethics Committee Authority (UKECA)
which has the power to establish and recognise ethics committees for the purpose of
approving clinical trials on investigational medicinal products for human usein the UK
under the Clinical Trials Regulations. This subsection would enable acommittee which
is recognised or established by the HRA also to be able to meet the requirements for
recognition by UKECA to ethically approve clinical trials of investigational medicines
under the clinical trials regulations so as to avoid duplication. Subsection (8) allowsthe
HRA to revise the document.

Subsection (7) requires the HRA to consult the devolved authorities and anyone else it
considers appropriate on the content of the document before it is published. This aso
appliesto any significant revision of the document made under subsection (8).
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Section 113 — Approval of research

710.

711.

712.

At present the Department of Health issues policy guidance on RECs (the GAfREC
document) which sets out when the Department considers it is good practice or
legislation requires them to seek approval of research by a REC, or where legislation
requires the researcher to do so. Subsection (1) of this section requires the HRA to
publish guidance setting out when it considers it good practice to seek approval of
research by a REC.

Subsection (2) requires the HRA to consult the devolved authorities and other
people it considers appropriate, and obtain approva of the Secretary of State before
publishing guidance. Wherethe HRA revisesitsguidance, and it considerstherevisions
significant, it must consult and seek approval from the Secretary of State before
publishing the revised guidance (subsection (3)).

Subsection (4) introduces Schedule 8, which contains amendments relating to
referencesto RECs in secondary legidation.

Schedule 8 — Research ethics committees (RECs): amendments

713.

Schedul e 8 makes consequential amendmentsto secondary legidlation wherereferences
aremadeto RECs. The amendments replace referencesto ethics committees recognised
by the Secretary of State with reference to those established or recognised by the HRA.
The amendments also standardise the definitions of RECs to bring them into line with
the definition of a REC under section 112.

Section 114 — Recognition by the HRA

714.

715.

716.

717.

This section makes provision for the HRA, following an application by or on behalf
of a group of people, to recognise that group as a REC for the purpose of approving
research of atype specified by the HRA in the guidance issued under section 113(1) or
for the purpose of approving research where thisis required under other legidation.

Under subsection (2) the HRA would only be able to recognise a REC if it is satisfied
that the REC meets the requirements of the REC policy document published by the
HRA under section 112(3), and that there is, or will be, a demand for such a group.
Subsection (3) would require the HRA to take into consideration whether the group
is already recognised as a REC by, or on behalf of, a devolved authority. Subsection
(4) enables the HRA to do anything (including provide financial assistance) to help a
group of people who want to be recognised to make an application which is likely to
be successful. Therefore, for example the HRA may consider it appropriate to make a
meeting room available to a REC in which they can conduct their business.

Subsection (5) gives the HRA the power to revoke recognition of a REC where it is
satisfied that the recognised REC is not complying with the requirements of the REC
policy document published by the HRA under section 112(3). Recognition may also be
revoked if the HRA issatisfied that the group isnot carrying out itsfunction of assessing
the ethical aspects of research, or is not doing so properly, or that the revocation is
necessary or desirable for another reason.

Any group which was established or recognised by the SpHA Health Research
Authority or by the Secretary of State as a REC, and which exists when the new
provisions come into force would, under subsection (6), receive automatic recognition
by the HRA.

Section 115 — Establishment by the HRA

718.

This section gives the HRA the power to establish RECs for the purpose of approving
research of the type specified by the HRA in the guidance document issued under
section 113(1), or giving such other approvals as are required. The HRA would be
required, under subsection (2), to ensure that any REC it establishes complies with the
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requirementsin the REC policy document. Therefore, for example, if the guidance sets
out reguirements for lay membership, the REC must comply. Subsection (3) provides
that the HRA has the power to abolish a REC it has established under this section.

Section 116 — Membership of the United Kingdom Ethics Committee Authority

719.

This section amends regulation 5 of the Clinical Trials Regulations which provides
for the membership of the United Kingdom Ethics Committee Authority (UKECA) to
replace the Secretary of State’s membership with that of the HRA and makes other
amendment consequential on this change.

