SCOTTISH STATUTORY INSTRUMENTS

2013 No. 292
NATIONAL HEALTH SERVICE

The National Health Service (Cross-Border HealtreCa
(Scotland) Regulations 2013

Made - - - - 14th October 2013
Comingintoforce - - 25th October 2013

The Scottish Ministers make the following Regulasidn exercise of the powers conferred by
section 2(2) of the European Communities Act 18yaad all other powers enabling them to do

SO.

Citation, commencement and extent

1—(1) These Regulations may be cited as the Natibleglth Service (Cross-Border Health
Care) (Scotland) Regulations 2013 and come intefon 25th October 2013.

(2) These Regulations extend to Scotland only.

Interpretation

2.In these Regulations—

“the Directive” means Directive 2011/24/EU of thergpean Parliament and of the Council of
9 March 2011 on the application of patients’ rightsross-border healthcabg(

“health care” means health services provided bytihgaofessionals to patients to assess,
maintain or restore their state of health, andudet the prescription, dispensing and
provision of medicinal products and medical devices

“health care provider” means a person providindthezare;

“health professional” means a person who is a meraba profession regulated by a body
mentioned in section 25(3) of the National Healterv&e Reform and Health Care
Professions Act 2002) (the Professional Standards Authority for Healtld Social Care);

“medical device” means any instrument, apparatymli@nce, material or other article,
whether used alone or in combination, including sudtware necessary for its proper
application, intended by the manufacturer to beldsehuman beings for the purpose of—

(a) the diagnosis, prevention, monitoring, treatmerdl@viation of disease;

@)

(b)
©
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(b) the diagnosis, monitoring, treatment, alleviation ammpensation for an injury or
handicap;

(c) the investigation, replacement or modification bé tanatomy or of a physiological
process;

(d) the control of conception,

and which does not achieve its principal intendetioa in or on the human body by
pharmacological, immunological or metabolic meabst which may be assisted in its
function by such means;

“medicinal product” means any substance or comiunaif substances—
(a) presented for treating or preventing disease indmubeings; or

(b) which may be administered to human beings witheavsio making a medical diagnosis
or to restoring, correcting or modifying physioleagi functions in human beings;

“the NCP” means the national contact point desigmhainder regulation 3;
“the NHS Act” means the National Health Serviceqiod) Act 19789);

“prescription” means a prescription for a medicipedduct or for a medical device issued by a
member of a regulated health profession withinrtieaning of Article 3(1)(a) of Directive
2005/36/EC of the European Parliament and the Gbwfic7 September 2005 on the
recognition of professional qualificatiohd(who is legally entitled to do so in the member
state in which the prescription is issued;

“resident patient” means an individual ordinarigsident in Scotland for whom the United
Kingdom is the member state of affiliation withiretmeaning of the Directive;

“visiting patient” means an individual for whom aeltber State other than the United
Kingdom is the member state of affiliation withiretmeaning of article 3(c) of the Directive.

National contact point: designation

3. The national contact point for the purposes ofdirective is NHS 24q).

NCP: information about treatment in Scotland
4—(1) The NCP must ensure that information aboutheafcthe following is available or
accessible by whatever means it thinks appropriate—
(a) health care providers;
(b) patients’ rights;
(c) complaints procedures and methods of seeking resiedi

(d) legal and administrative options available to setlisputes, including in the event of
harm arising from the provision of health care;

(e) Contact details of national contact points in ofiiember States.

(2) The NCP must also ensure that information about eathe following is made available by
whatever means it thinks appropriate to a visipagent, on request—

(a) a specific health care provider’s right to provsggvices;

(b) any restrictions on a specific health care provadeght to provide services;

(c) standards and guidelines on quality and safety;

(d) provision about the supervision and assessmerdgaifthcare providers;

(e) health care providers who are subject to the stasdaentioned in sub-paragraph (c);

(@) 1978 c.29.
(b) OJL 255,30.9.2005, p.22.
(¢) NHS 24 is a special Health Board constitutedigyNHS 24 (Scotland) Order 2001, S.S.1 2001/137.



() accessibility of hospitals for persons with disitile.

(3) Information provided under this regulation and tagan 5 must—
(a) be easily accessible; and
(b) be available by electronic means including fax esmdail.

