Northern Ireland
Assembly

Committee for Health

Report on Legislative Consent Memorandums
on the UK Government Health and Care Bill

Ordered by the Committee for Health to be printed on
11 November 2021

Report: NIA 141/17-22 - Committee for Health

Mandate 2017 - 2022 NIA 141/17-22



Contents

Introduction

Committee Consideration

Appendix 1 Minutes of proceedings
Appendix 2 Minutes of evidence

Appendix 3  Written submissions

10

11

12



Introduction

1.

The Health and Care Bill was introduced in the House of
Commons on 6 July 2021. It is currently at Committee stage in the
House of Commons and has been from 7 September 2021.

The purpose of the Bill is to give effect to the policies that were set
out as part of the NHS’s recommendations for legislative reform
following the Long Term Plan and in the White Paper ‘Integration
and Innovation: Working together to improve Health and
Social Care for all’ published in February 2021.

There are 135 clauses and 16 schedules in the Bill addressing a
range of issues relating to health and social care. The Bill makes
changes to a number of existing Acts, most notably the National
Health Service Act 2006 and the Health and Social Care Act 2012.

The Department of Health and Social Care has offered to carry
four provisions in the Bill that touch on devolved matters on behalf
of NI, by way of the legislative consent process. These provisions
were:

¢ International Healthcare Arrangements (Reciprocal
Healthcare)

e Medicines and Healthcare Products Regulatory Agency
(MHRA)

e Professional Regulation

e Arm’s Length Bodies (ALBs) — Transfer of Functions

The first three legislative consent motions have been laid. The
LCM for the Arm’s Length Bodies — Transfer of Functions has not
yet been laid. This report will only cover the three LCMs that have
been laid. However, the Committee did receive evidence and
briefing on the fourth LCM and it will be referenced throughout this
Report and the Appendices.

International Healthcare Arrangements

6.

In 2019, Parliament enacted the Healthcare (European Economic
and Switzerland Arrangements) Act 2019 (HEEASAA) to establish
a legal basis for the Secretary of State to fund and implement
reciprocal healthcare, and share necessary data, after the UK left
the EU. The Act contained powers to implement new bilateral
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10.

agreements with individual Member States and to establish
detailed unilateral arrangements to support certain people to
access healthcare in an EEA state or Switzerland if no bilateral
arrangement was in place in the event of a no deal exit from the
EU.

On 20 December 2020, the UK signed the Trade and Cooperation
Agreement (TCA) with the EU. The TCA contains a Protocol on
Social Security Coordination which provides UK Nationals with
access to a range of social security benefits, including reciprocal
healthcare cover when they are in the EU.

The UK/Ireland Common Travel Area Enduring Healthcare
Agreement was signed by officials on 18 December 2020 and the
UK-Switzerland Convention on Social Security Coordination has
been signed on 9 September 2021 and is due to come into
operation in November 2021.

NHS Business Services Authority manages reciprocal healthcare,
including the administration of payments for healthcare costs on
behalf of England, Scotland, Wales and NI. The UK has a number
of reciprocal healthcare arrangements with countries outside the
EU. These are; Anguilla, Australia, Bosnia and Herzegovina,
British Virgin Islands, Falkland Islands, Faroe Islands, Gibraltar,
Isle of Man, Israel, Jersey, Kosovo, Montenegro, Montserrat, New
Zealand, North Macedonia, Norway, Serbia, St Helena and Turks
and Caicos Islands.

The Bill seeks to amend the Healthcare (European Economic Area
and Switzerland Arrangements) Act 2019 to enable the Secretary
of State to implement bilateral healthcare arrangements with the
rest of the world. This ensures the is a consistent framework for
the negotiation and implementation of these arrangements.

Medicines and Healthcare Products Regulatory Agency (MHRA)

11.

12.

The Bill provides for an enabling power within the Medicines and
Medical Devices Act 2021 to allow for a UK wide medicines
information system to be established and managed by NHS
Digital.

Obligations to capture data and to address specific gaps in
knowledge regarding the use, safety, and/or effectiveness of their
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13.

14.

15.

products can already be placed on Marketing Authorisation
Holders for medicines in the UK. However, these have not
consistently delivered the required evidence in reasonable time
frames due to a lack of trust from clinicians and patients and the
way they are set up.

This Bill proposes placing a Medicines Information System on a
statutory basis which will ensure that, for the issues where there
are the most significant known or potential risks to patient safety,
MHRA as the UK Regulator will be able to build fit for purpose
registries, and that in turn will improve the ability to reduce harm.

The Department outlines that a registry would only be set up by
the MHRA when alternative approaches to capturing data are not
feasible and there is a sufficient public health need. There are
criteria for when registry could be initiated.

Patient’s data shall be held securely, controlled and processed in
compliance with data protection laws and General Data Protection
Regulation (GDPR) that will ensure patient information will be
protected.

Professional Regulation

16.

17.

18.

The regulation of healthcare professionals is a devolved matter.
The approach by the Department of Health, is to work on a four
country basis regarding healthcare profession regulatory matters.
This reflects the reality that the vast majority of regulation is
performed by bodies which operate UK-wide. This ensures a
consistent approach across the wider NHS.

The powers sought in the Bill seeks to implement a wider reform
programme creating a more flexible and proportionate regulatory
framework for healthcare professionals. The proposals seek to
achieve more responsive and accountable regulation.

The Department has outlined that this LCM is needed as it is
essential that these provisions extend to NI as divergence may
seriously disrupt the movement of regulated healthcare
professionals across the UK.



19.

The provision will widen the Scope of Section 60 of the Health Act
1999 and enable the Secretary of State to make additional
changes. These are:

e Close aregulator whose professionals have been moved to
another regulator or have been deregulated.

e Take professions out of the regulation where this is no longer
required for the protection of public.

e Enable the delegation of previously restricted functions to
other regulators.

e Provide for the future expansion of the use of Section 60 to
include Senior NHS Managers and Leaders.

Committee Consideration

20.

21.

22.

23.

The Committee was first aware of these LCMs when the Minister
wrote to the Committee on 8 July to inform the Committee that he
intended to write to the Minister of State for Health to note
agreement, in principle, to take forward the legislative consent
process, subject to scrutiny by the Committee and agreement of
the Executive. The Minister advised in that letter that officials
would take forward a ‘deferred’ legislative consent approach after
summer recess.

The Minister then wrote to the Committee on 27 September to
advise that he would be progressing the four legislative motions
separately. Copies of correspondence from the Department can be
found at Appendix 3.

The Committee was briefed prior to the laying of the LCMs on 14
October, a copy of the briefing paper provided by the Department
can be found at Appendix 3 and a copy of the Hansard of the
briefing can be found at Appendix 2.

At the briefing, the Committee was advised that a paper was
circulated to the Executive on 29 September seeking approval for
the four provisions to be carried, and four separate LCMs be
progressed. The Committee was advised in the briefing paper that
the Department of Infrastructure (Dfl) responded to indicate they
welcomed discussing forward, with nil responses received from
both the Departments of Agriculture, Environment and Rural
Affairs (DAERA), and Justice (DoJ).



24.

25.

The Committee was advised that an Executive Paper did not make
the agenda of the Executive meeting on the 7 October, and that
the Minister raised an urgent procedure request on the 8 October
to seek the First Minister's and deputy First Minister’s approval for
the provisions to be carried and individual LCMs be progressed.

Departmental officials briefed the Committee on the four separate
LCMs and a number of issues were discussed with officials during
that session. Issues that were raised re outlined below:

International Healthcare Arrangements

e The Committee sought clarity on the scope of the arrangements

and the links to cross-border healthcare and healthcare
provision within the Trade and Co-operation Agreement (TCA).
The Committee were assured that this had no impact on cross-
border health and the TCA.

The Committee sought assurances that this LCM does not
restrict the Minister of Health from making healthcare
arrangements with particular regions. The Committee was
advised that this would not prevent that from happening and
that the only limit was that the Minister could not come to
agreements with states.

The Committee sought clarity on the European Health
Insurance Card (EHIC) and were advised that travellers could
make use of the Global Health Insurance Card (GHIC). The
Committee highlighted that the Department should consider
how it can promote the use of GHIC with NI travellers when the
EHIC becomes invalid.