Patient Information

Section 117 — Approval for processing confidential patient information

720.

721.

722.

723.

This section makes a number of amendments to the Health Service (Control of
Patient Information) Regulations 2002 (S.I. 2002/1438) (the 2002 Regulations). These
amendments transfer the Secretary of State’s power to approve the processing of
confidential patient information for research purposes to the HRA and change the way
that the requirement for REC approval is expressed legally. These changes will retain
the safeguards currently in place.

Subsection (2) amends regulation 5 of the 2002 Regulations to replace the requirement
for approval from the Secretary of State and a REC for the processing of confidential
patient information for the purpose of medical research, with arequirement for approval
only from the Health Research Authority (new regulation 5(1)(a)). Subsection (3)
inserts new sub-paragraph (2) into regulation 5 of the 2002 Regul ations which provides
that the HRA may not give approval under new paragraph 5(1)(a) unless a REC has
approved the medical research concerned. This means that approval for processing
confidential patient information for the purpose of medical research would require
approval by the HRA as well as REC approval of the ethical aspects of the research
concerned.

Subsection (4) inserts new sub-paragraph (3) into regulation 5 of the 2002 Regulations
to require the HRA to put in place asystem for reviewing decisionsit makesin relation
to the processing of patient information under sub-paragraph (1)(a).

Subsections (5) to (8) amend regulation 6 of the 2002 Regulations to require the HRA
to record in aregister details about any transfer of information which is approved under
the regulations. Provision is also made to require the HRA to retain such information
and to enable it to publish any entriesin the register, as it considers appropriate.

Chapter 3 —Chapters 1 and 2: Supplementary

Miscellaneous

Section 118 — Transfer orders

724.

725.

Section 118 makes provision on transfer orders under section 96 (establishment of
Health Education England) or section 109 (establishment of the Headth Research
Authority). Such an order may make provision for rights and liabilities relating to an
individual’s contract of employment.

In particular, it provides that, atransfer order may, amongst other matters, require that
employees of the Special Health Authority are transferred to HEE or HRA asthe case
may be, under terms which are the same as or similar to those made by the Transfer
of Undertakings (Protection of Employment) Regulations 2006 which provides certain
protections of employment rights for transferred staff.
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General

Section 119 — Part 3: interpretation and supplementary provision

726.

This section contains interpretation provisions for Part 3.

Chapter 4 — Trust Special Administration

Section 120 — Powers of administrator etc.

727.

728.

729.

730.

731.

732.

This section further amends provisions relating to the functions of Trust Special
Administrators (TSAs). Appointment of aTSA isoneway in which action can be taken
in exceptional circumstancesto deal with NHS trusts and NHS foundation trusts which
are operating unsustainably in their current form. On a TSA’s appointment, an NHS
trust’ sboard of directors, and for an NHS foundation trust its council of governorsalso,
is suspended. The TSA must produce a report stating the action the TSA recommends
should be taken by the Secretary of State (in relation to NHS trusts) or Monitor (in
relation to NHS foundation trusts).

The provisions for the Trust Special Administration regime were first introduced in the
Health Act 2009, and provisionsin the Health and Social Care Act 2012 amended them
in relation to NHS foundation trusts. Although the arrangements for NHS trusts and
NHSfoundationtrustsaresimilar, thereare differencesthat reflect the greater autonomy
of NHSfoundation trusts. The Secretary of State appointsaTSA to an NHStrust, whilst
Monitor appoints a TSA to an NHS foundation trust. The statutory objective of the
trust specia administration when a TSA is appointed to an NHS foundation trust isto
ensure the continued provision of essential NHS services provided by that failing trust,
whereasthe Secretary of State setsthe objective of the trust special administration at an
NHS trust at the time of appointment of the TSA. The TSA of an NHS foundation trust
isrequired by statute to seek the support of commissioners for their recommendations,
whereas current expectationsof aTSA of an NHStrust are set out in statutory Guidance.
The final report on an NHS trust is submitted to the Secretary of State who decides
what action to take, whilst the final report on an NHS foundation trust is submitted to
Monitor which decides whether to accept the recommendations, with the Secretary of
State having power to veto the recommendations if he is not satisfied, in accordance
with various specified criteria.

