EXPLANATORY MEMORANDUM TO

THE NATIONAL HEALTH SERVICE (CROSS-BORDER HEALTHCARE)
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REGULATIONS 2013
2013 No. 2269

This explanatory memorandum has been prepareldebpeépartment of
Health and is laid before Parliament by CommandefMajesty.

Purpose of theinstrument

These Regulations implement the majority of@ivective 2011/24/EU of the
European Parliament and of the Council on the egptin of patients’ rights
in cross-border healthcare (“the Directive”) inatgdn to England and Wales.

The Directive will be transposed in relatiorBimotland by the National Health
Service (Cross Border Healthcare) (Scotland) Reiguis 2013 and in relation
to Northern Ireland by The Health Services (CrossdBr Healthcare)
Regulations (Northern Ireland) 2013. The Directso applies to Gibraltar,
where separate arrangements are being made tpassni.

Matters of special interest to the Joint Committee on Statutory
I nstruments

None
L egislative Context

These Regulations transpose the Directive thigtexception of Article 11
(recognition of prescriptions issued in another roenttate) and Article
4(2)(d) (requirement for liability insurance or sian arrangement) which will
be transposed by separate instruments. A trangposibte is at Annex A to
this Memorandum. The Regulations come in to forcéhe transposition
deadline of 25 October 2013.

Following the judgement in Case C-372/04 Theé&pw on the application of
Yvonne Watts v Bedford Primary Care Trust and Sacyeof State for Health
([2006] ECR 1-4325 - “the Watts judgment”) the Natal Health Service
(Reimbursement of the Cost of EEA Treatment) Reguia 2010 (S.I.
2010/915) amended the National Health Service A662c.41) and of the
National Health Service (Wales) Act 2006 (c.42ngert sections 6A and 6B
into both Acts. These sections provide for the rirsement of the cost of a
healthcare service which a patient chooses tombtanother EEA State.
Part 2 of the National Health Service and Pubkalth (Functions and
Miscellaneous Provisions) Regulations 2013 (S.1L32P61) provides for the
National Health Service Commissioning Board (kn@srNHS England”) to
exercise the functions of the Secretary of Statketermining applications
under section 6A and 6B of the National Health #ernAct 2006. In Wales,
the Welsh Ministers have directed Local Health Beap exercise their
functions under section 6A and 6B of the Nationahlh Service (Wales) Act
2006 in the National Health Service (Reimbursenoétiie Cost of EEA
Treatment) (Wales) Directions 2010 (“the 2010 Di@ts”).
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These Regulations amend the National Healthi&eAct 2006 and the
National Health Service (Wales) Act 2006 to ingetv sections 6BA and
6BB to provide for reimbursement in accordance hénrequirements of the
Directive. The provisions in sections 6BA and 6Bply to expenditure
incurred on or after 25 October 2013. Section 6B sut the duty to
reimburse a person the cost of expenditure; thecssrwhere prior
authorisation is required; limits reimbursementh® equivalent NHS cost and
provides for the deduction of NHS charges. SediBB provides for
applications for prior authorisation and specities four cases where
authorisation may be refused.

The Regulations also amend Part 2 of the Nakidealth Service and Public
Health (Functions and Miscellaneous Provisions)uregns 2013 to provide
for the National Health Service Commissioning Ba@ardetermine
applications under sections 6BA and 6B®elsh Ministers will be amending
the 2010 Directions to provide for Local Health Bismto determine
applications under sections 6BA and 6BB of the diatl Health Service
(Wales) Act 2006.

The Regulations also transpose the requirenrené$ation to national contact
points and makes provision for NHS charges fortheate provided by the
NHS to residents of other member States in accosdasith the Directive.

Scrutiny history

4.6
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The European Commission’s Consultation reggr@iommunity action on
health services and the subsequent proposal fditleetive was considered
by the Lords Scrutiny Committee. The then MinisRosie Winterton’s letter
of 26 October 2006 enclosed an Explanatory Memananaf 27 October
2006 which was considered by the European Scr@omymittee on 7
November 2006. The Committee responded to the kéinssoffer to address
the Committee and recommended a debate in Eurdg@ading Committee
C, which was held on 16 January 2007 in the Hofissommons. The
proposal subsequently cleared scrutiny on 30thatg2007.

