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Preface

The study Resource allocation and constitutional protection of the
right to health. European health systems and the Italian case, conducted
by the authors of the report presented here, was conceived to
investigate the ways and places in which the allocation of public
resources for health care is defined in various national systems in
Europe. The main focus was on Italy and specific attention was paid to
two regions, Tuscany and Piedmont, for which the authors were able to
obtain data on the trend of health services for the period 2011-2016.
This phase was characterised by a decrease of available funds,
particularly for Piedmont as a result of the Region’s efforts to balance
the regional budget. Italy has seen a gradual decrease in the public
economic resources allocated to healthcare for many years. The recent
2020 Report of the Italian Court of Auditors on the coordination of
public finances acknowledged the gradual reduction of public
expenditure on health and the increasing burden on the citizen’s
expenditure. The Court also pointed to the nationwide reduction of
hospitalisation facilities, which was not accompanied by an adequate
development of regional care. The consequences have become
particularly evident recently, during the dramatic spread of COVID-19;
the pandemic, however, was not the object of this research, which
predates the outbreak of the global pandemic. The Court of Auditors also
noted both the decrease in the number of doctors and nurses, due to
reductions in permanent staff, and the slowdown of investments, which
were sacrificed in the name of other, more urgent needs.

In order to ensure the fundamental right to health as laid out in
Article 32 of the Italian Constitution, the quantification of the resources
allocated for health in the framework of the general national budget is
crucial, as are the criteria followed in the allocation process in order to
meet the various needs. Depending on the level at which the choices are
made, it is reasonable to expect the adoption of different decision-
making criteria: political criteria if the decision-maker is a politician,
managerial criteria if the decision-maker is an administrator, and
criteria based on medical considerations and ethics if the decision-
maker is a medical professional. Another issue concerns the
transparency of allocation decisions in terms of accountability, from the
central to the regional government level, right down to the assessments
that individual doctors make when performing health interventions on
individual patients. For each of these aspects, the survey identified the
various systems in place and analysed them analytically.
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The reduction of funding for the Italian national health service (SSN)
has been accompanied by the communication, at political level, of the
need to eliminate inefficiencies in the management of hospitals and to
exercise greater attention regarding the appropriateness of diagnostic
examinations, medicines and treatments prescribed. For the purpose of
this study, the request for and evaluation of data related to some
services provided by the public health service in Piedmont and Tuscany
was intended to determine the impact of the decrease of economic
resources on the public’s satisfaction with the implementation of the
right to health. However, the data and graphs presented in this report do
not point to a clear answer, because the effect of trends concerning
waiting lists and certain reductions in the availability of health services
remains unknown, e.g., with regard to the individual’s decision to seek a
medical examination or to resort to private medical facilities. While the
latter decision does not, in itself, affect the individual's right to health, it
does carry an obvious political significance with respect to the
establishment of a universalistic public health service. The results this
research presents for discussion pertain to crucial aspects of the public
duty to provide a concrete and effective response to the individual’s
right to health and the corresponding interest of the community (Article
32 of the Italian Constitution).

The research benefited greatly from the open collaboration of and
discussion with the staff and the researchers of the Regional Health
Authority of Tuscany, the Health Department and the Suprazonal
Epidemiology Service of the Piedmont Region, CORIPE and Turin’s “Citta
della Salute” University Hospital. The LDF, alongside Caterina Di
Costanzo and Alessandra Cerruti, wishes to express its sincerest
gratitude to all of them.

VLADIMIRO ZAGREBELSKY

This book is the result of a joint effort and discussion between the authors on
all the aspects that emerged as relevant or problematic during the research.
However, the authorship of individual chapters and paragraphs is as follows:
Introduction: Alessandra Cerruti and Caterina Di Costanzo.

Chapter 1: edited by Caterina Di Costanzo.

Chapter 2: sections 1, 2, 3, 6, 7.1, 7.4, 9 by Alessandra Cerruti; sections 4, 5, 7.2,
7.3, 8 by Caterina Di Costanzo.

Chapter 3: sections 3, 4, 5 by Alessandra Cerruti; sections 1, 2, 6, 7, 8 by Caterina
Di Costanzo.

Chapter 4: edited by Caterina Di Costanzo.

Appendix: edited by Alessandra Cerruti.
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Introduction

by Alessandra Cerruti and Caterina Di Costanzo

1. Allocation decisions in healthcare and constitutional protection of
the right to health

This research deals with the relationship between allocation decisions
in the field of health and the constitutional protection of the right to
health in the context of the economic crisis that hit Italy in 2011. It
investigates, in particular, the impact of the shortage of public funds on
the effective protection of the right to health. The analysis, however, is not
limited to the Italian case. The right to health, regarded as the individual
right to access a health service, represents one of the most expensive
social rights, the financing of which has a significant impact on the
national budget in both insurance-based and universalist systems?.
Therefore, all national governments, regardless of how they finance and
organise their health systems, use specific decision-making mechanisms
to distribute resources as efficiently, fairly and transparently as possible.

However, it was not in Italy that the issue of the allocation of
healthcare resources first began to draw broader attention to issues such
as the sustainability of healthcare systems, the democratic legitimacy of
decision-making methods and allocation criteria, and the quality and
effectiveness of care. The first strand of studies on this subject, including
the seminal studies by Daniel Callahan? and by Norman Daniels and
James Sabin3, emerged in North America in the 1970s*, while in Europe

1 An estimated three-quarters of health expenditures are made from public resources; see
OECD, Focus on Health Spending. OECD Health Statistics, June 2018, p. 3.

2 D. Callahan, Setting limits: Medical goals in an aging society, New York, Touchstone Book,
1978; D. Callahan, False hopes. Why America's quest for perfect health is a recipe for failure,
New York, Simon & Schuster, 1998.

3 N. Daniels and ].E. Sabin, Limits to health care: Fair procedures, democratic deliberation, and
the legitimacy problem for insurers, in Philosophy and Public Affairs, 1997, no. 4, pp. 303-
350; Id., Setting limits fairly. Can we learn to share medical resources? Oxford, Oxford
University Press, 2002.

4 See V.R. Fuchs, Who shall live? Health, economics and social choice, New York, BasicBooks,
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the public, scientific and political debate on the scarcity of health
resources dates back to the late 1980s, when it primarily concerned the
Scandinavian countries and Great Britain>.

To date, the existing literature has presented a partial spectrum of
analysis because, on the one hand, it has focused only on either a few
European countriesé or a few non-European countries” and, on the other,
it has dealt with individual aspects of health decision-making processes,
such as ethical and bioethical issues8, as well as their technical and

1974; G. Calabresi and P. Bobbit, Tragic choices: The conflicts society confronts in the
allocation of tragically scarce resources, New York, W.W. Norton & Co., 1978. The term 'tragic
choices', as clarified by American jurists Guido Calabresi and Philip Bobbit, refers not only to
questions of life and death, but also to situations in which 'society must choose between
different values that are absolutely affirmed, i.e., that do not allow for compromise'.

5 ]. Calltorp, Priority-setting in health policy in Sweden and a comparison with Norway, in
Health Policy, 1999, No 50, pp. 1-22; C. Newdick, Who should we treat? Oxford, Clarendon
Press, 1995; K. Syrett, Law, legitimacy and the rationing of healthcare. A contextual and
comparative perspective, New York, Cambridge University Press, 2007.

6 The references for the Scandinavian countries are: L. Bernfort, Decisions on inclusion in the
Swedish basic health care package - roles of cost-effectiveness and need, in Health Care
Analysis, 2003, no. 4, pp. 301-308; J. Calltorp, Priority-setting in health policy in Sweden and a
comparison with Norway, op cit. For the British context see K. Syrett, Mixing private and
public treatment in the UK's National Health Service: A challenge to core constitutional
principles? in European Journal of Health Law, 2010, no. 3, pp. 235-255; Id., The right to
health in the United Kingdom, in Bioethica Forum, 2015, no. 3; C. Newdick, Who should we
treat?, cit.; Id., Rebalancing the rationing debate: Tackling the tensions between individual and
community rights, in Rationing health care: Hard choices and unavoidable tradeoffs, edited by
A. Den Exter and M. Buijsen, Antwerpen, Maklu, 2012; Id., Promoting access and equity in
health: Assessing the National Health Service in England, in The right to health at the
public/private divide. A global comparative study, edited by C.M. Flood and A. Gross, New
York, Cambridge University Press, 2014.

7 On the Canadian, American and New Zealand allocation systems see K. Syrett, Law,
legitimacy and the rationing of healthcare. A contextual and comparative perspective, cit.; N.
Kenny and C. Joffres, An ethical analysis of international health priority-setting, in Health Care
Analysis, 2008, no. 2, pp. 145-160; ]. Coast, The Oregon Plan: Technical priority setting in the
USA, in Priority setting: The health care debate, edited by ]. Coast, ]. Donovan and S. Frankel,
Chichester, Wiley, 1996, pp. 113-139; ]. Cumming, Defining core services: New Zealand
experiences, in Journal of Health Services Research & Policy, 1997, no. 1, pp. 31-37; D.
Hadorn, The Oregon priority-setting exercise: Cost-effectiveness and the rule of rescue,
revisited, in Medical Decision Making, 1996, no. 2, pp. 117-119; F. Honigsbaum, J. Calltorp, C.
Ham and S. Holmstrom, Priority setting processes for health care in Oregon, USA, New
Zealand, the Netherlands, Sweden, and the United Kingdom, New York, Taylor & Francis,
1995.

