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PART |

General Provisions

1. (1) The short title of this Act is the Health AcQI3.  short title and

commencement.

(2) The provisions of this Act shall come into foree such
date as the Minister may establish by notice in @Gezette, and
different dates may be established for differenwmions of this Act.

2. Inthis Act, unless the context otherwise requires Interpretation.

"Advisory Committee” means the Advisory Committea o
Healthcare Benefits established by article 22;

"Council" means the Council of Health establisheder article
16;

"insured person” means a person included in the$tablished
by regulations made under this Act;

"medical records"” means all the documents contgirdata,
assessments and information of any kind on a pétisituation and
clinical development throughout the care process;

"Member State" means a State party to the Treatlefised by
the European Union Act; Cap. 460

"Minister" means the Minister responsible for Hbaltand
"Ministry" shall be construed accordingly;

"patient” means a person who is receiving, or rexeived,
medical attention, care, or treatment, whether healthcare setting
or otherwise;

"relatives” means relatives as defined under &tR0 of the
Social Security Act, but also every person who nens a closecap. 318.
personal relationship with the patient.

3. This Act intends to establish and ensure a healtitem scope.
based on the principles of equity, accessibilityyalgy and
sustainability by regulating the entitlement todatte quality of,
healthcare services in Malta, consolidating andormaing the
Government structures and entities responsiblehfmalth and by
providing for the rights of patients.
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PART Il

Department for Policy in Health

Department for 4. (1) There shall be established a Department forcioli
policy in in Health whose mission shall be, in general, tb @& the chief

adviser to the Minister on all matters related he Government’s
health policies and particularly to advise the Miar on the
development of policy and co-ordination of strateglans, on the
design and implementation of action plans, andhenevaluation of
outcomes in order to contribute to the sustaingbdf public health
and health care services.

(2) The Head of this Department shall be the Chiefdial
Officer to Government.

Functions and 5. The Department for Policy in Health shall in gerera
Daraen:  exercise those functions and fulfil all the dutésd responsibilities
emanating from law, and in particular, those fumasi and duties

which the Minister may, from time to time, establisy regulations.
PART III

Department for Healthcare Services

Department for 6. (1) There shall be established a Department for

Health Services. ealthcare Services whose mission shall be to enthe effective
and efficient operation and delivery of healthcaesvices with an
emphasis on clinical and corporate governancejcedelivery and
quality review within an established framework obntrolled
decentralization and autonomy involving user pgréton.

(2) The Head of this Department shall be a DireGeneral.

Functions of the 7. The Department for Healthcare Services shall inegan

Department.  eyercise those functions and fulfil all the dut&sd responsibilities
emanating from law, and in particular, those fumasi and duties
which the Minister may, from time to time, establisy regulations.

PART IV

Department for Health Regulation

Department for 8. (1) There shall be established a Department for tHeal

Requation.  Regulation whose mission shall be to safeguard ipubealth,
licence, monitor and inspect the provision of Heedre services in
order to ensure their quality and safety, and tcomemend the
standards to be met by healthcare providers anttadke Minister

on matters relating to public health.
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(2) The Head of this Department shall be the Supemotant
of Public Health.

9. The Department for Health Regulation shall in gahetnctions of the
exercise those functions and fulfil all the dutesd responsibilities Pamment
emanating from law, and in particular, those fumtsi and duties
which the Minister may, from time to time, estahlisy regulations.

PART V

Provisions Common for all Departments

10. The Heads and Director General shall be appoinyetth® Appointment of
Prime Minister for a period of three years whichynbe renewed forigads and
a further period or periods, after a call for apations under articleeneral.
92 of the Constitution of Malta, and under suchmigr conditions,
functions and responsibilities as may be statdtienrespective letter

of appointment.

11. The legal and juridical representation of the Dé&pants Juridical
shall be vested in the respective Heads and Dirédameral, or in"ePresentation.
any other person appointed and acting on theirlbeha

12. Without prejudice to the provisions of this Act,ethieads and
executive management, the administration and theirdstrative greoo o pe
control of the officers and employees of the Deaparits shall be theesponsible for

responsibility of the Heads and Director General. officers, etc

13. (1) Every Department may request, collect and vetfyhange of
any information, data and statistics, as may beuireq for the rormaton

performance of its functions. Departments.

(2) A Department shall have access to all informmatidhich
another Department or other entity, establishedrynder this Act.

(3) A Department may request all information frontigats,
relatives, personnel, and professionals, and fromip and private
healthcare providers, and such data shall be gigeih in cases of
emergency, for reasons of public health and togeefed the vital
interest of the patient or a third person. In #ftley cases the informed
consent of the patient shall be required.

(4) Every Department shall have access to otheisstat and
data of an economic and social nature as requiredder that it may
perform its functions according to this Act.