Medicines and Healthcare Products Regulatory Agency (MHRA)

e The Committee sought clarity on whether the registry has any

potential impact on the movement of medicines from the EU in
to NI. The Committee was advised there was no impact.

The Committee sought assurances that the systems in NI are
adequate for collecting data and that the systems feed into UK-
wide processes. The Committee was advised that the data held
on systems will be looked at to see what information is there,
what gaps there are and what improvements can be made.



Professional Regulation

26.

27.

28.

e The Committee sought assurances on the use of Section 60 by

the Secretary of State to wind up NI based regulators, such as
the Pharmaceutical Society. The Committee were assured that
if the use of any section 60 Order of the 1999 Act extends UK-
wide to the extent that it impacts on Northern Ireland's devolved
competence, a new legislative consent motion of the Assembly
has to be granted. This would give the Assembly the
opportunity to consider any decision that impacts on NI.

The Committee asked for further information on what
consultation had taken place.

The Committee also sought further information on the power to
extend Section 60 to include Senior NHS Managers and
Leaders.

Following the briefing, the Committee wrote to the Department
seeking further information on a number of issues that were
brought up by Members during the briefing. These included:

A copy of the revised Memorandum of Understanding in relation
to North/South co-operation on provision of healthcare;

Further information on how the Department plans to
communicate changes in relation to the EHIC and GHIC
changes and in relation to replacement certificates;

A written briefing providing the Department’s views on the UK
Health and Care Bill; and

Detail of what local consultation and engagement has been
undertaken by the Department on these four LCMs.

A copy of the response from the Department to these issues and
other queries raised during the briefing is included at Appendix 3.
The Committee considered this response at its meeting on 4
November.

The Committee was advised on Friday 15 October that the three
LCMs had been laid and that the fourth LCM on Arm’s Length
Bodies had not been laid.



Conclusion

29.

30.

31.

At its meeting on 4 November, the Committee agreed that it was
content with these LCMs. However, the Committee would like to
highlight that the Department needs to ensure that there is better
local engagement and consultation during the LCM process, both
in recommending that UK Department of Health and Social Care
engage with NI organisations during the drafting of the Bill and that
the Department undertakes consultation during the LCM process.

The LCM process within Committees is very limited, with
Committees only having 15 working days to report on LCMs, this
makes it difficult for the Committee to undertake consultation.
Therefore, it is important that the Department undertake as much
consultation as possible to take the views of those that will be
impacted by LCMs.

The Committee for Health agreed this report to be published on 11
November 2021.



Appendix 1: Minutes of Proceedings

14 October 2021

4 November 2021
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http://www.niassembly.gov.uk/assembly-business/committees/2017-2022/health/minutes-of-proceedings/session-2021---2022/14-october-2021/
http://www.niassembly.gov.uk/assembly-business/committees/2017-2022/health/minutes-of-proceedings/session-2021---2022/04-november-2021/

Appendix 2: Minutes of Evidence

21 October | A briefing from the Department of Health on the Department’s
amendments

http://aims.niassembly.gov.uk/officialreport/minutesofevidencer
eport.aspx?Agendald=29026&evelD=14824
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Appendix 3:

Papers from the Department of Health

8 July 2021

Letter from Minister advising of deferred legislative consent
approach

27 September
2021

Letter from Minister advising that he would be progressing with
four separate Legislative Consent Motions

11 October Briefing paper from Department on the Legislative Consent
2021 Motions

1 November Response from Department to issues raised at briefing session
2021
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FROM THE MINISTER OF HEALTH

Department of

oot Health

An Roinn Slainte

Ménnystrie O Poustie

Colm Gildernew MLA

Chair of the Health Committee Castle Buildings
Stormont Estate
. . BELFAST, BT4 38Q
committee.Health{@niassembly.gov.uk Tel: 028 9052 2556

Email: private office@health-ni.gov.uk

Your Ref:
Qur Ref; CORR-2320-2021

L
Date:g July 2021

Dear é%d Y

WESTMINSTER HEALTH AND CARE BILL 2021

The purpose of my letter is to inform you of correspondence received from Minister of State
for Health, Edward Argar, advising of the introduction of the Health and Care Bill 2021 in
Westminster, 6 July.

The Department of Health and Social Care (DHSC) indicated their assessment that the
clauses of the Bill set out in Table 1, Annex 1, touch on the legislative competency of
Northern Ireland. In light of the rapidly approaching Summer Recess, | intend to respond to
Minister Argar to note agreement, in principle, to take forward the legislative consent
process, subject to scrutiny by the Health Committee, and the agreement of the Executive
and the Assembly.

My Officials will take forward a ’'deferred’ legislative consent approach, with all the
appropriate steps commencing after Summer Recess. | recognise and value the role of
critical observation, and in depth consideration delivered by the Health Committee in the
scrutiny of such matters, and welcomes this input in the process ahead.

Yours sincerely

A7

Robin Swann MLA
Minister of Health

N
LN

Working for a Healthier People



Annex A

Table 1
Arms Length Bodies | To grant the Secretary of State powers to transfer
(ALBs)-Transfer of functions to and from ALBS, and to dissolve an ALB

Functions Power

should it no longer have a function to perform.

Medicines &
Healthcare products
Regulatory Agency
(MHRA)

MHRA is seeking primary powers to enable the
development of publicly funded and operated
medicines information systems and amendments to
Section 19 of the Medicines & Medical Devices Act
2021 which provides similar powers from medical
devices information systems (MDIS).

Professional

Regulations

To widen the scope of section 60 of the Health Act
1999 to enable future secondary legislation to close
a regulator whose professionals have been moved to
another regulator or have been deregulated; take
professions out of the regulation where this is no
longer required for the protection of the public; and
enable the delegation of previously restricted
functions to other regulators. The Bill will also amend
the scope of s60 to include any groups of workers
concerned within healthcare, whether or not they are
generally regarded as a profession i.e. senior
managers and leaders.

Reciprocal
Healthcare

To amend Healthcare (European Economic Area
and Switzerland Arrangements) Act 2019
[HEEASAA] to enable the Secretary of State to
implement comprehensive bilateral healthcare
arrangements with Rest of the World {(RoW)
countries by extending the territorial scope of
HEEASAA.
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FROM THE MINISTER OF HEALTH

Health

An Roinn Sidinte

Mannystrie O Poustie

Mr Colm Gildernew MLA

Chair of the Committee for Health Castle Buildings
Room 410 Stormont Estate

. . BELFAST, BT4 35Q
Parliament BUl|dIngS Tel: 028 9052 2556
Stormont Email: private.office@health-ni.gov.uk
Beifast
BT4 3XX Qur ref — SUB-1032-2021

é; / Date: ST September 2021

Dear M,
WESTMINSTER HEALTH AND CARE BILL 2021 - LEGISLATIVE CONSENT
MOTIONS

| previously wrote to the Committee on 8 July 2021 advising of correspondence
received from Minister of State for Health, Edward Argar regarding the Health and Care
Bill 2021 and its introduction to Westminster.

| wish to advise you about four distinct Legislative Consent Motions asking the
Assembly to agree to 4 separate provisions that deal with transferred matters within the
Health and Care Bill, which was introduced in Parliament on 6 July 2021. A copy of the
Bill as introduced in Parliament is available via:

https:/publications.parliament.uk/pa/bills/chill/58-02/0140/210140.pdf

The aspects of the Bill that will require a Legislative Consent Motion relate to the
clauses that fall under Parts 2, 3 and 5.

Background

The Health and Care Bill (The Bili} builds on recommendations for reform set out by
NHS England in the NHS Long Term Plan published in 2019 and in the White Paper
‘Integration and Innovation: Working together to improve Health and Social Care for all’
published in February 2021.

The Bill includes a wide range of measures designed to promote:

Promote local collaboration;

Strip out needless bureaucracy;

Improve accountability and enhance public confidence;

Deliver a range of targeted measures to support people at all stages of
life.

cooow

()

Working for a Healthier People
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Health and Care Bill — Legislative Consent Motions Arising

DHSC have shared their view that four provisions in the Heaith and Care Bill touch on
devolved matters. These areas include:

The Arms Length Bodies (ALBs) - Transfer of Functions Provision, Part 3
(Clauses 86-92) of the Bill (Secretary of States Powers to Transfer or delegate
Functions), is set out on page 79 of the Bill. This is a new primary power to allow the
Secretary of State (SoS) to transfer functions to and from specified ALBs, and to
delegate the SofS’s functions to them. Secondary legislation will be required to progress
any proposed transfers. The underpinning policy aim is to improve health outcomes by
way of increases in efficiency, effectiveness and economy. Bodies in the scope of this
power include NHS England, NHS Digital, Health Research Authority, Human Tissue
Authority, and Human Fertilisation and Embryology Authority.