8 E.H. Kluge and K. Tomasson, Health care resource allocation: Complicating ethical factors at
the macro-allocation level, in ‘Health Care Analysis’, 2002, no. 2, pp. 209-220; M. Danis, C.
Clancy and L.R. Churchill, Ethical dimensions of health policy, New York, Oxford University
Press, 2002; R.D. Ellis, Why there is no ‘Incommensurable Pluralism’ of value systems, in Id.,
Just results: Ethical foundations for policy analysis, Washington DC, Georgetown University
Press, 1998, pp. 33-56; M. Hayry, European values in bioethics: Why, what, and how to be
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scientific implications, which fall within the remit of health technology
assessment (HTA). In Italy, in particular, reflections on the subject are
mostly presented in non-scientific fora and suffer from the inconstancy
that has characterised public attention to the financing of healthcare and
the spending cuts that have affected it.

Therefore, there seems to be a need for a dedicated study, which
would provide a theoretical framework and review the experiences
gained in other national contexts, before addressing the specific
declinations of the constitutional protection of the right to health and the
allocation of health resources in the Italian context (and, in particular, in
the two regional contexts of Tuscany and Piedmont).

2. Resource allocation, prioritisation and rationing. Preliminary
attempts at a definition

All health systems have, at various moments, addressed the issue of
the tension between the demand for care and the supply of care.
Economic resources are, by nature, limited, but health expenditure tends
to increase in most countries, both developed and developing, albeit due
to different factors. In developed countries, the aspects at play are
epidemiological (such as the increase in chronic diseases), demographic
(such as the ageing of the population), technological (such as the
development of more sophisticated and more expensive technologies),
and anthropological and cultural (such as the increase in the public’s
expectations concerning health care services). By contrast, in developing
countries health resources are inadequate to meet people's basic needs,
health institutions and delivery organisations responsible for
implementing services are weak, and significant social inequality is often
a factor.

Resource allocation, prioritisation, rationing: a variety of terms are
used in the literature and in the public debate on the subject, sometimes
synonymously even where they are not entirely interchangeable.
However, it should be noted that while resource allocation is a descriptive
term that refers to the process of distribution of funds carried out by
means of decision-making procedures that involve institutional actors at

used? in Theoretical Medicine, 2003, No 24, pp. 199-214; N.P. Kenny and M. Giacomini,
Wanted: A new ethics field for health policy analysis, in Health Care Analysis, 2005, no. 4, pp.
247-260.

9 Health technology assessment and health policy today: A multifaceted view of their unstable
crossroads, edited by ].E. del Llano-Sefiaris and C. Campillo-Artero, London, Springer, 2015;
AlJ. Rivera Lépez-Tello, J.L. Garcia Léopez and J.E. del Llano Sefaris, HTA in five European
countries: learning from one another, Madrid, Fundacién Gaspar Casal, 2013.
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different decision-making levels, the concept of priority setting is
prescriptive. It refers to the distribution of funds among different areas of
care and different categories of patients - horizontal and vertical priority-
setting - which can occur in situations characterised by a significant
imbalance between existing resources and healthcare demand. Lastly, the
term rationing refers to a decision-making process that has a one-
dimensional impact on the containment of healthcare costs, referring to
processes in which linear cuts are made in healthcare spending without a
strategy or priority planning. Therefore, from a socio-political
perspective, the term has a negative connotation, whereas the use of the
term priority setting is often perceived as decidedly positive.

Conceptually, the three terms refer to completely different areas. The
allocation of resources in the healthcare sector often appears as a
projection of the organisational dimension of the healthcare system itself
and, more generally, of the political and institutional system of the
country. Allocation decision-making processes ultimately paint a picture
of the political and legal organisation of a given country and,
consequently, of a given health system. Allocation procedures follow a
certain organisational and institutional pattern that is determined and
conditioned by the organisation of the decision-making entities, the
distribution of the institutional actors, and the stratification in regulatory
levels of a certain system. For example, countries that are organised on a
regional basis (e.g, Italy and Spain) will follow different allocation
procedures than countries with a more centralised organisation (e.g.,
Sweden and Norway).

The concept of prioritisation, on the other hand, presupposes a value
judgement of a clinical, ethical or social nature, in which procedural
values (such as transparency, accountability and participation) or
substantive values (such as clinical effectiveness, economic effectiveness,
justice/equity, solidarity and autonomy) are prioritised.

As will be seen, the analysis of the various national and international
experiences shows that the allocation of resources is a pre-existing factor
in all healthcare systems, whereas the ascribability of individual
allocation processes to a model defined by priorities or rationing depends
on how explicit the processes themselves are, as well as on how one-
dimensional the allocation criteria of reference are. To give just a few
examples, in England decision-making methods mainly followed a
priority-setting approach until the reform of 2012, whereas in recent
years linear measures and rationing have become more common. In Italy,
the scientific and political debate on the subject has never gone beyond
the issue of the sustainability of the health system, and public opinion has
preferred to focus on the rationalisation of health expenditure rather than
its rationing, in order to reduce the inevitable tensions connected with
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cost containment.
3. Research phases and methodologies used

The present research covered a period of about three years and went
through three main phases.

The analysis began with the framing of the constitutional right to
health, understood here as the right of access to health care, and the
definition of the fundamental dimensions relevant to resource allocation,
priority setting and resource rationing.

Next, a number of European countries were selected (Great Britain,
Sweden, Norway, Denmark, France, Germany, Switzerland, Spain and
[taly) and the aspects to be investigated were identified in order to draw
up analysis sheets to register each country’s methods of constitutional
protection of the right to health and the system of allocation of health
resources, to allow a comparison of the various systems. The analysis
indexes used identify the constitutional profiles of health protection, the
principles of the health system, their respective organisational and
financing methods, and the characteristics of resource allocation and
priority-setting processes. The methodology employed consisted of a
review of literature, international and national documents, and various
reports on the subject. The researchers also did a research stay at the
Institute of Health Law at the University of Neuchatel in Switzerland 10.

Lastly, the research focused on a specific geographical context (the
[talian health system, with particular emphasis on the regions of
Piedmont and Tuscany!!) and temporal framework (the years of the
recent economic crisis and the following contraction of the resources
allocated to health care, namely 2011-2016), in order to investigate in
this specific context the concrete articulation of the allocation and
management choices that can be linked to the various levels of
government and the criteria that have guided them. This phase of the
research was characterised by a field analysis aimed at processing data
concerning the volumes of health services provided in public and private
accredited structures (that is, excluding primary care and community
medicine) within the two selected regions, as well as the purely private
sector. The objective of this analysis was to assess the trend in turnover

10 The Institut de droit de la santé (IDS), founded by Prof. Olivier Guillod and Dominique
Sprumont, is a centre of excellence at the University of Neuchatel (https://www.unine.ch/
ids/).

11 The choice of these two regions is mainly due to criteria of territorial proximity and the
resulting potential for contacts with health authorities (e.g., Regional Health Authority - ARS
Tuscany) and other bodies (e.g., CSI Piemonte) involved in the management of information
and data flows concerning regional health services.
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volumes and to verify the possibility of establishing a link between these
volumes and the allocation choices and legislative measures concerning
health expenditure. The analysis of the trend looked at various service
flows such as that of the emergency room, out-patient, hospitalisation,
outpatient specialist services (both at regional level and at the level of
some health authorities such as that of Turin) and the former Florence
health authority. Additionally, within the outpatient specialist sector, the
study drilled down on a selection of services divided into the categories of
high, medium and low risk of low appropriateness. In order to improve
readability, the data identified above have been reworked into graphs,
which are presented in chapter 4 and attached in a specific appendix to
this report.

The methodology for this field analysis was refined through a series of
periodic discussions that the researchers had with the research group of
the Consortium for Research and Continuing Education in Economics
(CORIPE) coordinated by Prof. Nerina Dirindin, the members of the
Osservatorio per la qualita e l'equita dell’Agenzia regionale di sanita
(Observatory for Quality and Equity of the Regional Health Authority
(ARS) Toscana) and Prof. Giuseppe Costa’s research group at the Servizio
di epidemiologia del Piemonte (Piedmont Epidemiology Service - SEPI).
Other informal interviews were conducted with the staff of the Health
Department of the Piedmont Region, with professionals and members of
the management of the University Hospital of Careggi, the University
Hospital Citta della Salute e della Scienza di Torino, the Local Health
Authority of the City of Turin, and with representatives of private bodies
carrying out activities in the social and health sectors in the capitals of
Piedmont and Tuscany. The authors’ gratitude goes to all those with
whom they had the opportunity to engage in discussions, in particular:
Prof. Nerina Dirindin and Dr. Chiara Rivoiro of CORIPE, for the discussion
on how to approach this research and its comparative component, as well
as for the data relating to high-cost innovative drugs, which they
developed more extensively in separate research; Dr. Andrea Vannucci
(then director of ARS Toscana); Dr. Alessandro Sergi (then scientific
advisor of ARS Toscana); Dr. Silvia Forni (head of the Quality Assessment
Systems for ARS Toscana); Dr. Giacomo Galletti (Quality Assessment
Systems for ARS Toscana); Dr. Manuele Falcone (Quality and Equity
Observatory of ARS Toscana) for the interpretation and collection of data
for Tuscany; Prof. Giuseppe Costa (Director of SEPI) and Dr. Luisa Mondo
and Teresa Spadea (SEPI) for the interpretation and collection of data for
Piedmont; Dr. Valerio Alberti (then Director General of the Local Health
Authority of the City of Turin); Dr. Giulio Fornero (Director of Quality and
Risk Management of the University Hospital Citta della Salute e della
Scienza di Torino) and Dr. Giovanni Battaglia (Director of Quality and Risk
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Management at the University Hospital Citta della Salute e della Scienza
di Torino) for the interpretation and collection of data for Piedmont;
Valerio Alberti (then Director General of the Local Health Authority of the
City of Turin); Dr. Giulio Fornero (Director of Quality and Risk
Management of the University Hospital Citta della Salute e della Scienza
di Torino) and Dr. Renata Gili for the interpretation and collection of data
for Piedmont and data collection on waiting times in the Piedmont Region
and at the relevant AOU.