This section amends the parts of the NHS Act 2006 and the Health and Social Care
Act 2012, relating to the TSA’s functions and special administration arrangements, to
make six changes.

Subsection (1) providesthat a TSA appointed to afailing NHS trust or NHS foundation
trust has power to make recommendations, and Monitor/the Secretary of State has the
power to take decisions, that go wider than the trust under administration. Thisincludes
where the action affects other NHS trusts and NHS foundation trusts, and action which
is“necessary for and consequential on” actiontakeninrelationto thefailing trust. These
powers are not to be applied retrospectively.

Subsections (2) and (5) will give the TSA more time to complete two stages in their
work. Subsection (2) increases the time period for the TSA to produce the draft report
from 45 to 65 working days. Subsection (5) increases the period for the TSA to carry
out the statutory consultation from 30 to 40 working days. The Secretary of State and
Monitor’s powers to extend the statutory deadlines of the regime remain in place.

Subsections (3), (4), (6) and (7) amend the provisions relating to commissioner
agreement to the recommendations of a TSA appointed to an NHS foundation trust,
by requiring agreement to be sought from commissioners of other NHS trusts or NHS
foundation trusts affected by the recommendations, in addition to commissioners of
the trust under administration. This appliesin relation to the TSA’ s draft report, under
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733.

734.

735.

736.

737.

subsections (3) and (4), and before any variation can be made to the draft report when
producing the final report after the TSA’ s consultation, under subsections (6) and (7).

Each commissioner must agree that the objective of the TSA has been achieved
by the recommendations. In addition, each commissioner who commissions services
from other trusts which the TSA’s recommendations affect, must also agree that the
recommendations do not harm essential services at those other trusts which they
commission. Essential servicesare defined at subsections (4) and (7) by referenceto the
same criteriaas are applied originally when setting the obj ective of the TSA for thetrust
under administration. If any commissioner does not give astatement of their agreement,
then the NHS Commissioning Board has to decide whether to give a statement of
its agreement to the TSA’s recommendations or lay a copy of its reasons why not
before Parliament. The Board will consider whether the objective of the TSA has been
achieved, whether affected services at other trusts are essential and if so whether they
are harmed, taking into account the views of all the local commissioners.

Subsections (8), (9) and (11) addto aTSA’ sobligationsto consult (including by holding
meetings) by requiring a TSA to consult: (i) other NHS trusts and NHS foundation
trusts affected by wider recommendations, their staff and their commissioners; (ii) any
local authority in whose areathetrust in administration and other affected trusts provide
goods and services; and (iii) any Local Healthwatch organisation in the area of any
such local authority. “Affected trust” is defined, and what is meant by the reference
to a local authority is described, in subsection (12). Subsections (10) and (13) make
consequential and technical amendments.

Subsection (14) requires the Secretary of State to include in the statutory guidance
for a TSA appointed to an NHS trust, guidance on seeking commissioner support and
involving the NHS Commissioning Board in relation to finalising the draft and final
report.

Subsections (15), (16) and (17) clarify that specific statutory consultation requirements
on commissioners, NHS Commissioning Board and NHS trusts and foundation trusts
that apply elsewhere in the NHS Act 2006 where those bodies plan and make service
change, do not apply in respect of the special administration procedure and requirements
arising from it. In the context of atrust special administration, section 65H of the 2006
Act requires the TSA to consult the public and certain other specified parties before
finalising the draft report setting out his or her recommendations. These amendments
avoid the need for duplicatory parallel consultation by these bodies.

Subsection (18) makes consequential amendments to Schedule 14 to the Health and
Social Care Act 2012 in relation to these six changes.
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