The House of Lords Select Committee on the g@an Union considered the
same Minister's letter and Explanatory Memorandtthemeeting of their
EU Sub-Committee G (Social Policy and Consumerifdfaon 30 November
2006. The Minister visited the Committee to disdimesproposal on 25
January 2007. The Committee subsequently liftedtisgron 8 February
2007.

Scrutiny on the draft Directive published odudy 2008 included debates with
the House of Commons Committee on 21 October 2068\th the House of
Lords Committee on 30 October 2008. Scrutiny waared in the House of
Commons following the debate on 21 October 2010mnithe House of

Lords on 2 July 2009.

Ministerial letters were then submitted to b@ttimmons’ and Lords’ scrutiny
committees on 31 January 2011 in order to updatedmmittees on the cross
border Directive proposal and to take account efabmmon position of the
Council on first reading. The Directive clearedusitry in the Commons on 9
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February 2011 and in the Lords on 3 March 2011li(lpalready granted a
waiver giving the Government the go ahead to vatéhe final text of the
Directive on 28 February 2011).

Territorial Extent and Application

This instrument applies to England and Wales.

European Convention on Human Rights

Anna Soubry MP (Parliamentary Under-Secretary afesat the Department
of Health and the Minister responsible for thisdative) has made the

following statement regarding Human Rights:

In my view the provisions of the National Healtbr@ce (Cross-Border
Healthcare) Regulations 2013 are compatible wighGbnvention rights.

Policy background

What is being done and why

7.1

7.2

The majority of EU citizens receive healthcarthe Member State where
they live, via the health system through which they covered or insured.
However, in some instances, it may benefit theepatio obtain healthcare in
another European country — for example, where timarg be better expertise
available, lower costs, better availability of eemthighly specialised
treatments or where waiting times are shorter.

Regulation (EC) No. 1408/71 of 14 June 197 therapplication of social
security schemes to employed persons and self-gagbloersons and to
members of their families moving within the Comntyniwhich was replaced
by revised provisions in Regulation (EC) No. 88320f the European
Parliament and of the Council of 29 April 2004 be toordination of social
security systems (“Regulation 883/2004”) with eff’lom May 2010 already
provide for reciprocal healthcare cover to EEAzeihs. In summary,
Regulation 883/2004 provides for the following:

(@) Healthcare that becomes necessary during a viaiiather member
State (for example on holiday or on business) tprogided by the
Member State in which the person is temporarilyisgaon the same
basis as healthcare is provided to residents lfegd&uropean Health
Insurance Card);

(b) Healthcare for individuals in receipt of a pensipaid under the
legislation of the Member State that is the compuetéember State
under Regulation 883/2004 and who reside in anotienber State
and healthcare for members of the pensioner’s farfrdr example this
provision enables UK state pensioners who retitezéoin Spain to
access the Spanish healthcare system,;

(c) Healthcare provision for people who move to worl &ve in another
member State.

(d) In addition a patient may apply for authorisatioriravel specifically
to receive planned healthcare service in anothenibée State. These
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arrangements are publicised on the NHS Choicesiteadishe
following link:
http://www.nhs.uk/NHSEngland/Healthcareabroad/péaitreatment/P
ages/Introduction.aspx

While these reciprocal arrangements have ekistemany years, current
generations of Europeans, accustomed to crossiugisowith ease and being
able to purchase goods and services from any ptredU, are proving less
willing to accept constraints on how and where tbietain their healthcare.
This is often due to perceived advantages relatrguality, favourable cost,
waiting times, the availability of different treagmts or where citizens have
close cultural or familial links in another country

Over the past two decades, there have beentharea dozen high profile
legal cases in which Member States’ interpretatibtine rules in respect of
obtaining healthcare across borders has been gonedtand on which the
Court of Justice of the European Union (CJEU) heentasked to make a
determination. The development of this case lavethas individual cases
(including the Watts judgment in 2006), was inebiygpiecemeal and could
not provide a coherent overall approach to thesralgrounding patient
mobility in Europe.