Lastly, the researchers undertook an extensive review of health
reports on the right to health and the economic crisis, the findings of
which were taken into account throughout the discussion!2.

12 Health reports on this subject are numerous and varied. The reports considered for the
purposes of this research are the following: OECD Health Database for international
indicators, on the basis of which the OECD publishes the Health at a glance report every two
years; reports on the monitoring of health expenditure by the Ragioneria Generale dello
Stato (State General Accounting Office); reports of the Corte dei Conti (National Court of
Auditors) on the coordination of public finance; CREA Sanita Reports; OASI Reports drawn
up by SDA and CERGAS at Bocconi University in Milan; Osservasalute Reports; PIT salute
reports by Cittadinanza attiva; Noi Italia Reports by ISTAT; GIMBE Foundation Reports on
the sustainability of the Italian national health service.
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Chapter One
Right to health, resource allocation and priority-setting

by Caterina Di Costanzo

The structural multidimension of the right to health

The protection of human health encompasses a plurality of issues and
problems, ranging from the guarantee of fundamental rights, substantive
equality and human dignity to the rational and optimal allocation of health
resources aimed at making these rights enforceable. The protection of
health is a multidimensional issue both subjectively (in respect to all who
are called upon to participate in making this an effective right) and
objectively (because it can affect all areas of a person's life).

In this chapter, we will briefly analyse a series of themes that recur
throughout the discussion: from the study of the specific modalities of the
protection of health, to the identification of the specific content of the right
to health in jurisprudence, to addressing the issue of the distribution of
resources as a problem emerging at global, supranational and national
levels.

The right to health is referred to in numerous documents at various
levels. However, it must be noted that these standards frame health as a
politically relevant objective, and do so in relation to various contexts.
These include Art. 25 of the Universal Declaration of Human Rights; Art. 12
of the UN International Covenant on Economic, Social and Cultural Rights of
1966; Art. 11 of the Council of Europe's European Social Charter of 1961,
revised in 1996; Art. 25 of the UN Convention on the Rights of Persons with
Disabilities of 2006; and Art. 35 of the Charter of Fundamental Rights of the
European Union (EU). The definition contained in the preamble to the
Constitution of the World Health Organisation (WHO), signed in New York
on 22 July 1946, which defines health as not merely the absence of disease
but a state of complete physical, mental and social well-being, marks a shift
from a static concept of health to a dynamic one, from a negative to a
positive content of health understood as full psycho-physical and social
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well-being?.

In contemporary Western constitutions, the protection of the right to
health has both a positive and a negative dimension?2: the former concerns
the profiling of the right to demand a health service, while the latter
concerns the protection from external interferences in the subjective
sphere of the person. They mark the classic distinction between the social
right and the right to freedom that structures the multidimensional content
of the right to health.

Therefore, the identification of a programmatic component and a
preceptive component of the right to health affects the ability of the right to
manifest itself as a fundamental right, even if financially conditioned, or as a
policy objective, even if made effective, from time to time, through
connections with other fundamental rights or jurisprudential guidelines.

2. The right to health at the global and supranational levels

At global and supranational levels, health protection is of central
importance. This protection lends itself to the test of overcoming the
categorial distinction between a fundamental right and a politically
relevant objective, this in part by virtue of the rules laid down at these
levels of regulation. The WHO and the EU take a very broad approach to the
concept of health, which appears to be a common good in which to invest,
both in terms of the benefits it brings to individual and collective health

1 On the evolution of the notion of health, see L.S. Larson, The conceptualization of health, in
Medical Care Research and Review, 1999, no. 56, pp. 123-136; M. Huber, A. Knottnerus, L.
Green, H. Van Der Horst, A.R Jadad, D. Kromhout, B. Leonard, K. Lorig, M.I. Loureiro, ].W.M.
Van Der Meer, P. Schnabel, R. Smith, C. Van Weel and H. Smid, How should we define health?
in British Medical Journal, 2011, no. 343; Lancet Editorial, What is health? The ability to
adapt, 2009; AR. Jadad and L. O'Grady, How should health be defined, in British Medical
Journal, 2008. As regards Italian doctrine, see D. Morana, La salute come diritto
costituzionale, Torino, Giappichelli, 2015, pp. 79 ff.; A. Pioggia, Diritto sanitario e servizi
sociali, Torino, Giappichelli, 2015, passim. Pioggia, Diritto sanitario e dei servizi sociali,
Turin, Giappichelli, 2014, passim. The preamble to the 1946 WHO Constitution states:
“Health is a state of complete physical, mental and social well-being and not merely the
absence of disease or infirmity”. The Ottawa Charter of 1986 states that “Health promotion
is the process of enabling people to increase control over, and to improve, their health.”

Z On the constitutional framework of the right to health in the main European countries, see
Chapter 2 of this volume. In liberal constitutions, health is linked to the pursuit of a
minimum level of hygiene and health in the population and is therefore considered a
collective interest linked to the guarantee of public order. In contemporary constitutions,
there is a qualitative leap broadening the content of the right to health considerably from
being a public interest to a fundamental right with multiple dimensions. On this subject, see
L. Busatta, La salute sostenibile. La complessa determinazione del diritto ad accedere alle
prestazioni sanitarie, Turin, Giappichelli, 2018, pp. 3 ff,; R. Ferrara, L'ordinamento della
sanita, Turin, Giappichelli, 2007, pp. 41 ff.
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and in terms of prevention, with a view to ensuring the financial stability
and sustainability of health systems, and also economically. At this level of
analysis, health reveals its expansive potential to affect almost all public
sectors3. From this perspective the importance of the “social determinants”
of health becomes apparent, i.e., all those factors in the local, behavioural,
educational, living and working environments that affect the health of the
individual or a population group. Acting on social determinants, as
understood in the documents adopted at global and supranational levels,
aims to generate a preventive impact on people's health before the disease
occurs. The consequences include saving public resources and ensuring the
sustainability of health systems, and potentially reducing differences in
access to health services between people in different states of fragility and
belonging to different strata of the population*.

EU policies take up the challenge proposed by other institutions, first
and foremost the WHO, to promote public policies aimed at influencing the
determinants of health. In this sense, the European strategy called “Health
in All Policies” has been adopted as the primary objective of the third
Programme for the Union’s action in the field of health (2014-2020)5, the
most relevant aspect of which is the identification of commitments and
standards to which Member States declare that they will adhere at global
and supranational levels. The balance is struck by the links between the
protection of health as a politically relevant objective and the creation of
obligations on the part of the public authorities to guarantee access to the
services that constitute the content of the right.

Regarding the intersection between politically relevant objectives and
specific constraints on states, a decisive contribution on guaranteeing the

3 The 1978 Alma-Ata Declaration, which focuses on the need to ensure an effective primary
care system in countries, states that “Primary health care... 2. addresses the main health
problems in the community, providing promotive, preventive, curative and rehabilitative
services accordingly; 3. includes at least: education concerning prevailing health problems
and the methods of preventing and controlling them; promotion of food supply and proper
nutrition; an adequate supply of safe water and basic sanitation; maternal and child health
care, including family planning; immunization against the major infectious diseases;
prevention and control of locally endemic diseases; appropriate treatment of common
diseases and injuries; and provision of essential drugs; 4. involves, in addition to the health
sector, all related sectors and aspects of national and community development, in
particular agriculture, animal husbandry, food, industry, education, housing, public works,
communications and other sectors; and demands the coordinated efforts of all those
sectors...” See also the 1986 Ottawa Charter for Health Promotion and the Helsinki
Statement on Health in All Policies of 2013.

4 World Health Organization (WHO), Rio Political Declaration on Social Determinants of
Health, Rio de Janeiro, 21 October 2011.

5 See Regulation (EU) No 282/2014 of the European Parliament and of the Council of
11 March 2014 on the establishment of a third Programme for the Union's action in the
field of health (2014-2020) and repealing Decision No 1350/2007 /EC.
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individual right of access to healthcare services comes from both the case
law of the European Court of Human Rights (ECtHR) and the case law of the
Court of Justice of the European Union (CJEU).