(5) The preceding sub-articles of this article showdlwithout
prejudice to any data protection legislation incern Malta.
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14. Without prejudice, and subject to, their functiontbe
Departments shall respect the diversity of healieatities, services
and programmes, and dialogue and collaborate wttleroentities,
institutions and agencies, both public and privideal and foreign,
about policies, initiatives and projects in order @nsure that the
whole system operates effectively within the cowuntr

15. (1) There shall be established a Board to be knaosvn a
the Health Policy and Strategy Board, presided H®y Minister, to
discuss and evaluate the policy, strategy developsn@nd direction
in the health sector and to monitor and follow ittng@lementation of
the health policy and strategy adopted by the Guwent.

(2) The Board shall be composed as provided forcime8ule
A, and the Minister may by regulations amend thd Sahedule, and
provide for any other matter or procedure he magndeecessary for
the better implementation of the functions of theaRl.

PART VI

Council of Health

16. (1) There shall be established a Council of Health.

(2) The Council shall be composed as provided for in
Schedule B, and the Minister may by regulations raimthe said
Schedule, and provide for any other matter or pgtooe he may deem
necessary for the better implementation of the tions of the
Council.

17. (1) It shall be the duty of the Council to, wheneger
requested, advise Government on any matter affpaih matters
related to health in Malta.

(2) Without prejudice to the generality of the abowehall be
the duty of the Council, in particular, to advise any matter with
regards to which the law provides that the advicéhe Council shall
be sought.

18. (1) The Council shall have the power to appoint sub-
committees and to co-opt thereon members who arenembers of
the said Council when discussing specific itemst®agenda.

(2) The Council shall also have the power to recomunany
such measures, enquiries or scientific investigatias, in its opinion,
are useful in the interests of the public health.

19. It shall not be lawful for the Council to transaahy
business unless there are at least five of its neesntresent:
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Provided that, if the Council is convened to coasidny
matter upon which its advice is urgently requirgdhe Minister, the
Council may decide by a majority of the memberseng.

20. Without prejudice to the powers of the Minister andbower of the
article 31 to make regulations to give effect ty af the provisionsMiister
of this Act, the Minister may make, vary or revakgulations for theregulations.

proper conduct of the business of the Council.
PART VII

Healthcare Benefits and Entitlement

21. The Minister shall establish the healthcare besiéffiat arereaithcare
to be provided directly or indirectly by the publiealthcare systenfenefs:
after considering the advice of the Advisory Contedt on
Healthcare Benefits established in article 23.

22. (1) There shall be established an Advisory Commitieesory

on Healthcare Benefits. ﬁggmg;erg on

Benefits.

(2) The Advisory Committee on Healthcare Benefitsymsat
up sub-committees to deal with different and speahtegories of
benefits as it may deem necessary. Without pregutiche generality
of the foregoing, the Government Formulary List Asiry
Committee established by the Availability of Medial Productss.L.458.31
within the Government Health Services Regulatidmalde deemed
to be one of the aforementioned sub-committees.

(3) The Advisory Committee shall be composed as idiexi/
for in Schedule C, and the Minister may by regolasi amend the
said Schedule, and provide for any other mattgrocedure he may
deem necessary for the better implementation ofuhetions of the
Advisory Committee.

(4) The Advisory Committee shall meet as often asessary
and shall regulate its own procedures:

Provided that in the case of urgent vitally necgssa
treatment, the Chief Medical Officer may authoribe provision of
such healthcare benefits and duly report to theisten and the
Advisory Committee at the first available opportyni

(5) The Advisory Committee shall retain the rightadvise
the Minister to restrict any form of entittement dhe basis of
protocols.

23. (1) It shall be the duty of the Committee to recomuoheowers of the
Committee.
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the healthcare benefits to be provided directlyinatirectly by the
public healthcare system and to maintain a pubbdgessible list of
such benefits regularly updated.

(2) In formulating the list, the Committee shallmpsrily base
its consideration on the impact of such benefitstloa patient and
subsequently shall be guided by the following:

(a) international evidence;

(b) health technology assessments;

(c) consultation with relevant stakeholders;
(d) capacity within the public health system;
(e) social and epidemiological considerations;

(f)  affordability and sustainability.

Entitlement to 24. (1) Without prejudice to any other provision of any
free Realthcare  other law, only an insured person may qualify foeef healthcare

benefits provided by, or on behalf of, the publeahhcare system.

(2) The Minister shall, from time to time, determitieough
regulations made under this Act who shall be deetodx an insured
person for the purposes of this article.

Public 25. (1) There shall be established a Register, to be lkep

healthcare fees. the Permanent Secretary of the Ministry for Healtthich shall
include all the benefits, services, interventionsd atreatments
provided by the public healthcare system, and th&t and, or fees
corresponding to each such benefit, service, ietgion and
treatment. This register shall be updated on an@rasis, or before,
as the Minister may from time to time determine.