The Medicines & Healthcare products Regulatory Agency (MHRA) —-a new
national medicines registries is detailed on page 76 of the Bill, Part 2 (clause 85)
Heaith and adult social care information. It is seeking primary powers to enable the
development of publicly funded and operated medicines information systems and
amendments fo Section 19 of the Medicines & Medical Devices Act 2021 which
provides similar powers from medical devices information systems (MDIS). The
Assembly gave legislative consent to these provisions in November 2020.

The Professional Regulations provision is found on page 104 Part 5 (clause 123) of
the Bill {Miscellaneous). The provision seeks to widen the scope of section 60 of the
Health Act 1999 (c. 8) to enable future secondary legislation to close a regulator whose
professionals have been moved to another regulator or have been deregulated; take
professions out of the regulation where this is no longer required for the protection of
the public; and enable the delegation of previously restricted functions to other
regulators. The Bill will also amend the scope of s60 to include any groups of workers
concerned within healthcare, whether or not they are generally regarded as a profession
i.e. senior managers and leaders.

The Reciprocal Healthcare is outlined on page 100 Part 5 (clause 120) of the Bill
(International Healthcare). A primary powers, it seeks to amend the Healthcare
(European Economic Area and Switzerland Arrangements) Act 2019 [HEEASAA] to
enable the Secretary of State to amend implement comprehensive bilateral healthcare
arrangements with Rest of the World (RoW) countries by extending the territorial scope
of HEEASAA.

Moving Forward

Both | and my Officials are fully cognisant of the demanding work programme facing the
Health Committee, and will seek to work collaboratively on all aspects. It is intended to
bring each provision forward as an individual Legislative Consent Motion (LCM), as
opposed to a linked LCM.

This is a proactive step to safeguard against the potential of amendments being taken
forward by Westminster in respect to any of the devolved NI provisions, and in turn this
amendment change will impact on the entire LCM motion, potentially resulting in
repeating previously cleared steps up to, and including the possibility of a 2nd, separate
LCM being required to cover amendments not scoped within the original LCM, thereby
generating unnecessary repetition work for all, and time delays.

Working for a Healthier People (’:}



My Department will seek to support streamline briefing and scrutiny of these LCMs and
work with the Committee to identify these opportunities. A challenging timetable is in
place for the legislative passage of the Health and Care Bill 2021, and | would be fully
appreciative of, and grateful to the Committee for its support in working with my
Department to meet this challenge.

| will, of course, continue to keep you apprised of all developments with the Bill and |
look forward to working with the Health Committee on this issue.

-

28

Robin Swann MLA
Minister of Health

Working for a Healthier People {:}
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Briefing for the Health Committee — w/c 11 October 2021

The Health and Care Bill was introduced in the House of Commons on 6 July 2021.
A link to the Bill as introduced in Parliament is available on the UK Parliamentary
website:

https://publications.parliament.uk/pa/bills/chill/58-02/0140/210140.pdf

The Bill contains 6 parts with 16 Schedules addressing a range of issues relating to
health and social care and builds on recommendations for reform set out by NHS
England in the NHS Long Term Plan published in 2019 and in the White Paper
‘Integration and Innovation: Working together to improve Health and Social Care for
all’ published in February 2021.

The Bill aims to:

a. Promote local collaboration;

b. Reform the NHS Provider Selection Regime;

c. Improve accountability and enhancing public confidence in the health
and care system; and

d. Deliver a range of targeted measures to support people at all stages of

life.

The Bill also contains provisions to support social care, public health and quality and
safety in the NHS. These are designed to address specific problems or remove
barriers to delivery, maximise opportunities for improvement, and have, in most

cases, been informed by the experience of the pandemic.

The Department of Health and Social Care has offered to carry four provisions in the
Bill that touch on devolved matters on behalf of Northern Ireland, by way of the

legislative consent process. These provisions include:-

International Healthcare Arrangements (Reciprocal Healthcare),

Medicines & Healthcare products Regulatory Agency (MHRA),

Professional Regulations, and

Arm’s Length Bodies (ALBs) — Transfer of Functions
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https://publications.parliament.uk/pa/bills/cbill/58-02/0140/210140.pdf

Minister Argar wrote to the Department of Health (DoH) on the 5 July offering to
carry the above four provisions on behalf on Northern Ireland via the legislative
consent process. Minister Swann responded to indicate agreement in principle,
subject to scrutiny by the Health Committee, and agreement of both the Executive
and Assembly. Minister Swann wrote to the Health Committee on the 8 July to
inform of this approach, and the intention to progress the legislative consent process

in September due to imminent Summer recess.

Minister Swann wrote to Health Committee on 27 September updating on the
intention to progress the four legislative motions separately. An Executive Paper
seeking approval for the four provisions to be carried, and four separate LCMs be
progressed on 29 September was circulated An updated version taking account of
comments received was recirculated on 5 October. The Department of Infrastructure
(Dfl) responded to indicate they welcomed discussing forward, with nil responses
received from both the Departments of Agriculture, Environment and Rural Affairs
(DAERA), and Justice (DoJ). It was proposed to include the Executive Paper on the

Agenda for the Executive meeting on the 7 October.

The paper did not make the agenda on the 7 October, and Minister Swann raised an
urgent procedure request on the 8 October to seek FM/dFM approval for the
provisions to be carried and individual LCMs be progressed. As at the 11 October a
formal response to this request had not yet been received, and confirmation of the

response will be provided to the Committee on the 14 October.

Minister’s correspondence to the Health Committee on 27 September expressed the
intention that four separate Legislative Consent Motions (LCMs) would be taken
forward. Individual briefing on each LCM is set out in the attached Annexes as

follows:

Annex A — International Healthcare Arrangements
Annex B- Medicines & Healthcare products Regulatory Agency (MHRA)
Annex C - Professional Regulations

Annex D - Arm’s Length Bodies (ALBs)-Transfer of Functions Power
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Annex A

INTERNATIONAL HEALTHCARE AGREEMENTS

Background

Reciprocal healthcare is a small and important element of general healthcare
policy in the UK. Reciprocal healthcare agreements support people from the UK
to obtain healthcare when they live in, work in or visit other countries (and vice
versa for people from other countries who are in the UK).

These normally involve the UK and the other country agreeing to waive
healthcare charges for migrants, workers or visitors. Some agreements involve
the UK and other countries reimbursing one another for the cost of healthcare—
this approach underpins the EU reciprocal healthcare arrangements. Reciprocal
healthcare agreements can facilitate cooperation on planned treatment or other

areas of healthcare policy.

In 2019 Parliament enacted the Healthcare (European Economic Area and
Switzerland Arrangements) Act 2019 (HEEASAA) to establish a legal basis for
the Secretary of State to fund and implement reciprocal healthcare, and share
necessary data, after the UK left the EU. The Act contained powers to implement
new bilateral agreements with individual Member States and to establish detailed
unilateral arrangements to support certain people to access healthcare in an EEA
state or Switzerland if no bilateral arrangement was in place in the event of a no
deal exit from the EU. During the Lords stages there were significant changes to
limit the original global scope of regulations and to confine the Bill to

arrangements with EEA countries and Switzerland.

The UK agreed on 19 October 2019, the EU Withdrawal Agreement, EEA EFTA
Separation Agreement (agreed 20 December 2018 and signed 28 January 2020)
and the Swiss Citizens’ Rights Agreement (announced 20 December 2018 and
signed 25 February 2019), which all provide for legacy reciprocal healthcare
rights for citizens who used their right to free movement before the end of

transition.
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On 20 December 2020, the UK signed the Trade and Cooperation Agreement
(TCA) with the EU. The TCA contains a Protocol on Social Security Coordination
which provides UK Nationals with access to a range of social security benefits,
including reciprocal healthcare cover when they are in the EU.