The case law of the European Court of Human Rights (ECtHR) highlights
the specific relevance of health protection by virtue of the use of the
conceptual category of 'positive obligations', which States undertake
towards persons in any of the countries party to the European Convention
for the Protection of Human Rights and Fundamental Freedoms (ECHR).

The Court states that the allocation of health care resources is a highly
political matter and therefore falls within the ECtHR’s margin of
appreciation, a margin which is actuality quite wide. The ECtHR recognises
in its case law that it would be optimal for States to guarantee access to a
very wide range of treatments, but they are unable to provide access free of
charge, particularly where long-term and particularly expensive treatment
is concerned®.

On the basis of this general approach, States are deemed to have
fulfilled their contractual obligations if they have put in place safeguards
corresponding to the degree of protection that the individual State is able
to provide. Cases on this point concern the provision of both medicines?”
and medical devicess.

6 In the 2005 case of Pentiacova and Others v. Moldova, the applicants, suffering from
chronic renal failure, needed access to haemodialysis treatment. The appeal was based on
the fact that the State, while covering a large part of the costs, did not guarantee completely
free access to treatment. The Court addresses the problem of insufficient public funding to
fully cover the medical treatment of haemodialysis, employing the “Osman test” (European
Court of Human Rights, Grand Chamber, Osman v. the United Kingdom, decision of 28
October 1998), and stating that in relation to questions concerning the choice of priorities
with respect to the management of economic and human resources, the margin of
appreciation of the national authorities is particularly wide. See European Court of Human
Rights, 4th section, Pentiacova and Others v. Moldova, decision of 4 January 2005.

7 In Nitecki v. Poland (2002), the applicant, who suffered from amyotrophic lateral sclerosis,
complained that certain life-saving medicines were only reimbursed up to 70% of their
total cost. The applicant contested the responsibility of the State for not having guaranteed
effective access to the treatment necessary for his survival. Instead, the European Court
held that a reimbursement of 70% of medical expenses was a sufficient measure to comply
with the obligations of Article 2 ECHR. See ECtHR, 1st section, Nitecki v. Poland, decision of
21 March 2002.

8 In the 2003 case Sentges v. the Netherlands, the applicant suffered from muscular
dystrophy and, in order to lead an independent life, applied for a robotic arm that would
improve his quality of life by making him more independent. The State provided the
applicant with a wheelchair adapted to his specific characteristics. Considering the need to
balance the interests of both the community and the individual - in this case, the scarcity of
available funds and the need to ensure access to facilities that would improve people's
quality of life by prioritising choices, the Court held that there was no violation of Article 8
ECHR. The Court's argument rests on the fact that the State had fulfilled its positive
obligations through the provision of a wheelchair and the guarantee of benefits and
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Other rulings of the European Court of Human Rights have highlighted
the lack of procedural guarantees to ensure the effectiveness of the right of
access to health care and the specious nature of the reference to the
scarcity of economic resources proposed by some health authorities in
order not to comply with a national court order®.

Another area in which ECtHR case law intervenes is the assessment of
the legitimacy of deportation orders when the object of the order suffers
from health problems and his or her country of origin may not have
sufficient means to ensure adequate care.

There is a consistent line of case law in this area. A deportation by a
Member State of the Convention may raise issues relating to violation of
Article 3 ECHR if there are reasonable grounds to believe that there are real
risks that the person, once returned, may be subjected to treatment in the
country of origin in violation of the prohibition in Article 3. The judges of
the ECtHR confirm the positive dimension of Article 3 of the ECHR, which in
specific circumstances requires the fulfilment of positive obligations on the
part of the Member States of the Convention in order to prevent that any
omissions in the guarantee of certain performance rights can lead to a loss
of health security and result in inhumane and degrading treatment.

If, from a substantive point of view, jurisprudential scrutiny cannot go
so far as to assess the legitimacy of a deportation measure on the basis of
the differences between the various health care systems concerning the
availability of funds and medical equipment!?, from the perspective of
procedural requirements the ECtHR can verify compliance with the
obligations of States to put in place a series of measures aimed at assessing
the existence of concrete risks for the person once he or she has been

assistance offered to the general population. See European Court of Human Rights, 2nd
Section, Sentges c. Netherlands, decision of 8 July 2003.

9 In the 2012 case of Panaitescu v. Romania, the Court ruled that State authorities are
obliged to fulfil positive obligations related to the guarantee of fundamental rights under
the ECHR. In this case, the plaintiff was a terminally ill cancer patient who had been granted
the right to receive, without cost, a very expensive and very effective drug for his condition.
In spite of a court order, the health authority had denied the possibility of obtaining the
drug free of charge. The ECtHR stated that the Romanian health administration's conduct
constituted a violation of the right to life enshrined in Article 2 ECHR, since during the trial
the applicant’s condition deteriorated and he died. See European Court of Human Rights,
3rd Section, Panaitescu v. Romania, decision of 10 July 2012.

10 [n the case of N. v. United Kingdom, a Ugandan citizen, seriously ill with AIDS, appealed to
the Strasbourg Court against the United Kingdom's decision to expel her from the country,
arguing that she would not have access to the necessary medical care in Uganda, in view of
her state of health, and that this would result in the United Kingdom breaching Articles 3
and 8 ECHR. The judges of the ECtHR clearly stated that health reasons cannot
automatically constitute exceptions to the validity and effectiveness of a deportation order.
See ECtHR, Grand Chamber, N. v. United Kingdom, decision of 27 May 2008.
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deported to the country of origin!!. For its part, the case law of the CJEU has
consistently reiterated that competence for the organisation and
management of health systems lies with the individual Member State?2.
Consequently, each Member State is competent to determine the content of
the service in which the effectiveness of the individual's right to health is
enshrined, the conditions of access to the services and the methods of
providing them, while the EU is responsible for the remaining actions of
coordination and support of the Member States’ national health policies?3.

The Court recognised that the objective of maintaining a medical and
hospital service accessible to all may allow for the application of
derogations on public health grounds according to Article 46 of the Treaty
on the Functioning of the European Union (TFEU), where such an objective
is aimed at achieving a high level of health protection. It also made clear
that Article 46 TFEU allows Member States to restrict the free provision of
medical and hospital services, since the maintenance of a health system in
the national territory is an essential factor for public health, and even for
the survival of the population?4,

11 In the case of Paposhvili v. Belgium, the ECtHR declared that Belgium had violated
Articles 3 and 8 of the ECHR. Mr Paposhvili, a Georgian citizen living in Belgium, had tried
several times to regularise his status. His requests were refused because of his criminal
record. While detained in a Belgian prison and awaiting a deportation order, he was
diagnosed with severe leukaemia, and he began receiving a range of highly specialised
treatments in Belgium. In the light of his deteriorating state of health, he twice more
applied for regularisation ‘on medical grounds’ as permitted by the Loi du 15 décembre
1980 sur l'accés au territoire, le séjour, l'établissement et I'éloignement des étrangers. The
applications were rejected, despite the fact that Mr Paposhvili had argued that, if returned
to Georgia, he would not be able to receive such effective and substantial treatment and
would therefore be at risk of death within a few months. Pending a new deportation order,
he appealed to the European Court of Human Rights. The appeal was assessed negatively by
one chamber of the Court, but the appellant requested a review by the Grand Chamber.
While awaiting the final verdict, however, Mr Paposhvili died. The Grand Chamber
concluded that there is a positive obligation on the State respondent to verify the risks that
exist in practice for the person once he or she has been expelled to the State of origin. See
ECtHR, Grand Chamber, Paposhvili v. Belgium, decision of 13 December 2016.

12 See Art. 168, para. 7, of the Treaty on the Functioning of the European Union (TFEU) and
Art. 35 of the EU Charter of Fundamental Rights.

13 On this see the case law of the CJEU and, in particular, C-372/04, Yvonne Watts v Bedford
Primary Care Trust and Secretary of State for Health, 16 May 2006, paragraph 92; C-444/05,
Aikaterini Stamatelaki v NPDD Organismos Asfaliseos Eleutheron Epagelmation, 19 April
2007, paragraph 23; C-211/08, European Commission v Kingdom of Spain, 15 June 2010; C-
173/09, Georgi Ivanov Elchinov v. Natsionalna zdravnoosigurtelna kasa, 5 October 2010,
paragraph 53.

14 In this sense, see CJEU, C-158/96, Raymond Kohll v Union des caisses de maladie, 28 April
1998, paragraphs 41, 50 and 51; C-157/99, Geraets-Smits and H.T.M. Peerbooms v. Stichting
Ziekenfonds VGZ, 12 July 2001, paragraphs 72-74; C-385/99, V.G. Miiller-Fauré and E.E.M.
van Riet v. Onderlinge Waarborgmaatschappij OZ Zorgverzekeringen UA, judgment of 13
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In the wake of these arguments, the Court specified that the quantity
and size of hospital infrastructures, their geographical and territorial
distribution, their organisation and their technical equipment must be the
subject of public planning by the Member State. On the one hand, such
planning must pursue the objective of ensuring adequate access to a range
of high-quality hospital and/or medical care on the territory of the Member
State concerned. On the other hand, it must be an expression of the desire
to ensure cost control and to avoid, as far as possible, any waste of
financial, technical and human resources?.