NCP: information about treatment in another Member State
5.The NCP must ensure that information about eachhef following is available to or
accessible by resident patients and health profesis—

(a) the rights and entitlements of resident patienteteive health care in another member
state;

(b) the procedures for accessing and determining thosiements;

(c) the procedures for appeal and redress if patienisider that their rights have not been
respected;

(d) the terms and conditions for reimbursement of costs

NCP: cross border co-operation

6—(1) For the purposes of the Directive, the NCP trcosoperate with—
(a) the national contact points in other member states;

(b) the national contact points established for thegses of the Directive in England, Wales
and Northern Ireland;

(c) the Commission of the EU.
(2) In particular, the NCP must—
(a) co-operate on standards and guidelines on qualdysafety;
(b) facilitate the exchange of information mentionedeagulation 4(1) and (2);
(c) co-operate on the clarification of the contentrnfices.

NCP: Duty to consult

7. For the purposes of the exercise of its functibiesSNCP must consult with—
(a) organisations representing the interests of patient
(b) health care providers or organisations represeti@aith care providers;

(c) persons providing insurance in relation to headtter organisations representing such
persons.

Reimbursement of cost of services provided in anogn EEA state

8—(1) The NHS Act is amended in accordance with bggilation.
(2) Section 2CA48) (functions of Health Boards outside Scotlandeisumbered as “2CB”.

(a) Inserted by National Health Service (Reimburseinehthe Cost of EEA Treatment (Scotland) Regoladi 2010 S.S.I.
2010/283. A section 2CA was also inserted by tmel8ng Health and Social Care (Scotland) Act 20§5 8.



(3) In section 75B4) (reimbursement of the cost of services providedriother EEA state) after
subsection (1) insert—

“(1A) But the duty in subsection (1) does not apphere section 75BA applies.”.
(4) After section 75B insert—

“75BA Reimbursement of the cost of services providkin another EEA State where
expenditure is incurred on or after 25 October 2013

(1) This section applies where qualifying EEA exliture is incurred by a person on or
after 250ctober 2013 (but see subsections (9) and (14)).

(2) A Health Board must, on an application madeHhgyperson, reimburse to that person
the amount of the qualifying EEA expenditure inegrby that person, but this is subject to
subsections (8) and (9), to any limit applicablelemsubsection (11) and to any deduction
applicable under section 75D.

(3) For the purpose of this section, “qualifyingAExpenditure” is expenditure incurred
on the provision by an authorised provider, in aBAEState other than the United
Kingdom, to a person ordinarily resident in Scatlgtthe patient”) of services as respects
which condition A or condition B is met.

(4) Condition A is that the services—
(a) are necessary to treat or diagnose a mediodit@mn of the patient, and

(b) are the same as or equivalent to servicesahdealth Board in whose area a
patient resides would make or have made availabke patient under this Act in
the circumstances of the patient’s case.

(5) But in the case of services which, althoughtimgehe requirements in paragraphs (a)
and (b) of subsection (4), fall within subsecti@), condition A is only met if, before the
services were provided, the Health Board had gawthorisation under section 75BB for
the provision of the services to the patient.

(6) Services fall within this subsection if—

(@) they are subject to planning requirements irgjato the objective of ensuring
sufficient and permanent access to a balanced @ingigh quality treatment or to
the wish to control costs and avoid, as far asiplessany waste of financial,
technical and human resources, and—

(i) involve a stay in hospital accommodation foteast one night, or

(ii) require the use of highly specialised andtéotensive medical infrastructure
or medical equipment,

(b) they involve treatments presenting a particulsk for the patient or the
population, or

(c) they are provided by a healthcare provideliricuenstances that, on a case-by-case
basis, could give rise to serious and specific eoms relating to the quality or
safety of the care, with the exception of healtbcsgrvices which are subject to
European Union legislation ensuring a minimum lewél safety and quality
throughout the European Union.

(7) Condition B is that before the services werevjated the Health Board had given
authorisation under section 75BB(4)(b) for the jisimn of the services to the patient.

(8) The duty in subsection (2) does not apply whtee applicant for reimbursement
incurred the qualifying EEA expenditure in connegtiwith an arrangement which was
entered into by or on behalf of the applicant ia tourse of business and under which the
applicant has gained or might be expected to gayrfinancial benefit.

() Section 75B was inserted by S.S.l. 2010/283.



(9) This section does not apply in circumstancesre/fArticle 20 or 27(3) of Regulation
(EC) No. 883/2004 apply.

(10) Subsection (11) applies where the servicesh@reaame as or equivalent to services
that the Health Board in whose area a patient essidould have made available to that
patient under this Act in the circumstances ofgghgent’s case.

(11) The Health Board may limit the amount of aaynbursement under this section to
the cost that the Board would have incurred ifgaee or an equivalent service had been
made available by the Board to a patient residetité Board's area.