The UK/Ireland Common Travel Area Enduring Healthcare Agreement was
signed by officials on 18 December 2020 and the UK-Switzerland Convention on
Social Security Coordination has been signed on 9 September 2021 and is due to
come into operation in November 2021.

NHS Business Services Authority (NHSBSA) manages reciprocal healthcare,
including administering payments for healthcare costs for which the UK is
responsible, on behalf of England, Scotland, Wales, and Northern Ireland.
However, decision making for planned care under the SSC Protocol rests with
the Health and Social Care Board and Trusts have a function to report EHIC use

to enable reclamation of funds.

Currently, the Secretary of State only has powers under HEEASAA to implement
comprehensive reciprocal healthcare agreements within the EEA and
Switzerland. The limited territorial scope of the powers in HEEASAA mean that
the Secretary of State does not have the necessary powers to implement
reciprocal healthcare agreements with Rest of World (ROW) countries, including,
for example, British Overseas Territories and Crown Dependencies, other than

the ability to exempt individuals from charges for relevant healthcare charges.

The UK has a number of reciprocal healthcare agreements with countries outside
the EU which are; Anguilla, Australia, Bosnia and Herzegovina, British Virgin
Islands, Falkland Islands, Faroe Islands, Gibraltar, Isle of Man, Israel, Jersey,
Kosovo, Montenegro, Montserrat, New Zealand, North Macedonia, Norway,

Serbia, St Helena and Turks and Caicos Islands.

They are limited in scope because of the absence of financial reimbursement or
data sharing powers. For example, under the terms of reciprocal healthcare
agreements the UK has with ROW countries, UK nationals are able to access

emergency treatment should they require it, however, access to haemodialysis
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for kidney patients is restricted or not included within the scope of these

agreements.

The Bill, at Part 5: Miscellaneous, seeks to amend HEEASAA to enable the
Secretary of State to implement comprehensive bilateral healthcare
arrangements with ROW, to pay for treatments outside the UK and facilitate the
necessary data processing by expanding the scope to countries, territories and
international organisations outside the EU, EEA and Switzerland.

The draft clauses also allow the Secretary of State to make regulations to
implement the international arrangements by conferring functions on public
authorities across the UK by an amended regulation making power at Section 2
of HEEASAA.

Having UK-wide legislation for international healthcare arrangements will ensure
a consistent framework for the negotiation and implementation of these
arrangements. However, as international relations are an excepted matter, but
health is devolved any future regulations taken forward that would have a
devolved implication is subject to a statutory duty to consult the devolved
administrations before regulations are made. Section 5; Requirement for

consultation with devolved authorities, of HEEASAA sets out this duty.

This duty is underpinned by a Memorandum of Understanding (MOU) which sets
out the mechanisms by which the UK nations will work together to deliver on

international healthcare arrangements from negotiation to implementation.

Building on the working practices established in preparation for the UK’s exit from
the EU, departmental officials are working with the Department of Health and
Social Care and the other devolved administrations to developed a revised
comprehensive MOU to HEEASAA to set out how the UK regions will work
together to develop and implement any future international healthcare
agreements and to ensure where functions are conferred on public authorities in

Northern Ireland they can be legislated for by the Assembly where possible.
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Annex B

MEDICINES INFORMATION SYSTEM(S)

Introduction
1. The Health and Care Bill is being used as the legislative vehicle to make an
amendment to the Medicines and Medical Devices Act 2021 (MMDA).

2. The draft motion, be tabled by the Minister of Health in respect of this
amendment is:

“That this Assembly endorses the principle of the extension to
Northern Ireland of the provisions within the Health and Care Bill
dealing with medicine information systems, that will allow an
amendment to the Medicines and Medical Devices Act 2021, to
enable information systems in relation to human medicines to be
established and managed by the Health and Social Care Information
Centre, and will align section 19 of the Medicines and Medical
Devices Act 2021 that deals with Medical Devices Information
Systems with the new provisions for a Medicines Information
System”

3. In terms of the relevant policy objective, the Health and Care Bill provides for
an enabling power within the MMDA to allow for a UK wide medicines
information system (or systems) to be established and managed by NHS

Digital.

4, The Committee will recall they gave support to a legislative consent motion
last autumn to be considered by the Assembly for a similar power to establish
and operate one or more information systems in relation to medical devices.
This enabling power was included in the then Medicines and Medical Devices
Bill and the Assembly motion was agreed on 30" November 2020. The Bill

was enacted in February 2021.

Medicines Information Systems

Why is this provision necessary?

5. UK-wide obligations to capture data, potentially through a registry, to address

specific gaps in knowledge regarding the use, safety, and/or effectiveness of
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their products can already be placed on Marketing Authorisation Holders
(MAHSs) for medicines in the UK by the MHRA through post-authorisation

commitments detailed in a medicine’s approved Risk Management Plan.

However, MAH designed and controlled registers and registries have not
consistently delivered the required evidence in reasonable time frames partly
due to a lack of trust from clinicians and patients but also partly due to the way
in which they are set up, placing burdens on healthcare providers for
additional data entry, meaning that they have often failed to recruit sufficient
patients to meet the required objectives.

Furthermore within the Independent Medicines and Medical Devices Safety
Review chaired by Baroness Julia Cumberlege (IMMDS Review) (published
on 8 July 2020), that review explicitly states that “We also want to see a
registry for all women on antiepileptic drugs who become pregnant, to include
mandatory reporting of data relating to them and their child(ren) collated over
lifetimes. This should not be limited to sodium valproate but should include all
antiepileptic drugs.” (para 4.91). The report also adds that “This registry could
potentially be expanded to collect data on paternal and transgenerational
effects (i.e. effects in children of those who were exposed to valproate in
utero), both issues which have been raised by those affected as being of great

concern” (para 4.92)

Although Section 3(1)(h) of the MMDA enables regulations made under
clause 1(1) to amend or supplement the requirements around recording
information about the supply of human medicine, this section does not go far
enough to allow the breadth of data related to the practices around prescribing
nor to allow the collection of the breadth of information on patient outcomes
that would make a UK wide registry a valuable resource for all stakeholders.
Furthermore there is currently no provision for a registry for monitoring
medicines prescribed to patients in the Human Medicines Regulations 2012.

Therefore MHRA need an explicit power to establish such a registry.

In order to develop a Medicines Information System on a statutory basis an

amendment to the MMDA is being proposed. This statutory basis will ensure
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that, for the issues where there are the most significant known or potential
risks to patient safety, MHRA as the UK Regulator will be able to build fit for
purpose registries, and that in turn will improve the ability to reduce harm.

How will this provision be used?

10.

11.

12.

This, similar to the Medical Devices Information System (MDIS) provision, is
an enabling provision to allow regulations to be developed to establish a
Medicines Information System (MIS). The Regulations once drafted, will
contain the full details on how the MIS will be established and how it will
operate.

It is envisioned that a two-stage approach will be adopted for collection of
information about medicines:-
I. Requirements about information relating to medicines to be provided
to NHS Digital who will combine the data from various sources and

hold this in an information system; and

ii. MHRA to use the data compiled by NHS Digital to establish specific

medicine registries.

A registry would only be set up by the MHRA through this power when
alternative approaches to capturing sufficient data are not feasible and there
is sufficient public health need. The intention is that a registry could only be
initiated where one of the following criteria apply:
i.  There are known risks associated with a medicine that can result in
serious adverse health outcomes and where adherence to effective risk
minimisation measures is critical to ensuring the benefits associated

with the medicine outweigh the risks
ii.  There are substantive unknowns about the safety or effectiveness of a

medicine in a population in whom prescribing may occur that mean that

urgent evidence is required to build the evidence base on the benefit
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risk balance and inform the need for and feasibility of risk minimisation

measures.

13.  Further, it must be clear that a MAH would not be able to deliver a registry
that would provide the strength of evidence the MHRA, and the wider
healthcare system require. This may be because the proposed objectives
of the registry are such that full UK national coverage of the registry is
preferred or necessary and/or that the incorporation of data routinely
captured through the health service would be required to support a
successful registry.