In some cases, the CJEU proposes some relevant criteria for identifying
the content of health care services!¢. The resulting indication maintains
that States are called upon to deliberate their allocative decisions in the
field of health not only on the basis of economic, political, legal and
scientific criteria but also on the basis of the criteria for determining
scientific evidence that emerge at international level. It is within the
competence of the Member State concerned to draw up a list of benefits
with precise reference to treatments or methods of treatment, allowing
some and excluding others, and indicating the principles on the basis of
which the benefits that may be provided are identified or, more generally,
the types of treatment or methods of treatment??.

May 2003, paragraphs 67 and 73, and the Watts judgment, cited above, paragraphs. 103-
105.

15 See CJEU, Smits and Peerbooms, cited above, paragraphs. 76-79, and Watts, cited above,
paragraphs 108 and 109.

16 In the Smits and Peerbooms case, the issue revolved around the interpretation of the
criterion of ‘usual care’ which is used in the Dutch and Belgian legal systems to assess
applications for authorisation to receive health care abroad. The criterion used by the Court
of Justice is the demonstration of scientific evidence of the effectiveness of the treatment as
proven by international medical science. See CJEU, Smits and Peerbooms judgment, cited
above, paragraph 97.

17 In the Elchinov case the Court of Justice was called to rule on the content of the list of
guaranteed health services. Mr Elchinov, who suffered from a serious illness, applied to the
National Health Insurance Fund (NZOK) for authorisation to undergo medical treatment in
Berlin which was not available in Bulgaria. The National Health Insurance Fund refused
authorisation, pursuant to Article 22 of Regulation No 1408 of 1971, on the ground that the
treatment requested was not among those covered by the Bulgarian system. Indeed, the
ophthalmological treatment prescribed by the doctor was not among the treatments for
which the Bulgarian system provides reimbursement. After an initial ruling against the
appellant, the Bulgarian Supreme Administrative Court annulled the judgment at first
instance, stressing the need to ascertain in concrete terms whether the necessary
treatment could be provided by a Bulgarian healthcare facility or not, and referred to the
Court of Justice a number of preliminary questions related to interpretation. The Court of
Justice affirmed that authorization cannot be denied when the services covered by the
national system are included in a list which does not expressly and precisely mention the
method of treatment applied, but rather defines certain types of treatment that are
reimbursed by the competent institution if it is ascertained - according to traditional
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In the event of proven structural and organisational shortcomings in
the healthcare system of a Member State due to limited financial resources
and planning deficiencies, the citizen may be entitled to apply for an
authorisation for healthcare mobility in order to guarantee his/her right of
access to appropriate and effective healthcare. With a view to protecting
patients' rights, the CJEU in fact affirms that the impossibility of receiving a
healthcare service must be assessed with reference to both the time frame
within which the treatment can be obtained!® and the structural and
organisational adequacy of all the healthcare institutions existing in the
country of residence of the plaintiff19,

3. The distribution of health resources as a global, European and national
issue

3.1. Initiatives at global level

The issue of the optimal allocation of scarce resources in the health
sector emerged globally in the 1990s20.

hermeneutic principles and following an examination based on objective and non-
discriminatory criteria taking into account all the relevant medical elements and available
scientific data - that this method of treatment corresponds to the benefits mentioned in that
list, and if an alternative treatment with the same degree of effectiveness cannot be
provided in good time in the Member State where the insured person resides. See CJEU,
Elchinov judgment, op cit.

18 See CJEU, C-372/04, Yvonne Watts v Bedford Primary Care Trust and Secretary of State for
Health, 16 May 2006.

19 CJEU, C-268/13, Elena Petru v Casa Judeteand de Asigurdri de Sdndtate Sibiu and Casa
Nationald de Asigurdri de Sdandtate, 9 October 2014. Mrs Petru, who suffered from a severe
cardiovascular condition, needed to undergo a delicate heart surgery procedure to replace
her mitral valve and introduce two coronary stents. Her application for coverage of the
costs for surgery in Germany was rejected by the Romanian National Health Insurance
Fund because the requested service could be performed in Romania. She therefore filed a
civil action for payment of the medical expenses incurred in Germany, pointing out the
deficient conditions of the Romanian health facility where she had previously been
admitted and the lack of medicines, suitable medical devices and available beds. The
precariousness of the structural and organisational conditions and the complexity of the
necessary surgery led Mrs Petru to turn to a clinic in Germany. The regional court, which
became involved after the rejection of the application by the court of first instance, raised a
prejudicial question as to the absolute or relative nature of the impossibility of receiving
treatment in the country of residence if that impossibility is attributable to the
precariousness of the structural and organisational conditions in which that treatment
would take place. The Court of Justice ultimately ruled in favour of Mrs Petru.

20 World Medical Association, Discussion document on the ethical aspects of the allocation of
health care resources, in 'South African Medical Journal', vol. 86, no. 10, 1996, pp. 1263-
1266.
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The World Development Report published by the World Bank in 1993
in cooperation with the WHO was the first to refer to the key concept of the
relationship between disability and burden of disease, developed in the
Disability Adjusted Life Year (DALY)?! criterion. This report introduces the
idea of the need to work on the cost-effectiveness of interventions because
they are financed with both public and private resources.

In 1998, the WHO launched a programme to provide a scientific basis
for policy decisions based on a set of cost-effectiveness criteria, called WHO-
CHOICE (Choosing Interventions that are Cost-Effective)?2. In this context, an
analytical tool was developed to support decision-making processes with
information on the costs and effectiveness of various interventions.

Another relevant initiative was developed by the Global Forum for
Health Research, which drew up a specific framework, the Combined
Approach Matrix (CAM)23. The CAM was published in 2004 and revised in
2009; its main objective was to provide a multifaceted and
multidimensional picture of the questions that may arise for those who
have to make a choice in a context of scarce resources. The CAM combines
the economic and institutional dimensions, organising information about a
disease and the possible response to it. According to this framework, this
information is categorised on the basis of five economic aspects of public
health?4 and four institutional factors representing the various levels at
which health interventions and services can be delivered?s. In addition to
these 9 dimensions, the 2009 revised version includes fairness, which is
considered particularly at risk in light of the contraction that followed the
global economic crisis in 2007. The three pillars of the revised CAM are
process, available tools and context aimed at identifying the right weight to
be assigned to different situations and the choice of the appropriate service
for the individual health need.

Two other synthetic policy tools developed at this level are the Program
Budgeting and Marginal Analysis (PBMA) and the Multi-criteria Decision
Analysis (MCDA)26, These are provisions that have been proposed at

21 See World Bank, World development report: investing in health, New York, Oxford
University Press, 1993. On the methodology used (DALY), see the explanatory note at the
end of section 4.3(a.1) of Chapter 2.

22 See World Health Organization, Guiding principles for strategic resource allocations, 12
January 2005; Ibid., Strategic resource allocation, 11 May 2006.

23 See https://www.who.int/workforcealliance/members_partners/member_list/gfhr/en/.
24 These are: the impact of diseases, the determinants of diseases, the current state of
knowledge, the degree of cost-effectiveness of the provision, the development of resources
and funding.

25 These are: the individual household and community response, the health sector, sectors
other than health, and general system governance.

26 For an introduction to these two systems, see 1. Cromwell, S.J. Peacock and C. Mitton,
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international level and subsequently also used by some countries for
allocation choices at macro and micro levels?7.

The creation of Health Technology Assessment International (HTAi), a
global, scientific and professional society with support functions for all
stakeholders in health technology assessment, should also be mentioned
herez8. The initiative was organised with the aim of providing a neutral
forum for collaboration and sharing of information and expertise on HTA29.
To this end, the International Network of Agencies for Health Technology
Assessment (INAHTA)30 is intended to provide a platform for identifying
and pursuing the shared interests of health technology assessment
agencies in order to accelerate inter-authority exchange and collaboration,
promote information, sharing and comparison, and prevent unnecessary
duplication of activities.

Finally, since 2003, the WHO European Regional Office has been
coordinating HEN (Health Evidence Network), a network that advises
public health decision-makers. The goal is to support health authorities in
using the most effective evidence available. HEN periodically produces
summary reports on the state of the art concerning issues related to
resource allocation and priority setting3!.

3.2.  European level

As mentioned, in the field of health care management and resource
allocation the relevant decision-making competences are attributed to the

‘Real-world’ health care priority setting using explicit decision criteria: A systematic review of
the literature, in BMC Health Services Research, 2015, no. 15, pp. 164-184.

27 In the UK, for example, the use of PBMA and MCDA at local level; see C. Mitton, F. Dionne
and C. Donaldson, Managing healthcare budgets: times of austerity. The role of program
budgeting and marginal analysis, in Applied Health Economics and Health Policy, 2014, no.
12, pp. 95-102; on the experience of the province of Alberta (Canada) see C.R. Mitton, C.
Donaldson, H. Waldner and C. Eagle, The evolution of PBMA: Towards a macro-level priority
setting frame work for health regions, in “Healthcare Management Science”, 2003, no. 6, pp.
263-269.

28 See https://htai.org/.

29 Based on the definition provided by the European network for HTA (EUnetHTA), HTA is
defined as: ‘a multidisciplinary process that summarises information about the medical,
social, economic and ethical issues related to the use of a health technology in a systematic,
transparent, unbiased, robust manner. Its aim is to inform the formulation of safe and
effective health policies that are patient-focused and seek to achieve the best value. HTA
endeavours to provide a structured, evidence-based input to the policy-making process.”