(12) A Health Board may, on an application made dyperson who receives
reimbursement of qualifying expenditure under pexply (2), reimburse to that person
travelling expenses (including the travelling exges of companions) incurred or to be
incurred for the purpose of their obtaining anyaes reimbursed under this section.

(13) The Scottish Ministers may determine—
(a) the form in which an application under thistegcmust be made, and
(b) the information to be provided in support o gpplication.

(14) This section does not apply where expendisiiacurred in Iceland, Liechtenstein
or Norway before Directive 2011/24/EU of the Eurapdarliament and of the Council of
9 March 2011 on the application of patients’ rightsross-border healthcare applies to that
state in accordance with the EEA Agreement.

(15) In this section and section 75BB, “authoriggdvider”, and “services” have the
meaning given in section 75B.

75BB Prior authorisation for the purposes of sectio 75BA

(1) A person may apply to a Health Board under $gistion for prior authorisation for
the purposes of section 75BA in relation to thevi@on of services (“the requested
services”) to a person ordinarily resident in Smodl (“the patient”).

(2) The requested services must be—

(a) services which fall within section 75BA(6) andeet the requirements in
paragraphs (a) and (b) of section 75BA(4), or

(b) services that are neither the same as nor alguivto services that a Health Board
in whose area the patient resides would make dlail® the patient under this
Act in the circumstances of the patient’s case.

(3) The Scottish Ministers may determine—
(@) the form in which an application under thistegcmust be made, and
(b) the information to be provided in support of #pplication.

(4) A Health Board—

(&) must authorise the provision of the requestediices if they are services
mentioned in subsection (2)(a) (but see subse¢@iynand

(b) may authorise the provision of the requestedaes in any case where—

(i) the requested services are necessary to drediagnose a medical condition
of the patient, and

(ii) the duty in paragraph (a) does not apply.
(5) The duty in subsection (4)(a) does not appht ieast one of the following conditions
is met—

(@) by receiving the requested services the patiemild, according to a clinical
evaluation, be exposed with reasonable certaingygatient-safety risk that cannot
be regarded as acceptable, taking into accourpdtential benefit for the patient
of the requested service,



(b) the general public will be exposed with reasd@&ertainty to a substantial safety
hazard as a result of the requested service,

(c) the requested service is to be provided byadtheare provider that raises serious
and specific concerns relating to the respectarfdards and guidelines on quality
of care and patient safety, including provisions supervision, whether these
standards and guidelines are laid down by laws egulations or through
accreditation systems established by the stateninhwthe requested services will
be provided,

(d) the Health Board can provide to the patienvises that are the same as or
equivalent to the requested services within a pedd time that is medically
justifiable, taking into account the patient’s staf health at the time the decision
under this section is made and the probable confrdbe medical condition to
which the requested services relate.

(6) The matters to which a Health Board is to heagard in determining for the purpose
of subsection (5)(d) whether the length of any yiedanedically justifiable include—

(a) the patient's medical history,

(b) the extent of any pain, disability, discomfortother suffering that is attributable
to the medical condition to which the requestedises are to relate,

(c) whether any such pain, disability, discomfartsaffering makes it impossible or
extremely difficult for the patient to carry outdimary daily tasks, and

(d) the extent to which the provision of the rededsservices would be likely to
alleviate, or enable the alleviation of, the pdlisability, discomfort or suffering.

(7) In section 750) (deduction of NHS charges)—
(a) in subsection (1) after “75B(1)” insert “or 7AB
(b) in subsection (2) after “75C” insert “or 75BAd&75BB”.
(8) Any authorisation or refusal of authorisatianpart or full under this section must be
in writing.
(9) In this section and section 75C “writing” indies an electronic communication as

defined in section 15 of the Electronic Communimasi Act 2000§)which has been
recorded and is capable of being reproduced.”.

Information on rights and entitlements

9. For the purpose of enabling the Scottish Ministersomply with the obligation under Article
5(b) of the Directive, a Health Board must enstia information on the rights and entitlements
mentioned in that Article is provided for residgatients.

Exemption from NHS charges for certain persons whoeside in another member State

10—(1) Where a person (P) is provided with a crosslbo healthcare service which is a
service prescribed by the Scottish Ministers purstia section 98 of the NHS Act (charges in
respect of non-residents)(as a service for which a charge must be mads, é&xémpt from a
charge if P is within paragraph (2) and the cramster healthcare service is within paragraph (3).