What are the benefits of having UK wide medicine information system

14. A comprehensive, UK-wide medicines registries can be a potentially
important tool in improving patient safety through better post marketing
surveillance of the use of medicines. The proposed registries will support
the MHRA'’s regulatory functions and a UK-wide registry is more robust for
pharmacovigilance reasons. This is particularly important with regards to
high risk medicines as there is the potential by having these registries

mandatory, the ability to reduce harm will be improved.

What safeguards are in place to protect the sharing of patient data with regards this
enabling provision to establish a Medicines Information System?

15.  This enabling power is restricted to purposes related to the safe and effective

use of human medicines and a number of safeguards are in place on its use.

16. Northern Ireland has in place strong information governance arrangements
and a code of practice on the sharing of patient identifiable information both
for direct care and secondary use. Patient’s data shall be held securely,
controlled and processed in compliance with data protection laws and General
Data Protection Regulation (GDPR) that will ensure patient information will be

protected.
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17.

18.

No regulations can be taken forward on the MIS without the consent of the

Department, as when regulations are to be made under the new section 7A
for the MIS, the Department will be the appropriate authority either alone or
jointly with the Secretary of State and therefore the Department’s consent is

necessary.

The situation is different for MDIS where the Secretary of State has sole
authority, as the subject matter of medical devices is a reserved matter, but
Committee will recall last year the devolved administrations negotiated a
statutory consultation clause to the Medicines and Medical Devices Bill and no
regulations can be made without proper consultation with the devolved
administrations, and this means that the DAs can legally challenge the

Secretary of State if there is a failure to consult properly.

What other amendments are being taking forward under this clause in the Health

and Care Bill under the heading of Medicines Information System?

19.

In order to align provision for an offence of disclosing information that is
already included in the MMDA for MDIS, provision is also now made for the
MIS. This provision was shared with the Department of Justice and advice
was received from officials that this new offence of disclosure of information
is consistent, proportionate and will not have a detrimental impact on the

justice system in Northern Ireland.

Medical Devices Information System (MDIS)

20.

21.

Clause 85 of the Health and Care Bill also makes technical amendments to
section 19 of the MMDA dealing with the Medical Devices Information
System (MDIS), which are intended to align with the new provisions for the
MIS and which will enable NHS Digital to share information they receive
which comes from data linkage, and to contain commercially sensitive

technical information about devices.
Furthermore in order to align provision for an offence of disclosing

information that is already included in the MMDA for MDIS, provision is also

now made for the Medicines Information System. This provision was shared
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with the Department of Justice and advice was received from officials that
this new offence of disclosure of information is consistent, proportionate and

will not have a detrimental impact on the justice system in Northern Ireland.

22.  Clause 85 of the Health and Care Bill also makes technical amendments to
Section 43 of the MMDA to allow for technical elements of the Health and
Social Care Act 2012 that establish and constitute NHS Digital to be
amended, in order that secondary legislation taken forward for MIS and
MDIS is coherent and consistent. This power will only be exercisable when
making regulations under the new section 7A of MMDA dealing with MIS, or
under section 19 of the MMDA dealing with MDIS, and therefore subject to

the safeguards as discussed in paras 17 and 18 above,

Conclusion
23. Itis hoped the above briefing note will help the Committee with writing their

report for the Assembly and to enable Assembly debate to take place on the

legislative consent motion as outlined in para 2 above.
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Annex C

PROFESSIONAL REGULATION

Introduction

1. Thank you for the opportunity to brief the Committee today on the Health and
Care Bill 2021, which was introduced in Parliament on 6™ July 2021, with
particular reference to the provisions of the Bill (Clause 123) that deals with
the regulation of healthcare professionals.

Background and context

2. The need for reforming the regulation of healthcare professionals has been
acknowledged for many years, not least since the Law Commissions Report
on the Regulation of Healthcare Professionals in 2015. It is considered that
the UK model of regulation for healthcare professionals is rigid, complex and
needs to change to better protect patients, support our health services and to
help the workforce meet future challenges. In doing so, it needs to be faster,

fairer, more flexible and minimise costs to registrants.

3. Regulation of healthcare professionals is a devolved matter in Northern
Ireland. The policy approach of the Department of Health, and that of the
Health Departments in England and the other Devolved Administrations, is to
work on a four country basis regarding healthcare profession regulatory
matters. This reflects the practical reality that the vast majority of the
regulation of healthcare professions is performed by regulatory bodies which
operate UK-wide, thereby ensuring a consistent approach across the wider
NHS.

4. The powers sought through this provision of the Health and Care Bill form part
of a wider reform programme aiming to create a more flexible and
proportionate regulatory framework for the healthcare professions that is

better able to protect patients and the public. The proposals will enable the
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regulators to achieve more responsive and accountable regulation including
putting in place modern and efficient fitness to practise processes which will
better support professionals.

. The UK wide consultation “Promoting Professionalism, Reforming
Regulation”, published October 2017, set out the high-level principles for
reform. These were widely welcomed by stakeholders, including in Northern
Ireland. The subsequent joint response of the four UK Governments,
published in July 2019, set out plans to modernise the legislation of all the
nine UK-wide regulators using the Westminster secondary legislative route
provided under Section 60 of the Health Act 1999.

. The White Paper: “Integration and Innovation: Working Together to Improve
Health and Social Care for All”, published in February 2021, included a
proposal to widen the scope of Section 60 of the Health Act 1999 to assist
taking forward delivery of the reform agenda. This is taken forward by this

provision.

. This proposal therefore supports the UK-wide agenda to reform the regulation
of healthcare professionals. The objectives of reform are to ensure that the
level of regulatory oversight of healthcare professions is proportionate to the
risks to the public, now and in the future; the bureaucracy of healthcare
regulation is reduced; and that the professions protected in law are the right

ones.

. Given the UK-wide reach of the relevant healthcare regulatory bodies, and
policy framework within which they operate, it is essential that the scope of
these provisions extends to Northern Ireland. Legislative divergence in this
area may seriously disrupt the movement of regulated healthcare
professionals across the UK for training and career advancement with

potential negative consequences on the delivery of care.

. Section 60 of the Health Act 1999 provides powers to make changes to the

UK-wide professional regulatory landscape through secondary legislation.
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This provision - Clause 123 of the Bill (Part 5 - Miscellaneous) - Regulation of
health care and associated professions - will widen the scope of Section 60
and enable the Secretary of State to make additional changes. These are:
close a regulator whose professionals have been moved to another regulator
or have been deregulated; take professions out of the regulation where this is
no longer required for the protection of the public; and enable the delegation
of previously restricted functions to other regulators. It also provides for
potential future expansion of the use of Section 60 to include Senior NHS
Managers and Leaders.

10. Secondary legislation made using the new powers would be subject to the

existing provision in Schedule 3, namely, a public consultation and the

affirmative parliamentary procedure.

11.Any use of the Section 60 Order can only extend to Northern Ireland with prior

approval from Northern Ireland’s Minister for Health. Any use of this Section
60 legislative route would, as stated in Schedule 3, be subject to a three
month statutory consultation and the affirmative procedure at Westminster. In
addition, any Section 60 Order that would amend the Northern Ireland statute
book, for example in respect of the Pharmaceutical Society of Northern
Ireland, would also require a Legislative Consent Motion of the Northern

Ireland Assembly.

The provisions of Clause 123

12.This Clause will provide:

the power to remove a profession from regulation

The removal of a profession from statutory regulation through secondary
legislation will make it easier to ensure that the protections and regulatory
barriers that are in place remain proportionate for all health and care

professions.
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e the power to abolish an individual health and care professional regulator
There is inevitable duplication in having nine regulatory bodies (10 including
Social Work England) performing similar functions in relation to different
professions. It may be assessed in the future that reduction in the number of
regulators would deliver public protection in a more consistent way, while also
delivering financial and efficiency savings. Powers under Section 60 already
allow for the creation of a new regulators through secondary legislation.
However, it is not possible to use these powers to close a regulator.