30 The International Network of Agencies for HTA, established in 1993, is a network of 55
HTA agencies.

31 See http://www.euro.who.int/en/data-and-evidence/evidence-infor-med-policy-
making/health-evidence-network-hen.
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Member States. As stipulated in Article 168 TFEU, the functions performed
by the EU in this area - which expressly also include monitoring, alerting
and combating serious cross-border threats to health - are complementary,
i.e.,, EU action is intended to support and back up national policies.

The need felt in almost all the Member States to rationalise health
expenditure, especially following the economic crisis that broke out in
2007, and the need to maintain a high level and high quality of protection of
the right to health, have led the Member States to consider strategies for
reconciling the principles of solidarity and equality with the need to ensure
economic efficiency for their health systems in order to secure a financial
balance and sustainability in the medium and long term. The EU has also
repeatedly emphasised the role that health systems play both economically,
as vectors for economic growth and development, and socially, in ensuring
the implementation of important values that underpin the European
project.

In 2011, the European Council established an EU-wide reflection
process to help Member States ensure a modern, responsive and
sustainable healthcare system. In this process, it was recognised that:

whilst ensuring equitable access to high quality health care services in
circumstances of scarce economic and other resources has always been a
key question, at present it is the scale and urgency of the situation that is
changing and, if unaddressed, it could become a crucial factor in the future
economic and social landscape of the EU32.

In this context, eleven Member States received recommendations in
December 2013 calling for reform of their health systems with a focus on
sustainability and cost-effectiveness through the organisational
optimisation of their hospital sector, and a reform of the rate system for
outpatient services and primary care33.

In 2014, the Annual Growth Survey (AGS), in the framework of the
European Semester, emphasised the need to increase the growth and
competitiveness of the economic systems of Member States. Specific
reference was made to the need to increase the efficiency and economic
sustainability of health systems and their capacity to meet the health needs
of the population. Moreover, strengthening the sustainability and resilience
of European health systems is one of the key objectives of the Europe 2020

32 Council of the European Union, Towards modern, responsive and sustainable health
systems, 6June 2011.

33 Council of the European Union, Reflection process on modern, responsive and sustainable
health systems, 10 December 2013. The following States received recommendations:
Austria, Bulgaria, Czech Republic, Germany, Finland, France, Malta, Poland, Romania,
Slovakia and Spain.
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Strategy34 and is set as a strategic goal by the OECD's Health at a Glance
2018 report, which could be reached by promoting digitalisation in
healthcare and increasing the wuse of information technology in
healthcare3s.

In the field of health technology assessment, a support network for
national agencies, the European Network for HTA (EUnetHTA)36, has also
been established at European level. Exchanges of knowledge and
experience through health technology assessment has been a priority
political objective of the European Council since 200437. The functions of
this voluntary network between member countries, in accordance with Art.
15 of Directive 2011/24 of the European Parliament and of the Council on
the application of patients' rights in cross-border healthcare are intended
to avoid duplication of assessments and to ensure that patients' rights are
respected (d), to support cooperation between national authorities or
bodies in charge of health technology assessment (a), to support the
analysis of the nature and type of information that can be exchanged (c),
and to support Member States in the provision of objective, reliable, timely,
transparent, comparable and transferable information on the relative
efficacy as well as on the short- and long-term effectiveness of health
technologies (b).

Finally, a number of EU initiatives were launched to address the health
emergency that began in late 2019 with the outbreak of the SARS-COV-238
virus. The EU's response to the emergency spans a wide range of

34 See European Commission, Communication on effective, accessible and resilient health
systems, COM(2014)215 final; Ibid., European Semester Thematic Fiche - Health and Health
Systems, May 2016.

35 OECD, Health at a Glance: Europe 2018: State of Health in the EU Cycle, Paris, OECD
Publishing, 2018, pp. 192 ff.

36 The European network currently consists of 28 HTA agencies, plus Norway having
observer status.

37 Since 2004, the Council of Ministers of the European Union has defined HTA as a political
priority: “the European Council concluded that the exchange of expertise and information
through HTA may be enhanced through systematic EU-wide cooperation, in order to assist
the Members States to plan, deliver and monitor health services effectively, based on the
best available scientific evidence on the medical, social and economic implications of health
technology.”

38 The epidemiological emergency that occurred following the spread, first in China in the
last months of 2019 and then globally, of the new Severe Acute Respiratory Syndrome
coronavirus, abbreviated as SARS-COV-2, has strongly impacted the public health and
economic systems of the European Union Member States. Based on the opinion of the
Emergency Committee convened under the International Health Regulations of 2005, the
WHO declared on 30 January 2020 that the spread of the virus constituted a public health
emergency of international concern. On 11 February 2020 the WHO identified the
definitive name of the disease as ‘COVID-19', short for 'coronavirus disease 2019, and on
11 March declared the health emergency a pandemic, the first caused by a coronavirus.
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competences: public health, mobility, education, research and innovation,
crisis management and solidarity and, above all, the economy?3°.

In the area of economic policy measures, EU decisions have led to a
relaxation of the normal European constraints, making the discipline of
state aid4% and the Stability and Growth Pact#! more flexible. In addition, a
variety of instruments to finance national economies have been put in
place, such as national public debt financing by the European Central Bank
(ECB)%2, financial assistance instruments in the form of credit*3 and
interventions using the EU budget*4.

With regard to supporting national economies, Council Regulation (EU)
2020/521 of 14 April 2020 activating emergency support under Regulation
(EU) 2016/369, which qualified the COVID-19 outbreak as a "disaster”
within the meaning of Chapter XVII, Section C of Regulation (EC) No
1186/2009 and Chapter 4, Title VIII of Directive 2009/132/EC, allowed for
the exemption from customs duties and VAT on the import of goods
necessary to counter the effects of the pandemic. Lastly, EU Council
Regulation 2020/521 amended Regulation (EU) No 1301/2013 on the
provision of emergency support within the Union, adding a sub-paragraph
to Art. 3(1) stating that ‘in addition, the European Regional Development
Fund (ERDF) may support the financing of working capital of SMEs when
necessary as a temporary measure, in order to respond effectively to a
public health crisis.’

The economic sphere has also seen the implementation of a number of

39 On the approved measures, see the EU webpage dedicated to the Coronavirus Response
at https://ec.europa.eu/info/live-work-travel-eu/coronavirus-response_en.

40 See Commission Communication of 19 March 2020, “State Aid Temporary Framework to
enable Member States to use the full flexibility foreseen under State aid rules to support the
economy in the context of the coronavirus outbreak”.

41 See Statement of EU ministers of finance on the Stability and Growth Pact in light of the
COVID-19 Crisis, https://www.consilium.europa.eu/en/press/press-releas-
es/2020/03/23 /statement-of-eu-ministersof-finance-on-the-stability-and-growth-pact-in-
light-of- the-covid-19-crisis/.

42 See Decision (EU) 2020/440 of the European Central Bank of 24 March 2020 on a
temporary purchase programme for the pandemic emergency (ECB/2020/17), which led to
the purchase of public debt securities and private bonds for up to EUR 750 billion.

43 In addition to the ordinary possibility of accessing the ESM (European Stability
Mechanism), which is subject to strict conditions, it was decided at the European Council
meeting of 23 April 2020 to set up a specific funding line for direct and indirect health
expenditures related to the pandemic (Pandemic Crisis Support). This funding allows
applicant countries to draw on resources equivalent to 2% of GDP.

44 In addition to the resources provided, the Eurogroup decided to add a further EUR 2.7
billion from the European budget to support national health systems, to be increased
through the activation of a “Recovery Fund”, i.e.,, a temporary programme to support the
real economy intended first and foremost for the States most affected by the crisis. See
Eurogroup Conclusions of 9 April 2020, paragraph 19.
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‘soft law’ acts, such as the Commission's proposal for a European
instrument to tackle the unemployment risks presented by the COVID-19
pandemic 45. In this context, the Commission has produced of a significant
number of communications concerning a wide variety of aspects. These
include communications with a general content intended to provide
guidance to Member States, such as the one of 2 April on the use of EU
resources to deal with the emergency (entitled 'Using every available euro
in every way possible to protect lives and livelihoods')4¢, but also others
containing sector-specific guidelines, such as the Communication on
coordinating the economic response to SARS-COV-247 or the
Communication on the consequences of reintroducing border controls*8
which aims to help balance health protection against the functioning of the
single market with regard to the transport and movement of goods.

4. The allocation of health resources
4.1. The fundamental characteristics of decision-making processes

In order to investigate the decision-making processes governing the
allocation of resources in health care, it must first be considered that any
allocation of resources - whether concerning personnel, goods or financial
resources - presupposes choices regarding the distribution of means
among alternative ends. This concept applies to the following decision-
making processes that concern the definition of: the component of the state
budget destined for healthcare; the component of the healthcare budget to
be divided between the national and the regional levels; the part of the
budget to be divided among the regions on the basis of normative criteria

45 European Commission, Proposal for a Council Regulation on the establishment of a
European instrument for temporary support to mitigate unemployment risks in an emergency
(SURE) following the COVID-19 outbreak, COM(2020) 139 final.