(2) All the information referred to in sub-articlé)(shall be
made publicly available.

(3) Without prejudice to any other law or regulasorthe
established fees and, or costs, shall be constagethe maximum
reimbursement possible should a person opt forfarm of cross-
border healthcare under any form of agreement wiklialta may be a
party to, irrespective of the actual fees and, ostcincurred in
pursuance of such cross-border healthcare.

(4) Any person, not being an insured person as ddfumder
this Act, shall be subjected to pay the full feesl,aor costs for
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benefits, services, interventions or treatmentthag result from the
register established in sub-article (1).

(5) Without prejudice to sub-article (4) or to anther law or
regulation, the Minister may approve for the paria full, waiver of
fees and, or costs due by any person, not beirigsamed person, in
exceptional circumstances and, or on humanitanaorgls.

26. Without prejudice to any other law or regulatioe$ating Healthcare fees

to consumer protection in force at any time, aivate healthcaré;r‘i’\',g‘feby

providers shall be obliged to apply the same scéléees for thehealthcare.
services offered by them to patients, independeotlyhe Member
State of which these patients are nationals, ifas@s these are in
comparable medical situations.

PART VIl

Patients’ Rights and Safety

27. It shall be the right of every patient: Patients rights.

(a) to receive healthcare in accordance with the
provisions of this Act;

(b) to receive information concerning the state & h
health and the health services and treatmentsadolajl

(c) to be provided in advance with clear informatamn
the treatment options available and to be invoimediscussions
and decisions about the treatment to be given;

(d) to access his medical records in accordance twéh
Data Protection Act, provided this is not to thériskeent of his Cap. 440.
overall wellbeing;

(e) to have his medical data processed in conformity
with the Data Protection Act; Cap. 440.

(f)  to refuse treatment that is offered to him, pdad
such refusal is endorsed by his signature;

(g) to be seen and treated without excessive or eindu
delay;

(h) to file a complaint about services received &ed
informed of the outcome of the investigation of tasnplaint in
a timely manner,
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(i) to appeal in respect of any decision taken urlisr

Act to the Administrative Review Tribunal in accarcte with

Cap. 490. the provisions of the Administrative Justice Actdaany
applicable regulations made thereunder.

Patients’ 28. Without prejudice to anything provided in this Aantd, or

responsibilities. - 9y other law, whilst health care providers areeeted to provide
services based on the respect for human dignigrsusre expected to
make use of the services available in a responsitdaner and to
show respect to professionals, employees and aisté property.

Charter of 29. (1) The Minister shall, within two years of the cowi
Patients’Rights  jnto force of this Part, publish a document to bewn as the Charter

Responsibilities. of Patient Rights and Responsibilities.

(2) The Charter shall set out a summary of the sigind
responsibilities of patients and other relevantspas as existing at
the time of publication.

(3) The Charter shall be updated on a regular kdasieflect
contemporary trends and issues.

PART IX

Miscellaneous

Powers of the 30. The Minister may, subject to the provisions of tiist,

Minister. make regulations to give effect to any provisiorighis Act or to
regulate or otherwise provide about anything inpees of the
functions and the activities which affect the psion of healthcare,
and may in particular, but without prejudice to thenerality of the
aforesaid, make regulations for any of the follogvpurposes:

(a) to regulate any matter connected with, or incide
to, the implementation of the functions, operati@md
administration of all healthcare entities;

(b) to prescribe such data, reports and statemeints o
accounts which have to be sent to the Minister smdhe
Directors General by the Principals and, or thee€CEixecutive
Officers, and such other officers and persons irgatto
healthcare as the Minister may deem necessarygiesg, and
in such manner, form, time and on such subjectheasnay
specify in the regulations;

(c) to establish any fee and, or payment which may b
due by, or under this Act, or for any service giwegompliance
with the provisions of this Act;
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(d) to provide about any form or procedure which may
be required or expedient, and about which thereldvbe no
specific procedure in this Act;

(e) to establish rules by means of which the
Government may ratify and give effect to internadb
conventions relating to health and which have alyebeen
ratified by the Government of Malta; or in order @hieve
compliance with any international obligation pemiag to the
Government of Malta or with European Union Direegvon
any matter or area concerning health;

() to establish the functions and duties of the
directorates and departments established by, ougffr this Act;

(g) in order to ensure the provision of health sesiin
a full and continuous process throughout life, stablish those
healthcare entities in such manner as it may friome to time
appear to be necessary in the Maltese Islands anigss
otherwise provided in this Act or in any other law,establish
also statutes and rules to regulate the missi@mpesdunctions,
powers and duties, financial accountability or otviee, and
any other procedure which has to be followed, perém or
observed by any entity so established by or urfusrAct;