This change would allow the Secretary of State to exercise this power and
enable Parliament to abolish a regulator using secondary legislation, where its
regulatory functions have been merged into or subsumed by another body or
bodies, or where the professions that it regulates are removed from

regulation.

e The power to remove restrictions regarding the power to delegate
functions through legislation
Regulators are currently restricted from delegating to another body some of
their core functions. This includes the keeping of a register of persons
permitted to practise; determining standards of education and training for
admission to practice; giving advice about standards of conduct and
performance; and administering procedures relating to misconduct and
unfitness to practise.
The removal of these restrictions would enable a single regulator to take on
the role of providing a function across some or all regulators. This will help to
deliver public protection in a more consistent fashion and may also increase
efficiency. Where a function is delegated, a regulator would retain

responsibility for that function.

e Clarifying the scope of section 60 to include senior NHS managers
and leaders
Expanding the definition of professions covered by Section 60 to include

senior managers and leaders and other groups of worker would enable the
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government to extend regulation to those groups in the future should it be

decided to do so.

Other amendments
13.The Bill also contains provisions to support social care, public health and quality
and safety in the NHS. These are designed to address specific problems or
remove barriers to delivery, maximise opportunities for improvement, and have,

in most cases, been informed by the experience of the pandemic.

14.The Bill contains 6 parts with 16 Schedules addressing a range of issues relating
to health and social care. Part 1 deals with the health service in England

regarding integration, collaboration and other changes.

15. Part 2 of the Bill deals with health and adult social care information.

16.Part 3 of the Bill provides a new primary power to allow the Secretary of State
(SoS) to transfer functions to and from specified Arm’s Length Bodies (ALBs),

and to delegate the SofS’s functions to them.

17.Part 4 of the Bill covers The Health Services Safety Investigations Body
including the Establishment of the HSSIB, Investigations and reporting.

Why a Legislative Consent Motion is needed

18.Health is a transferred matter and, as such, falls within the legislative
competence of the Northern Ireland Assembly. The Bill contains a number of
clauses which form part of a wider programme of reform to professional
regulation which is being taken forward by the UK Government and the

devolved administrations.
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It is intended to bring each provision forward as an individual Legislative
Consent Motion (LCM). This is based on a balance of efficiency. If
amendments are taken forward by Westminster in respect to any of the
devolved NI provisions, and in turn the NI provisions are linked on one LCM
motion, this amendment change will impact on the entire LCM motion,
potentially resulting in repeating previously cleared steps up to, and including
the possibility of a 2nd, separate LCM being required to cover amendments
not scoped within the original LCM, thereby generating unnecessary repetition

work for all, and time delays.

Action taken to date

19. Following introduction of the Health and Care Bill on 6 July 2021, Westminster
offered to carry four provisions on behalf of Northern Ireland which deal with
transferred matters. These provisions include Arms Length Bodies (ALBs) —
Transfer of Functions. Minister Swann responded 8 July to indicate
agreement in principle to take forward the legislative consent process, subject
to scrutiny from Health Committee and agreement from the Executive and
Assembly, and advised both Executive Colleagues and Health Committee of
these developments. Due to impending Summer recess, DoH officials

continued to engage with DHSC and DSO over the Summer on this work.

Minister Swann circulated an Executive Paper seeking approval for the four
provisions to be carried, and four separate LCMs be progressed on 29
September. An updated version taking account of comments received was
recirculated on 5 October. The Department of Infrastructure (Dfl) responded to
indicate thy welcomed discussing forward, with nil responses received from
both the Departments of Agriculture, Environment and Rural Affairs (DAERA),
and Justice (DoJ). It was proposed to include the Executive Paper on the

Agenda for the Executive meeting on the 7 October.
The paper did not make the agenda on the 7 October, and Minister Swann

raised an urgent procedure request on the 8 October to seek FM/dFM approval

for the provisions to be carried and individual LCMs be progressed. As at the
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11 October a formal response to this request had not yet been received, and
confirmation of the response will be provided to the Committee on 14 October.

Current position with the Health and Care Bill 2021

20. The Westminster Parliament introduced the Health and Care Bill on 6 July
2021. The Bill has completed its First and Second Stages in the House of
Commons and commenced its Committee Stage on 14 September 2021,
which is currently ongoing and due to finish on 28 October 2021. At
Committee Stage proposed amendments to the Bill are submitted and tabled
for debate by Parliament at Report Stage. Amendments must be tabled before
2 November 2021, a final report on amendments will be prepared for circa 9
November 2021 (before parliamentary recess). It is expected that Report
Stage of the Bill, when amendments will be debated and voted upon, will take
place circa 17 November 2021.

That concludes our briefing. Thank you Chair and Committee members for your
time. We are happy to answer any questions you may have.
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Annex D

ALB TRANSFER OF FUNCTIONS POWER

Background and context

1. The underpinning policy aim is to improve health outcomes by way of

increases in efficiency, effectiveness and economy.

2. The ALB Transfer of Functions provision introduces a new primary
power to allow the Secretary of State (SoS) to transfer functions to
and from specified England Arm’s Length Bodies, and to delegate the
SofS’s functions to them. Secondary legislation will be required to

progress any proposed transfers.

Bodies within the Bill that provide function in respect of Northern

Ireland

3. Five relevant bodies and one Special Authority within the Bill
provide functions to Northern Ireland. An overview of this position

is as follows:

Health Education England (HEE), Hosts the UK Foundation
Programme Office (UKFPO)

None of the proposals as they relate to HEE, appear to have any
implications for Northern Ireland.
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Health and Social Care Information Centre, known as NHS Digital,
may collect data on behalf of Devolved Administrations via non-
mandatory requests

Health Research Authority (HRA), has a statutory requirement to work
with Devolved Administrations. Some powers for some research UK-
wide. Where the research relates to a devolved subject area, then the
HRA has no remit. IT systems are UK-wide. Acts for UK Ethics
Committee Authority (UKECA)

Research is very much a collaborative process and is delivered through
large-scale studies with multiple sites in more than one UK nation or
sometimes also internationally. Northern Ireland is represented at the 4
Nations Research Governance Policy meetings by the Assistant Director
of R&D, PHA.

Research governance infrastructure in Northern Ireland is built around
compatible processes developed in partnership with the Health
Research Authority and the other Devolved Administrations for a UK-
wide approach to ensure the UK remains an attractive and competitive
research location. This includes recently approved re-structuring of HSC
staff and recruitment of new staff around these agreed processes, and in
line with longer term planning for UK-wide research approvals.

A re-allocation of the HRA function would need to take account of the
impact of changes in process that might be introduced, on the planning
within the Devolved Administrations. Long term working and
development of the relationship with HRA has ensured that these
impacts are now taken into account through 4-Nations discussion.

This will also be important in the post-EU exit context where close
working will be required to ensure there is mutual understanding of any
potential legislative differences between GB and NI that might emerge.

Human Fertilisation and Embryology Authority (HFEA) , This matter
Is reserved to Westminster. HFEA is the UK's statutory independent
regulator of fertility treatment and research using human embryos.
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Functions in Northern Ireland include licensing, monitoring and
inspection of fertility clinics including to public and private fertility
centres.

Human Tissue Authority (HTA), regulates activities concerning the
removal, storage, use and disposal of human tissue and bone marrow
and peripheral blood stem cell donation. The HTA produces various
clinical codes of practice in line with the statutory requirements set out in
the Human Tissue Act 2004. The role of the HTA includes regulation of
activities by UK healthcare providers related to the donation of organs
and tissues for transplantation, on which the HTA works in conjunction

with the Special Authority NHS Blood and Transplant.

Clause 88(2)(b) of the Bill allows the Secretary of State to transfer any
functions of a Special Health Authority to any of the relevant bodies
listed at Clause 86. NHS Blood and Transplant (NHSBT) is a Special
Health Authority which manages blood donation services in England,
and organ and tissue donation and transplantation services for all parts
of the UK, including NI. This includes managing the donation, storage
and transplantation of organs, tissues, bone marrow and stem cells,
managing the UK-wide NHS Organ Donor Register, and researching
new treatments and processes. This work is underpinned by the Human
Tissue Act 2004 and various Codes of Practice developed by the Human
Tissue Authority. Whilst the Minister of Health is not aware of any
proposed changes to the UK-wide functions of NHSBT at the present
time, the Committee should note the potential for future changes to be
introduced under these powers. Any proposed changes in respect of
NHSBT's functions outside of England would be subject to appropriate

consultation with devolved Health Departments and their Arm’s Length
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Bodies, and would only be taken for the purposes of enhancing and
Improving current service provision in line with the UK Government’s

strategic objectives to increase organ donation and transplantation.