46 See Communication from the Commission to the European Parliament, the European
Council, the Council, the European Economic and Social Committee and the Committee of
the Regions. Response to the Coronavirus COM(2020) 143 final, Using every available euro
in every way possible to protect lives and livelihoods, 2 April 2020.

47 See Communication from the Commission to the European Parliament, the European
Council, the Council, the European Central Bank, the European Investment Bank and the
Eurogroup COM(2020) 112 final, Coordinated economic response to the COVID-19 Outbreak,
13 March 2020.

48 See European Commission C(2020) 1753 final, Guidelines for border management
measures to protect health and ensure the availability of goods and essential services, 16
March 2020.
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(e.g., historical expenditure or standard cost?®); the distribution of the
regional budget within the single region among ASLs and competent bodies
for the supply of services.

The following decision-making processes pertain instead to the
definition of priorities: the distribution of resources between prevention,
treatment and rehabilitation programmes; the distribution of resources
between primary and specialized care programmes; the identification of
criteria for access to care for the individual patient or the "quantity” of care
to be reserved for the individual, once he or she has obtained access to the
health service.

On the other hand, the following are considered rationing mechanisms:
deterrence (e.g., co-payments, obstacles to accessibility); delay (e.g,
waiting lists); deflection (e.g., no hospitalization without a request from the
primary care physician); dilution (e.g, reduction of supply through
reduction of quantity/quality of service); selection (e.g., treatment for
patients with higher probability of success); interruption (of treatment);
refusal (e.g., exclusion of a service from funding)>5°.

Decision-making  processes  concerning resource allocation,
prioritisation and rationing can be implicit or explicit and can take place at
different decision-making levels, which may be macro, meso and micro
levels. It is important to emphasise that each decision-making level has the
concrete potential to impact on the other levels.

At the macro level, regional and national political actors decide how to
allocate resources between different care areas and service providers. At
the meso level, intermediary bodies such as health insurance funds, health
agencies, health authorities and insurance companies decide on the
distribution of funds among particular treatments and areas of care. At the
micro level, health care professionals (and in particular, doctors) use their
learning and experience to decide which treatments are to be carried out in
a specific case, which patients are to benefit from them, in what progressive
order they will benefit from them, and how much can be done in terms of
use of resources and technology for each individual patient.

Explicit decision-making processes are characterised by public
awareness of the criteria followed in decisions, the methodology, and the
strategies followed to make decisions more inclusive, transparent and
democratic. Explicit processes focus on defined principles, norms and
values (e.g, clinical need, cost-effectiveness, justice, solidarity), which
function as criteria for guiding decisions or as methods or strategies for
making decisions more deliberative, transparent, inclusive and

49 For a specification of these criteria, see Chapter 3, paragraph 4.2.
50 See S. Petrou and ]. Wolstenholme, A review of alternative approaches to healthcare
resource allocation, in Pharmacoeconomics, 2000, no. 1, pp. 33-43, esp. pp. 35 ff.
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accountable.

By contrast, implicit decision-making processes are characterised by a
lack of clarity and public awareness with regard to the actors involved, the
criteria followed for the allocation and identification of priorities, the
strategies and the aims of the decisions. Implicit processes are
characterised by the lack of a clear method by which to identify priorities
and strategies with which to address individual issues.

Running through this framework is the argument that public policy
objectives in this area are most effectively achieved by ‘muddling through
elegantly’!. Proponents of implicit decision-making processes know that
excessive transparency of decision-making processes limits the ability to
answer questions in a timely manner, as explicit decision-making processes
may be too cumbersome from a procedural point of view and may be
socially and politically divisive from a substantive and value-related point
of view. However, it should be noted that implicit processes are
increasingly subject to criticism because of the very high likelihood that
they may be arbitrary, unfair, opaque and lacking the necessary
accountability to legitimise decisions impacting the public budget.

4.2.  Criteria for allocating resources and setting priorities

The criteria that impact healthcare allocation choices are manifold and
relate to different areas. They include legal criteria (the constitutional
definition of the right to health as a fundamental right or politically
relevant objective in combination with the principle of formal and
substantial equality); clinical criteria (scientific evidence of the
effectiveness of treatments and appropriateness, in its many and varied
modalities); ethical principles (individual autonomy, maximisation of
individual well-being, personalism, justice/equity also with reference to
intergenerational equitys2); and economic criteria (cost minimisation, cost-
benefit analysis, cost-effectiveness analysis, cost-utility analysis)53.

With regard to identifying the meaning of the criteria listed here, it
must be said that the right to health will be addressed in this discussion on
several occasions and from different points of view. Here we can suffice by

51 See D. Mechanic, Muddling through elegantly: Finding the proper balance in rationing, in

'Health Affairs’, 1997, No 5, pp. 83-92.

52 N. Daniels, Just health. Meeting health needs fairly, New York, Cambridge University Press,

2008, pp. 161 ff.

53 On the relevant aspects of health economics see N. Dirindin and P. Vineis, Elementi di
economia sanitaria, Bologna, Il Mulino, 2004; N. Dirindin and E. Caruso, Salute e economia.
Questioni di economia e politica sanitaria, Bologna, Il Mulino, 2019; O. Davini, Il prezzo della
salute. Per un sistema sanitario sostenibile nel terzo millennio, Rome, Nutrimenti, 2013.
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pointing out that the legal nature of the right to health is relevant in order
to understand the protections that the individual legal system and health
system provide in order to make this right effective in the context of scarce
resources and the existence of potentially competing and conflicting
subjective claims.

Clinical criteria include scientific evidence of the effectiveness and
appropriateness of treatments. As we have seen, the criterion of scientific
evidence about the effectiveness of treatments is also used at international
and supranational levels, as well as by the Italian Constitutional Court in
order to define the scope of healthcare services that the individual has the
right to accesss*.

Appropriateness, in turn, has become an increasingly important factor
in the protection of the right to health. The concept of 'appropriateness'
was introduced in the European context as a result of Recommendation No.
17/1997 of the Committee of Ministers of the Council of Europe to Member
States on the development and implementation of quality improvement
systems (QIS) in health care. The interpretations of appropriateness
distinguish between ‘clinical appropriateness’, understood as the provision
of medical care and interventions of proven effectiveness in contexts
characterised by a favourable benefit-risk profile for the patient, and
‘organisational appropriateness’, concerning the choice of the most suitable
methods of provision in order to maximise the safety and well-being of the
patient and to optimise production efficiency and the consumption of
resources.

As regards ethical criteria, explicit clarification concerning ethical
models of reference is a fundamental aspect in the analysis of this topic>>.

The principle of individual autonomy is valued in contexts where liberal
individualism prevails. As a result, at macro allocation level, the State is
understood as not playing a key role and is therefore not called to
intervene, leaving choices to the free market. This model is characterised
by the absence of a public healthcare guarantee, minimal taxation, and the
considerable development of the insurance sector. At the micro allocation
level, the contractual relationship between doctor and patient is privileged
and there may be a strict selection of those who gain access to care on the
basis of their ability to pay.

Welfare maximisation and harm minimisation is pursued in systems
where a utilitarian perspective prevails. At the macro allocation level,

54 For this aspect, see Chapter 3, para. 2.2, of this research report.

55 See L. Palazzani, Teorie della giustizia e bioetica: la questione della allocazione delle
risorse sanitarie, in Verita e metodo in giurisprudenza, edited by G. Dalla Torre and C.
Mirabelli, Rome, Libreria Editrice Vaticana, 2014, pp. 497-514, especially pp. 499 ff,; L.
Forni, La sfida della giustizia in sanita. Salute, equita, risorse, Turin, Giappichelli, 2016, pp.
103 ff.
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priority is given to health sectors that allow for productive and efficient
recovery at the expense of those considered marginal (such as the elderly,
the terminally ill and the disabled). At the micro allocation level, there is a
selection in favour of those with the greatest potential for social recovery
and active life (QALY criterion, which stands for Quality Adjusted Life
Years)se.

The principle of justice/equity provides for a redistribution of limited
resources that implies a significant intervention of the State both at macro
and micro allocation levels. At micro allocation level, equity in access to
care is affirmed, which implies the removal of barriers to access of various
kinds. The personalist criterion insists on valuing human dignity. At macro
allocation level, the allocation proposed should not neglect prevention and
education for prevention, seeking a balance between distributive justice
(criterion for regulating public relations through the distribution of existing
resources) and commutative justice (criterion for regulating private
relations through contracts and the restitution of goods in the event of an
unlawful act)5?, which could lead to long-term cost savings. At the micro
allocation level, the reference criteria are the seriousness of the disease
based on clinical indications and urgency.

As far as economic criteria are concerned, as noted they are many and
these are also used at several regulatory levelss8. As we will see in the
course of this analysis, resource allocation at the macro level employs a
number of specific economic allocation criteria®®. Here we focus on the
economic criteria that can be applied both at macro and micro levels.

Cost minimisation evaluation is used when the health consequences of
the interventions to be compared are identical in both quantitative and
qualitative terms and the evaluation can only take into account the inputs
(economic costs) while disregarding the outputs (health consequences) of
the process®0. In this context, the cost-effectiveness ratio for two services is
the same and the lowest cost intervention is used. The aim of the cost

56 On the QALY methodology, please refer to the explanatory note at the end of section 4.3,
(a.2), of Chapter 2.

57 This summa divisio is traditionally traced back to Aristotle’s Nicomachean Ethics (V, 3,
1131a10-1132b9).

58 On economic evaluation criteria, see R. Levaggi and S. Capri, Economia sanitaria, Milan,
Franco Angeli, 2010, pp. 110 ft.