(2) P is within this paragraph if P is—

(8) an insured person or a member of the family ofresuried person residing in a Member
State other than the United Kingdom;

() Section 75D was inserted by S.S.I. 2010/283.

(b) 2000 (c.7).

(c) The National Health Service (Charges to Oversésisors) (Scotland) Regulations 1989 (S.I. 1989/3&ere made under
section 98 of the NHS Act. Regulation 4A which wadded by S.S.l. 2004/369 already makes limitedvigian for
exemption from charges for certain pensioners hed family members.



(b) for whom the United Kingdom is the competent MemB&ate under Regulation (EC)
No. 883/2004.

(3) The cross-border healthcare service is withinpghiagraph if—

(a) it is not subject to prior authorisation pursuamtArticle 8 of the Directive (healthcare
that may be subject to prior authorisation); and

(b) it is not provided in accordance with Chapter 1Tatfe 1ll of Regulation (EC) No
883/2004 (sickness, maternity and equivalent payeloenefits).

(4) In this regulation—

(a) “competent Member State” “insured person” and “memtif the family” have the same
meaning as they have for the purposes of Regul&&G) No 883/2004;

(b) “Regulation (EC) No 883/2004” means Regulation (B©) 883/2004 of the European
Parliament and of the Council of 29 April 2004 & tcoordination of social security
systems.

NHS charges

11—(1) Where a visiting patient is provided with a<s border healthcare service which is a
service prescribed by the Scottish Ministers ursdation 98 of the NHS Act (charges in respect
of non-residents) the amount of the charge to thidng patient for that service must not exceed
the amount the person or body responsible for gdiogithe service would assess as the cost of the
service if it had been provided to a resident péatie

(2) In this regulation “cross-border healthcare sefvineans healthcare—

(@) provided in Scotland to or prescribed for a vigjtipatient as a consequence of that
patient exercising their rights in relation to esxéo healthcare under the Directive; and

(b) provided by a Health Board.

ALEX NEIL
A member of the Scottish Government
St Andrew’s House,
Edinburgh
14th October 2013



EXPLANATORY NOTE

(This note is not part of the Regulations)

These Regulations which extend to Scotland, implentiee requirements for national contact
points and the reimbursement of charges set othérnDirective 2011/24/EU of the European
Parliament and of the Council on the applicationpafients’ rights in cross-border healthcare
(“the Directive”).

The Regulations amend the National Health Sen@mot{and) Act 1978 (“the NHS Act”) to
insert new sections 75BA and 75BB which will appdythe reimbursement of the cost of EEA
treatment incurred on and after 25th October 2013.

The EEA (European Economic Area) consists of thenbe states of the European Union
together with Norway, Iceland and Liechtenstein.

Regulation 3 designates NHS 24 as the nationabcbpbint for the purposes of the Directive.

Regulation 4 requires the national contact pointmake specified information available or
accessible to patients from another Member Stat&irsg to purchase a healthcare service in
Scotland (“a visiting patient”). Regulation 5 reps the national contact point to make specified
information about the rights and entitlements tétaoba healthcare service in another Member
State available or accessible to NHS patientsiffess patients”).

Regulation 6 requires the national contact pointdoperate with national contact points and the
Commission of the EU.

Regulation 7 requires the national contact poirdaiasult patients, health providers and insurers.
Regulation 8 amends the NHS Act by inserting nestices 75BA and 75BB.

The new section 75BA of the NHS Act sets out theditions for reimbursement for qualifying
EEA expenditure (defined in subsection (3)) incdrom or after 25th October 2013, the services
subject to the conditions of prior authorisatiommitations that may be imposed on the
reimbursement and the NHS charges that may be tiHugubsection (14) provides that section
75BA does not apply where expenditure is incurredhe provision of a service provided by an
authorised provider in Iceland, Liechtenstein omiey before the Directive applies to those
states in accordance with the EEA Agreement. The sextion 75BB of the NHS Act provides
for an application for prior authorisation and setg when authorisation must be granted and
when it may be refused.

Regulation 9 requires a Health Board to ensureitiiatmation about their rights and entitlements
is available to patients.

Regulation 10 implements article 7(2)(b) of theddtive by requiring a Health Board to provide
healthcare, except healthcare which is subjectctondition of prior authorisation, to an individual
(“the insured person”) who is in receipt of a pensunder the legislation of the United Kingdom
and resides in another EU Member State and taatiédyf member of that insured person.

Regulation 11 makes provision for the charges whHS service is provided to a visiting
patient.
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