Memorandum of Understanding

4. Officials are working with the Department of Health and Social Care
and the other Devolved Administrations to develop a memorandum
of understanding (MoU) setting out the commitment to consult in

respect of any future secondary legislation.

5. Ministerial confirmation has been provided that the MoU will include
a commitment to early engagement with officials from devolved
administrations, before a formal consultation process, in order to
clarify the impact of a proposed transfer on all areas of the UK and
seek input in policy development from those affected. Assurance
has been provided of the commitment to effective and collaborative

engagement on any such transfer in the future.

Current Financial Commitments

6. This Bill provides the enabling power to transfer functions and
amend funding models via future secondary legislation, therefore
the committee should note the position in respect of current
financial commitments in respect of the relevant bodies within the
Bill.

7.  The Human Tissue Authority currently receives approximately £25k

per annum.
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10.

The Health Research Authority currently receives £54k although
this is expected to rise to £61k in 2021/22. This reflects the shared

payment of costs for new IT infrastructure for UK wide use.

Approximately £2.1m per annum is provided to NHS Blood and

Transplant for the provision of its service to the NI population.

Although it is not possible to identify positive or negative
implications within the current Bill, any future proposals enacted by
secondary legislation would need to consider financial safeguards

for Northern Ireland.

Why a Legislative Consent Motion is needed

11.

12.

Health is a transferred matter and, as such, falls within the
legislative competence of the Northern Ireland Assembly. The
ALBs and Special Agencies contained within the Bill are not
Northern Ireland Bodies but they do carry out functions on behalf of

Northern Ireland in areas of transferred competence.
It is noted that fertility is a reserved matter and, as such future

changes in respect of HFEA, lie outside the legislative competence

of the Northern Ireland Assembly.

40



FROM THE MINISTER OF HEALTH

Mr Colm Gildernew MLA
Chair, Committee for Health
Room 410

Parliament Buildings
Stormont

BT4 3XX

Dear é-/" t

Department of

Health

An Roinn Sldinte
Mannystrie O Foustie

www.health-ni gov.uk

Castle Buildings

Stormont Estate

BELFAST, BT4 35Q

Tel: 028 9052 2556

Email: private.office@health-
ni.gov.uk

Your Ref:
QOur Ref: EORR/353OI2021
Date: /* November 2021

| refer to your letter of 19 October requesting further information on the Legislative Consent

Motions related to the UK Health and Care Bill:

* A copy of the revised MoU in relation to North/South co-operation on provision of

healthcare;

+ Further information on how the Department plans to communicate changes in
relation to the EHIC and GHIC changes and in relation to replacement certificates;
A written briefing providing the Department's views on the UK Health and Care Bill;
Detail of what local consultation and engagement has been undertaken by the

Department on these four LCMs;

» |f there are implications in relation to the recovery of human tissue related to the

troubles; and

¢ Further information on the Code of Practice being worked on by the Human Tissue

Authority.

My Department’s response to your request is provided at Annex A.

Yours sin ly

.- ‘i
ﬂ

Robin Swann MLA
Minister of Health
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ANNEX A

A copy of the revised Mol in relation to North/South co-operation on
provision of healthcare;

North/South Healthcare cooperation is facilitated under the Belfast Agreement
1989 and is specifically carved out in the MOU on Devolution. This MOU is found
here MoU between the UK and the Devolved Administrations.pdf
{publishing.service.gov.uk) .

Part one of the MOU specifically states at paragraph 19:

“19. Arrangements for the handling of devolved administrations’ interests outside
the United Kingdom are set out in the international relations and EU concordats.
The devolved administrations are able to develop bilateral or multilateral
arrangements with other members of the British-Irish Council, including the
Republic of Ireland, and to participate in the British-Irish Council itself, as set out
in the Belfast Agreement. The Northern Ireland Executive Committee is also able
to develop relations with the Irish Government through the North/South
Ministerial Council provided for in that Agreement.’

In Annex D: CONCORDAT ON INTERNATIONAL RELATIONS D4: Concordat on
International Relations: Common Annex to the MOU states:

‘D4.6 The devolved administrations may hold working-level discussions on
devolved matters with foreign national or sub-national governments or appropriate
counterparts in international organisations. The deveolved administrations may, in
co-operation with the FCO, make arrangements or agreements with foreign
national or sub-national governments or appropriate counterparts in international
organisations, to facilitate cooperation between them on devolved matters,
provided that such arrangements or agreements do not purport to bind the UK in
international law, affect the conduct of international relations or prejudice UK
interests. (It is an inherent part of the Belfast Agreement (Command Paper 3883)
that, on matters within their competence, the devolved administrations may hold
discussions and make arrangements with the Irish Government in the context of
the British-Irish Council5). The devolved administrations will consult the FCO in
advance about any contact, correspondence, or proposal that is novel or
contentious, might create a contingent international liability or may have
implications for international relations.’

There is no specific overarching MOU for North South Healthcare cooperation but
there are MOUs that are in place for specific healthcare arrangements.

There is also an MOU that was negotiated between the UK and Ireland on
reciprocal healthcare which was signed at an official level in December 2020 and
is still subject to clarification of overlaps with the Trade and Cooperation
Agreement Protocol on Social Security and a subsequent exchange of letters
between the two countries.

In terms of the amendments being proposed to the Healthcare (EEA and
Switzerland Arrangements) Act 2020 in the Health and Care Bill, a revised MOU is
currently being negotiated which will need to be agreed by the Minister and will be
shared with the Committee before implementation.
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ANNEX A

2. Further information on how the Department plans to communicate
changes in relation to the EHIC and GHIC changes and in relation to
replacement certificates;

The issue of EHIC, GHIC and PRCs has been raised with the reciprocal healthcare
team in the Department of Health and Sociai Care. They have been asked to
consider how we can further promote the use of these cards and knowledge through
other channels including travel companies. They have agreed to consider and come
back to us with some further thoughts.

The Department will revise the information on NIDirect and the HSCB website about
these cards and will consider how best to contact the travelling public. Once a plan is
in place the Department will advise the Committee of that plan.

3. DoH view on UK Health and Care Bill

The Health Research Authority is an England-only organisation, but has been acting
on behalf of NI since 2013 under a previocus Legislative Consent Motion and a Heads
of Terms Agreement (in line with those in place with the other Devolved
Administrations). To date, there has not been any local consultation on a proposal to
move powers, as there has not been any definite intent raised to do so. Senior R&D
committees in Northern Ireland would be consulted in detail over any such proposal,
including the HSC R&D Directors Forum (Chaired by the Chief Scientific Advisor and
Director of HSC R&D, Professor lan Young) and the HSC R&D Governance
Operational Sub-Group (Chaired by Assistant Director of HSC R&D Division, Public
Health Agency, Dr Janice Bailie). Membership of these committees includes
representatives the five HSC Trusts, and of both HEIs in Northern Ireland, all of
which organisations would be potentially impacted by such changes.

In practical terms, there is co-owned IT infrastructure and an agreed framework of
work processes between the four nations, with resources in place to deliver these in
NI for ethical and governance review. For example ethical opinion will be provided
by NI Research Ethics Committees for research studies led by any of the four
nations, and this is reciprocated by the other nations for Northern Ireland

studies. HRA provides administrative services on behalf of all four nations for
various tasks relating to research management and governance, with reciprocal
delivery of tasks by officers from NI and the other DAs (e.g. Chairing and providing
secretariat for various committees and hosting of events). Capacity would not be
available in NI alone to deliver the quantum of work that is possible on a UK-wide
collaborative basis.

While the HRA does not make decisions on behalf of Northern Ireland, the impact of
any such move may not be direct, but there are many benefits to UK-wide working
due to the relatively small population of Northern Ireland. The collaborative nature of
research means that the value is in the relationship developed with the Heaith
Research Authority (and the other DAs) over the past ten years, with a collective goal
of delivering the highest standard of health and social care research for all citizens,
and we would wish to build a similar relationship with any new authority undertaking
these functions.
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ANNEX A

Issues relating to the points raised are being considered in the draft MoU, and while
the option of consent has not been agreed, we are reassured by the confirmation that
there would be early engagement, continuity of Board membership and maintenance
of financial and operational arrangements in relation to any transfer of functions for
the Health Research Authority.