With so many ad hoc judgements being madearcdirts, based on health
systems which are very different in organisatiod amding, the development
of an EU-wide Directive was seen as necessarnatif\cthe law and the
rights of citizens across the EU. This new EU liediisn reflects existing
rights under the Treaties, the principles confirrbgastablished CJEU case
law and applies best practice in providing accegshése rights. Its main
objectives are to:

o Clarify the rules and procedures for reimbursemeérgre a patient
obtains a healthcare service in another Membee &tad seeks
reimbursement of the costs of their expenditure;

Facilitate right to obtain services and supporigpeitchoice;
Provide EU citizens with better information on theghts;

Ensure that cross-border healthcare is safe ahdjbfquality;
Promote cooperation between Member States.

© O OO

The rationale underpinning the Directive ig ihahould be as easy as
possible for patients to obtain a healthcare sewvi@another Member State
and (provided the equivalent treatment would haaenbmade available to the
patient under their home system) seek reimburseofehe cost. It sets out
the arrangements that a Member State must prowidiaw its own citizens

to access their rights to obtain and seek reimiuesé for the cost of cross-
border healthcarand provides clarity on the information they arguiesd to
provide to citizens of other states considering iogno their country.

In order to help facilitate this, the Directiregjuires the establishment of
National Contact Points (NCPs). NCPs will be naidrodies charged with
providing information, in appropriate formats, t@gpective cross-border
patients and facilitating the exchange of informativith NCPs in other
Member States. The NCP for England will sit wittiie National Health
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Service Commissioning Board (known as ‘NHS Englanahile that for
Wales will be located in the Welsh Ambulance SexsiblHS Trust.

Importantly, the ‘home’ state retains respaitigjifor deciding what
healthcare is made available to its citizens and that costs are
reimbursable where a patient obtains healthcakgcesrin another Member
State. Therefore, the Directive is not a way fpa#ent to obtain
reimbursement for healthcare treatments that woatde made available to
the patient under their home health service. Howdkhies means that to
exercise their rights patients need to be abldtain information about
healthcare that would be made available to therimvihe national health
system. Reimbursement levels are not required tadre than the cost of the
equivalent treatment that would have been madéadlaito the patient within
the national health system.

Following the Watts judgment legislation wassoduced providing for
reimbursement of the cost of expenditure on a heate service obtained in
another EEA State incurred on or after 23 Augudi02@’hese Regulations to
transpose the Directive build on the existing ddmedsgislation.

The Directive includes requirements on mensates for healthcare that is
provided on its territory to patients from othermimer States seeking planned
treatment (“visiting patients”). Recital 21 to tBé&ective recognises that
nothing in the Directive should oblige healthcareviders to accept patients
from another member State seeking planned treatandatprioritise such
patients however if accepted for treatment the®ive requires that the
principle of non-discrimination applies. Article3)(of the Directive provides
that where justified by overriding reasons of gahetterest a member State
may adopt necessary and proportionate measurescessato treatment to
ensure it can fulfil its fundamental responsibiliblyensure sufficient and
permanent access to healthcare within its territory

The Directive requires member States to ertbatea visiting patient can
obtain specified information from the national amttpoint. Article 4(4)
provides that the same scale of fees should apphsiting patients as
domestic patients however where there is no corbpacharge (such as in the
NHS) it provides that the price is to be calculaaedording to objective non-
discriminatory criteria. Regulation 13 providestthéiere a visiting patient
obtains a chargeable NHS service under the Direttig amount should not
exceed the amount that would have been asses$eel @sst if that service

had been provided to a NHS patient.

Article 7 (2) of the Directive concerns cemtgprovisions in Regulation
883/2004 for state pensioners and the family mesbkfrontier workers
(workers who work in one member State and resid@sother member
State). Where such a person is staying temporaritye Member State that is
the competent Member State under Regulation 883/#¥®member States
listed in Annex IV to the Regulation provide thargon with healthcare which
is not limited to healthcare that is necessaryrdutine visit.