(h) to establish, unless otherwise provided in Agsor
in any other law, statutes and rules to regulate riission,
scope, functions, powers and duties, financial aotability or
otherwise, and any other procedure which has téolbewed,
performed or observed by any Council, CommitteeBoard
established by or under this Act;

() to afford, subject also to the provisions of asther
law, to a person aggrieved by the decision of artitye body or
organisation established by or under this Act, mseamd
procedures either to lodge his complaints and aggi@n about
a decision or to contest or appeal from such asdm@tito the
Administrative Review Tribunal in accordance witlhet
provisions of the Administrative Justice Act and/ applicable cap. 490.
regulations made thereunder, and to be satisfiedhdt
aggravation is upheld;

() to establish anything which is due to be, or niay
established under this Act, and to provide on ahgiomatter as
may be deemed to be appropriate;

(k) to establish the fines for any contraventiorbogach
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Repeal and
saving.
Cap. 94.

of any provision of any regulation made under #hd, or for
non-compliance with any provision or any requiretrierposed
under such provision:

Provided that any regulations made under this
paragraph may provide differently for different aimor
circumstances, for different classes or types dities, and for
different classes of patients;

(H  to establish the framework of the national hiealt
policy for public and private healthcare provideaisd it shall
be the duty of all such providers to implement tplicy
according to the potential and the various needpaifents
attending thereat;

(m) to establish, in the paramount interest of lneait
Malta, any possible exceptions to any provisiontamed in
any law;

(n) toregulate any matter related to indemnity rasge
in the healthcare sector;

(o) toregulate any matter connected with patieigtsts
and safety;

(p) to regulate any matter related to the licensing
connected with the provision of healthcare services

31. (1) With effect from the coming into force of thisct
the provisions of the Department of Health (Constin) Ordinance
shall be repealed. For the avoidance of doubtspsHrthat Ordinance
may be repealed at different dates on the coming farce of a
corresponding Part or Article of this Act.

(2) Any regulations or orders made under the prowisiof the
said Ordinance and still in force on the commenc#réthis Act, or
the relevant Part or article, shall, until provisie made by or in
virtue of this act, continue to remain in force amalve effect as if
made under this Act.

(3) Any licence, permission or other authorisatiorarged
under any provision of the aforesaid Ordinancelsimadtinue to have
effect as if it were a licence, permission or othethorisation granted
under the authority of this Act.



A 267

SCHEDULE A
[Article 15(2)]
The Health Policy and Strategy Board shall be casrpdas follows:
(@) the Minister, as Chairman,;
(b) the Permanent Secretary in the Ministry, as Defairman;
(c) the three Directors General established undsrAbt, ex officig

(d) the financial controller of the Ministry, and s absence, the
highest ranking officer responsible for the finadcadministration of the
Ministry;

(e) a Minister’s consultant;

(f)  any other officer who the Minister may deem,rfréime to time,
fit to appoint on this Board; and

(g) an officer appointed by the Minister to act asrgtary.

SCHEDULE B
[Article 16(2)]
(1) The Council of Health shall be composed as fadio
(a) the Minister, as Chairman,;
(b) the Permanent Secretary in the Ministry, as Defairman;
(c) the legal officer of the Ministry;
(d) the Superintendent of Public Health;
(e) aperson representing the healthcare profedsiona
(f)  aspecialist in public health medicine;
(g) aperson representing private healthcare prosjde
(h) a person nominated by associations represetiismgatients;

(i) trade-unionism expert in health matters;
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() a member of the academic staff on Health Scisnoé the
University of Malta; and

(k) an officer appointed by the Minister to act asretary.
(2) The members referred to in paragraph (1)(e)(gh) (h), (i) and (j) shall

be appointed by the Minister for such term as theidter shall, from time to time,
decide.

SCHEDULE C
[Article 22(3)]

(1) The Advisory Committee on Healthcare Benefitalshe composed as
follows:

(a) the Permanent Secretary in the Ministry, as Qte;

(b) the Chief Medical Officer to Government, as DgpGhairman;
(c) the Lead Chairperson of the Chairpersons Corestitt

(d) anurse;

(e) apharmacist;

(f)  an allied healthcare professional;

(g) a person who has the warrant to practice asadeon Malta
representing the Ministry;

(h) arepresentative of the Minister responsibleFimance;
() arepresentative of the Consumer Protection Bapant; and
()  an officer appointed by the Minister to act asretary.
(2) The members referred to in paragraph (1)(d)(f&)(g), (h), (i) and (j)

shall be appointed by the Minister for such ternthesMinister shall, from time to
time, decide.
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Passed by the House of Representatives at Sittin@®6lof the 23rd October,
2013.

ANGLU FARRUGIA

Speaker

RAYMOND SCICLUNA
Clerk to the House of Representatives