4. Detail of what local consultation and engagement has been undertaken
by the Department on these four LCMs.

The Reform of the Regulation of Healthcare Professionals is being developed on a 4-
country basis and hence activity is led by DHSC but with input on the Northern
Ireland perspective provided by DoH.

Pre-consultation on proposals was undertaken in 2016. This included a consultation
event with N| stakeholders in Belfast on 2™ August 2016.

Consultation on these specific reform proposals took place over the period 24 March
2021 to 16 June 2021. DoH provided a list of NI stakeholders whose input was
specifically invited by DHSC.

The Government White Paper was published in February 2021 which contained a
very small reference to the International Healthcare Agreements policy and
strategy. This was the main route for consultation. There was engagement at an
official level and notification to the Minister but no specific engagement with
operational bodies or other groups.

The ALB Transfer of Functions provision introduces a new primary power to allow the
Secretary of State (SofS) to transfer functions to and from specified England Arm's
Length Bodies, and to delegate the SofS's functions to them — this includes NHS
Blood and Transplant (NHSBT) and the Human Tissue Authority (HTA). As we are
unaware of any specific proposals at this time and the draft legisfation as currently
drafted is about transferring powers to another body, not stopping or altering the
service currently provided, we have not consulted directly with local organisations at
this point. Should any proposals that may affect the service provided to NI be brought
forward, we would discuss them with the local organisations that may be affected in
order to assure that there is no detriment to NI.

Each of the four LCMs is reflective of a proposed enabling primary power, with the
subsequent detail of any resulting changes being contained in secondary legislation.
Please see below the various measures with respect to each of the LCMs that have
are being put in place to ensure future consideration at a NI level with respect to any
future changes.

i) Medicines Information Systems

Information of the policy proposals with regards the Medicines Information System
has been shared with Information Governance leads in each of the HSC Trusts and
the Business Services Organisation, who will be data controllers for the information
that exists in NI that will be relevant for the Medicines Information Systems once
developed. These information governance leads will also be fully consulted and
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engaged on reguiations to be taken forward for the Medicines Information System,
as well as on draft Data Protection Impact Assessments, Privacy Notices, and any
data sharing agreements which will set out the governance arrangements for the
Medicines Information Systems.

Furthermore no regulations can be taken forward on the Medicines Information
System without the consent of the Depariment, as when regulations are to be made
under the new section 7A in the Medicines and Medical Devices Act 2021, for the
Medicines Information System, the Department will be the appropriate authority in
making regulations either alone or jointly with the Secretary of State and therefore
the Department’s consent is necessary. These regulations will be subject the draft
affirmative procedure and any joint regulations must be laid before and approved by
a resolution of— (i) each House of Parliament, and (ii) the Northemn Ireland
Assembly.

The situation is different for Medical Devices Information System, which the
Committee supported legislative consent for last autumn, where the Secretary of
State has sole authority, but there is a statutory consultation clause contained in the
Medicines and Medical Devices Act 2021, stating that no regulations can be made
without proper consultation with the devolved administrations.

5. If there are any implications in relation to the recovery of human tissue
related to the troubles

The HTA regulates activities concerning the removal, storage, use and disposal of
human tissue and bone marrow and peripheral blood stem cell donation. However,
in order to assess if the HTA has any role relating to human tissue related to the
Troubles, it is first necessary to confirm certain information relating to such human
tissue. As this is not within the remit of the Department of Health (DoH), a request for
information has been sent to the Department of Justice. Once information has been
received, officials will further engage with the HTA and will provide the Committee
with a response to this query.

6. Further information on the Code of Practice being worked on by the Human
Tissue Authority

The HTA produces various clinical codes of practice in line with the statutory
requirements set out in the Human Tissue Act 2004; this includes relating to organ
donation and transplantation. While the HTA does not promote organ and tissue
donation, it does play a central role in ensuring public confidence in the safe and
ethical use of human organs and tissue with proper consent.

The HTA's Code of Practice F (Part Two} Deceased organ and tissue donation (the
Code) aims to support organ and tissue donation and transplantation, where
appropriate consent is in place, and provides anyone undertaking activities relevant
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to this sector with a reference source, which gives practical advice on the steps
necessary to comply with the relevant legislation and HTA.

As DoH is currently progressing legislation through the Assembly to introduce a
system of deemed consent for organ donation, following discussions with the HTA, it
has been agreed that HTA will amend the existing version of the Code to include NI
in deemed consent provisions, rather than create a standalone code.

As it is hoped that the deemed consent legislation will be passed in the NI Assembly
in February 2022, work on the revision of the Code could commence after that and it
is anticipated that a first draft of the revisions by May 2022 with a final version ready
for September 2022 to allow NHSBT colleagues six months to train staff in the new
requirements.

Drafting the changes to the Code is only one element of this process. Under sections
26(1) and 25(5)(a) of the Human Tissue Act, the HTA is required to “consuit such
persons as it considers appropriate.” HTA has confirmed that it will be consulting with
the experts on DoH's Organ Donation Clinical Advisory Group, but it may also be
necessary to engage in a targeted consultation with other stakeholders in NI as
appropriate.

Additional information
Question from Pam Cameron — Deputy Chair of the Committee

The Deputy Chairperson, Pam Cameron, also asked a question that officials said
they would come back on, with regards the Medicines Information System. This
question is to what extent does Northern Ireland's participation in the common
medicines information system across the UK depend not on the exercising of powers
in the LCM, but on the out-workings of the separate regulatory regimes under the
protocol.

Officials have discussed this question with Information Governance and EU Exit
colleagues and can confirm that the NI Protocol does not impact on the sharing of
medical data across the UK.

The purpose of a medicines information system is to look at data on medicines that
have already been prescribed and supplied, in order to generate evidence regarding
their use, benefits and risks. These insights can then be used to inform regulatory
decision making, support local clinical practice and provide patients and prescribers
with the evidence they need to make better informed decisions.
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Wendy Patterson
DALO
Department of Health

By email: Wendy.patterson@health-ni.gov.uk

Our Ref: C284/21
19 October 2021

Dear Wendy,
RE: Legislative Consent Motions

At the meeting on 14 October, the Committee was briefed by officials on 4
Legislative Consent Motions related to the UK Health and Care Bill. Officials
agreed to provide further information to the Committee on a number of issues:

e A copy of the revised MoU in relation to North/South co-operation on provision
of healthcare;

e Further information on how the Department plans to communicate changes in
relation to the EHIC and GHIC changes and in relation to replacement
certificates;

e A written briefing providing the Department’s views on the UK Health and Care
Bill;

e Detail of what local consultation and engagement has been undertaken by the
Department on these four LCMs;

e |If there are any implications in relation to the recovery of human tissue related
to the troubles; and

e Further information on the Code of Practice being worked on by the Human
Tissue Authority.

| understand that three of the LCMs were laid in the Assembly on Friday 15
October, the Committee has 15 working days to Report on these LCMs and
therefore | would appreciate a response as soon as possible.

Yours sincerely,

s
Committee for Health

Room 410, Parliament Buildings, Stormont, Belfast BT4 3XX
Telephone: (028) 9052 1634 E-mail: €6mmittee.Health@niassembly.gov.uk
follow us on Twitter: @NIAHealth
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Keith McBride
Clerk
Committee for Health

Cc: Suzanne.Howe@health-ni.gov.uk
Craig.Murray@health-ni.gov.uk

Committee for Health
Room 410, Parliament Buildings, Stormont, Belfast BT4 3XX
Telephone: (028) 9052 1634 E-mail: mmittee.Health@niassembly.gov.uk
follow us on Twitter: @NIAHealth
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You may re-use this publication (not including images or logos) free of charge in any
format or medium, under the terms of the Open Northern Ireland Assembly Licence.
To find out more about this licence visit:
http://[data.niassembly.gov.uk/license.aspx. This Report can be made available
in a range of formats including large print, Braille etc. For more information, please

contact:

Keith McBride, Clerk
Committee for Health

Northern Ireland Assembly
Room 419, Parliament Buildings
Ballymiscaw

Stormont

Belfast BT4 3XX

Telephone: 028 90 520348

Email: committee.health@niassembly.gov.uk
Twitter: @niahealth
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