Member States (including the UK) listed in Arrill to the Regulation
provide healthcare that it is necessary to prodigeng the visit. For these
Member States (including the UK) the effect of Alei7(2)(b) of the Directive



7.14

7.15

8.1

8.2

8.3

is to require them to provide to their state pemsis, their family members
and the family members of frontier workers healihecthat is not limited to
care that is necessary during a visit but exclutiegithcare that is subject to
prior authorisation. For example, during a visithie UK a UK state pensioner
resident in Spain may obtain NHS care that is inoitéd to healthcare that is
required during their visit but excluding healthe#nat is subject to prior
authorisation. Article 7(2)(b) is implemented bguéation 14.

Where the Directive imposes a requirement vlsi@lready adequately met
by existing domestic measures this is indicatethenTransposition Notes.

The Directive comes into effect on 25 Octd#t3 and th&lational Health
Service (Cross-Border Healthcare) Regulations 2Gil3ome into force on
the same date. Directions under the NHS Act wilimzele by the Secretary of
State which will direct NHS England and local atiai commissioning groups
on certain of the detailed administrative requirateeSimilar arrangements
are planned by the Welsh Government.

Consultation outcome

The Government undertook an 8-week public deaisen - from 28 March to
24 May 2013 - as part of its on-going work to tiaose Directive 2011/24/EU
on the application of patients’ rights in crossdmrhealthcare. In addition, a
consultation event was held on 2 May 2013 attertyeal variety of
stakeholders. This allowed the Department of Healtbet out what the
Directive means for patients and the NHS and t& s&svs from stakeholders
on the proposed implementation approach. Scotlfades and Northern
Ireland carried out their own consultations. Thastdtation package for
England may be found at the following link:
https://www.gov.uk/government/consultations/eu-cliree-on-patients-rights-
to-healthcare-in-other-european-countries

A total of 31 responses to the consultatioreweceived. These revealed that
there was no substantial disagreement with Govemntimmeverall approach to
implementing the Directive and the majority of resgents expressed positive
views on the scope and effect of this new Europesaith legislation. The
Government’s official response to the consultaisopublished alongside
these Regulations.

Wales undertook its own consultation exercetgvben 21 December 2012
and 15 March 2013. Out of the 22 responses recéierd were a number of
comments made providing some common themes foidznasion,

particularly around the key areas of entitlemept®r authorisation and the
national contact point. Responses broadly suppadiniedcope of what was
being planned. The Welsh Government’s formal respda this consultation
can be found through the following link:
http://wales.gov.uk/consultations/healthsocialqaagént/?status=closed&lang
=en
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Guidance

Guidance will be made available to the NHSugloGOV.UK
(https://www.gov.uk/government/organisations/departtyof-health.

I mpact
The impact on business, charities or volunbadies is negligible.

The impact on the public sector is estimaghimimal overall, being largely
confined to centralisation of EU functions at NH&gE&nd. The Government
is confident that the transposition of the Direetwill not generate additional
costs that will be unmanageable within the TDELitsnset at SR10 and SR13.

An Impact Assessment is attached to this mantom and will be published
alongside the Explanatory Memorandumveonw.legislation.gov.ukThis
received a ‘green rating’ from the Regulatory Pol@ommittee.

Regulating small business
The legislation does not apply to small bessn
Monitoring & review

The Commission are required to report on the omeratf the Directive by 25
October 2015 and then every three years thereatierDepartment of Health
and NHS England will jointly monitor, on an ongoibgsis, the operation of
the Directive and the domestic implementing ledisig including how these
work in practice for patients and for the healtivee as a whole.

The Regulations will be reviewed formally at fiveay intervals after they
come into force. This is a Government requireméhe first report will be
published by 25 October 2018.

Contact

Rob Dickman at the Department of Heal#im answer any queries regarding
the instrument.

Tel: 0207 972 4338

Email: Rob.Dickman@dh.gsi.gov.uk