59 As for the total budget, it is allocated on the basis of various alternative criteria, such as
historical expenditure or standard costs or per capita share. At the micro level,
reimbursement per case treated can be identified on the basis of alternative criteria such as
fee-for-service, per diem, or DRG (Diagnosis Related Group) criteria used for hospital
services.

60 With regard to costs, we refer here only to direct healthcare costs and not to direct non-
healthcare costs (resources used by non-health care providers), nor to indirect costs (e.g.,
lost working days for healthcare treatment) or intangible costs (e.g., due to pain or stress).
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minimisation evaluation is to identify the least costly way to achieve a
given result in terms of intervention efficiency.

Cost-benefit analysis is used when the outputs and consequences of
various health care interventions are expressed in monetary terms. The
context in which the criterion is used is one in which several alternatives
are possible and benefits must be weighed against costs. The aim is to be
able to directly compare different alternatives (output measurement).

Cost-effectiveness analysis measures the relationship between the cost
and its consequence (effect or effectiveness). It is used when the
consequences of the interventions to be evaluated are related to a single
common effect that may differ in magnitude between alternative
programmes, but can be measured using the same natural unit of
measurement (e.g., number of years of survival). The aim is to compare
alternatives in terms of cost per unit of outcome (cost per life year saved).

Cost-utility analysis is used when the consequences of alternative
options differ both in terms of quantity and quality of life. The aim is to
compare alternatives in terms of cost per unit of utility (e.g., using the QALY
index as a generic measure of output). Compared to a cost-effectiveness
analysis, this technique makes it possible not only to measure the
consequences in terms of years of life gained (effectiveness), but also to
attach a value to the quality of those years of life gained. Cost-utility
analysis operates in terms of utility, i.e., according to indices of individual
or societal preference for health outcomes (e.g., QALY). The QALY is a
summary index, but it is not the only one: another example is the Healthy-
Years Equivalent (HYE), albeit one that is less widely used in the
literatures!.

61 See S. Birch, Economics, health and health economics: HYE's versus QALY's, in Journal of
Health Economics, vol. 12, 1993, No 3, pp. 325-339. Ultimately, a number of benefits are
linked to these criteria, such as life years gained (cost-effectiveness analysis), healthy life
years (cost-utility analysis) and benefits expressed as willingness to pay (cost-benefit
analysis).
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Chapter Two

The main European experiences in health resource allocation and priority
setting

by Alessandra Cerruti and Caterina Di Costanzo

1. The international scene

The problem of optimal allocation of scarce resources in the health
sector emerged globally in the 1990s, although some countries had already
started to reflect on this issue in the second half of the 1980s. In Europe,
Norway led the pack. In Norway - as will be explained more fully in the
remainder of this chapter - the first National Priorities Commission was
established in 1985 to adopt explicit principles for the rationalisation of
resources in the health sector. At almost the same time, in the United States
one of the best-known cases in the literature on resource allocation was
developing, which brought to light the problems associated with the literal
application of economic analysis techniques in health care: the Oregon
Health Plan reform process?.

During the economic crisis of the late nineteen-eighties, a special
commission (known as the “E-Commission”) was convened to discuss the
consequences of a health reform proposal that was supposed to achieve
substantial savings by cutting funding in some areas of care. On the basis of
a utilitarian assumption, one of the programs to be cut concerned public
funding for organ transplants. Calculations showed that reallocating the
expenditures that would be used to transplant 34 patients in one year
would make it possible to extend free basic health care to 1,500 people
from the poorest social strata, including many children. This meant that the
overall benefits obtained by the new patients would exceed the benefits
enjoyed by transplant recipients, at the same cost to society. This
reasoning, however, became the object of severe criticism on ethical
grounds, particularly in connection with the case of a seven-year-old boy,

1 See L. Jacobs, T. Marmor and ]. Oberlander, The Oregon health plan and the political
paradox of rationing: What advocates and critics have claimed and what Oregon did, in
Journal of Health Politics, Policy and Law, vol. 24, 1999, no. 1, pp. 161-180; P.A. Glassman,
P.D. Jacobson and S. Asch, Medical necessity and defined coverage benefits in the Oregon
Health Plan, in Health Law and Ethics, vol. 87,1997, no. 6, pp. 1053-1058.
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Coby Howard, who was suffering from leukaemia and whose survival
depended on a $100,000 bone marrow transplant procedure; by virtue of
the cuts decided upon, this amount could not be covered by public funds?,
and Howard died in December 1987 after his parents had failed to raise the
necessary amount of money for the operation through donations. His story
received considerable media coverage, prompting the E-Commission to
reopen the debate on transplants, although in the end the commission
reaffirmed its decision to reallocate transplant funds.

Nonetheless, in 1989 this dramatic episode led to the establishment of a
second commission, the Oregon Health Services Commission (OHSC),
charged with drawing up a list of services with priority indications to be
used in deciding the programmes to which public funds should be
allocated3. The first attempt revealed the perverse effects generated by the
application of the economic criterion of cost-effectiveness only. A few
years later, in 1994, this criterion was combined with social considerations
to produce a second list of clinical condition-treatment pairs in order of
priority, that would guide the financial decisions of the state legislative
assembly, with the resulting savings to allow health care to be extended to
citizens who were previously not beneficiaries of it5.

2 L. Jacobs, T. Marmor and ]. Oberlander, The Oregon health plan and the political paradox of
rationing: What advocates and critics have claimed and what Oregon did, cit. p. 167.

3 H. Allen, K. Baicker, S. Taubman, B. Wright and A. Finkelstein, The Oregon health insurance
experiment: When limited policy resources provide research opportunities, in Journal of Health
Politics, Policy and Law, vol. 38, 2013, no. 6, pp. 1183-1192, esp. p. 1187.

4 In 1991, a first draft of the list, elaborated on the basis of a standard cost-effectiveness
approach, consisted of approximately 1,600 items, identified by linking a specific condition
to each service and attributing to it a score derived from the application of a series of
parameters such as: expected net benefit (BN) expressed in percentage terms; expected
duration of the benefit (DB) expressed in years; and unit cost of the treatment (CT), for
which the priority score was assigned by applying a specific algorithm (CT/BN x DB).
However, a number of paradoxes emerged; first and foremost, the fact that the counting
technique proved to result in unreasonable and socially unacceptable results (for example,
dental crowns scored higher than appendicitis). On this point, see M.N. Baur, ].B. Wang and
J.F. Fitzgerald, Insurance rationing versus public political rationing: The case of the Oregon
Health Plan, in Public Budgeting & Finance, vol. 16, 2004, no. 1, pp. 60-74, p. 62.

5 The publication in 1994 of this second list was the result of a complex process at the end of
which the various health services were placed in one of 17 general categories, according to
the criterion of the expected net benefit to be obtained. These categories were elaborated
and then in turn aggregated into three groups: essential services, life-sustaining services,
maternity services, preventive services for children and adults, care and comfort services for
the terminally ill, very important services (categories 1-9); treatment for non-fatal
conditions for which there is a possibility of full or partial recovery and life-enhancing
treatment, important services (categories 10-13); and services for non-fatal conditions for
which treatment only accelerates recovery, infertility services and services that only slightly
improve quality of life (categories 14-17). Finally, the list was revised and corrected
according to three general principles: the number of persons to which a given treatment
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The Oregon experience showed the importance of integrating social and
economic considerations in identifying the degree of benefit expected from
a given treatment, in order to classify the benefit in terms of its greater or
lesser effectiveness from the point of view of the individual and the
community. However, it also highlighted the inherent limitations of the tool
of the prioritised service list. No list can be applied automatically without
an assessment of the actual condition of the individual patient. In practice,
this made the individual health professional responsible for (and gave them
a certain margin of discretion in) deciding and verifying, albeit on the basis
of guidelines and scientific evidence, that the treatment was being provided
appropriately and effectively in relation to the individual's actual health
needs.

Another case that received considerable attention at international level
is that of Canada. In spite of extensive decentralisation and autonomy
granted to the provinces and territories of the federation (there appear to
be thirteen different health systems in place), the federal and provincial
levels of government share responsibilities and competences for the
regulation and financing of the health system®é. The health care system is a
mixed public-private system, and most Canadians have health insurance
that covers a wide range of health care goods and services not covered by
the public sector, particularly non-hospital pharmaceutical prescriptions
and treatments that are not considered urgent and clinically necessary,
such as dental care. Hospital care and primary care are provided by each
province and territory to the citizens through general practitioners in the
form of medically necessary services. These are provided free of charge,
while the others are left to the free market, which determines access to the
services according to its own criteria and also affects equality of access to
health care and quality of care?. As a result of these limitations in the basket
of services provided by the public sector, some categories of patients are in
fact more exposed to the risk of not being able to access them; in particular,
people with disabilities, people with critical illnesses and people in difficult
economic circumstances face numerous problems with regard to the
purchase of goods and services that are not available in the hospital setting.

pertained; the importance of a certain service from the point of view of the collective
interest; and the adjustments resulting from the application of the cost-effectiveness
criterion