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CHAPTER 1: INTRODUCTION

* Health care reforms can often be compared with teenage sex.
Everybody is talking about it while no one knows who is doing
it. And when it happens it is often under lousy circum-
stances.”’

Most of the European countries are confronted with health care system
reforms. In Central and Eastern Europe, however, the countries face
specific challenges. Whereas “socialist” governments traditionally have been
deeply involved in all facets of health care, the general process of initiated
market-oriented reforms has also affected the nawre and scope of
government intervention in health care. Stimulated by the successes of
concepts such as decentralisation, deregulation, and privadsatonin order
to create 2 more flexible market economy, policymakers also began to
apply such notions to the health care sector. The experiences in the early
1990s however, revealed certain devastating effects of transposing the
general concept of market competition to the field of health care. One
valuable lesson of those developments was that liberalising relations in
health care necessitates a certain degree of government intervention.
Furthermore, the nature and scope of Central and Eastern European
health care reforms differed from counuy to country with no uniform
“blueprint” for reform, derived from emulating Western European
experiences, being readily available. Nevertheless, previous experiences
in reforming health care may provide us with valuable lessons. Their
significance needs, nonetheless, to be reviewed in accordance with specific
national setting.

1. THEHEALTH CARE SYSTEM

The urgency of implemented reforms in the early 1990s had largely
motivated by economic considerations. Due to the worsening socio-
economic situation governments opted for drastic reforms such as a shift
from a tax revenue-based health care scheme to a system based on
(premium) contributtons. The idea was to create additional and/or
supplementary resources in order 1o secure the financing of increasing
health care expenditures. Owing to the decrease in taxrevenues, govern-
ment contributions to finance health care services had also decreased
dramatically. The general belief was that a premium-based health insurance

! In: The Right 1o Health Care in several European countries. AP, den Exter, HE.G.M.
Hermans (eds). Kluwer Law International. The Hague, 1999: 2.
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Health Care Law-mzking in Central and Eastern Europe

system would enable the funds necessary to finance basic health care
facilities to be increased. To change the financing structare, as well as the
organisation of the present health care system would, however, necessitate
legal, and in particular legislative “backup”. (Re)developing such a
legislative scheme has to be considered within the framework of the
fundamental obligations and functions that influence the relationship of
government vis-g-vis society. En route to transiton, it is important to
reconsider the positon and function of the (national) authorities of
Cenwal and Eastern European countries, particularlyin the field of health
care. A belief in proiritising and reshaping or developing new regulation
— including (non-) legislagve rules - is on the increase. The process of
regulation has to be considered within the framewerk of fundamental social
concepts and objectives. Enshrined in international treates and national
constitutions, these legal norms contain practical criteria to operationzlise
and review various policy objectives. Simultaneously, these parameters
function as boundaries in limiting the accessibility, quality, structure and
financing of care. Non-membership of the relevant treaties and a lack of
adequate health care legislatdon exclude such a direct review in most
Central and Eastern European countries, at least for the moment.
Nevertheless, treaty obligations should be considered as absolute norms
that will commit Central and Eastern European countries in the not too
distant future. Comparing national legislation to such legal-theoretical
parameters may have consequences to the modalities and content of
legislation. The term “legal-theoretical” refers in this context to the
development and assessment of an analytical model that aims atstructuring
a not a priori structured process.

With reference to health care, the meaning of legal-theoretical criteria
becomes manifestin the legislative or law-making process on public health,
the organisation of health care services, quality of care, the financing of
care and patients’ rights. In view of the nsk of ad hoc and uncontrolled
drafted legislation without preceding elaborated or specified criteria, policy
objectives or priorities, the necessity to structure this activity increases. As
such, a circular model of law-making may provide an adequate formal legal
framework to rationalise this process, in compliance with the historical
setting of Central and Eastern European counties.

2. LAW, LAW-MAKING AND POLICY

From a legal-theoretical perspective, it is important that the intended
changes in Central and Eastern Europe meet with the substantive norma-
tive framework of international law. Furthermore, such normative criteria
can be considered as underlying principles in drafting national legislation.
Previous research revealed that substantive legal norms could be linked

2 Intersenda



Chapter 1: Introduction

to actual developments in a formal framework in order to structure and
review the health care legislative process.”

Since economic developments dominate the health policy-agenda, it
is crucial to examine to what extent existing health care laws, notably in
the field of organisation and financing, correspond with the policy
prionties. Contrariwise, the direct or self-executing effect of international
treaty provisions may impose substantial amendments of legislation.
Particularly in financing health care potendal conflicts might occur with
respect to individual formulated entidements of the insured. In view of the
current legislative system, it is questionable whether the unrestricted
introduction of market elements will provide an answer to current
problemsin Cenwral and Eastern European health care. The debate on the
development and introducton of “regulated or managed compettion”
appears to be a striking example of the possibilities and problems to which
Central and Eastern European countries could be confronted.” A problem
with this type of research is the fact that developments in a specific Central
and Eastern European setting are not generally comparable to those in
other countries. This is even more so with regard to legislation. Nonethe-
less, based on the understanding derived from the law-making dectrine,
it is possible to review certain legislative developments within the frame-
work of a formal legal-theoretical medel of law-making (the circular model
oflaw-making). In the health care Jegislative setting, such a modelis related
to health policy developments such as the introduction of market elements,
notably in the field of the provision and financing of health care. Previous
outcomes of research enable a first review of the process of legislative
changes in health care in Central and Eastern Europe based upon this
developed model.

3. THE FORMULATION OF THE PROBLEM, STRUCTURE,
METHODOLOGY AND LIMITATIONS

Formulation of the problem and central questions

Theintroduction ofa “Bismarckian” based health insurance model in most
Central and Eastern European countries necessitates a revision of existing
legislation, based on a more “Western™oriented approach. Such a

“ AP, den Exter, HLE.G.M. Hermans, E.H. Hulst. Health Care Legislation in Central and
Eastern Europe. A Problem-Oriented Method of Legal Analysis of Health Care Systems in
Central and Eastern Europe. The Albanian Example, Rev. CEE Law 1997, Iss. 2: 117-132.
The notion of *regulared or managed competition” was originally developed and subsequent-
Iy elaborated by A.C. Enthoven. Theoryand Practice of Managed Competidon in Health Care
Finance. North-Holland. Amsterdarn, 1888,

(U3 ]
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“Europeanization” of the internal legal order can be observed in most
countries in Central and Eastern European. Its underlying nodon is the
democratic experiences and structure of Western countries and societies.
Simultaneously, the requirements of supranational legal orders such as the
European Union and the Council of Europe have made it necessary to
adapt legislation.

The absence of an adequate normative framework causes conflicts
between actual developments and legal norms and regulation. In the health
care legal doctrine various functions of law or “law-obs” can be discerned,
viz, the guarantee, the conflict regulating and the planning or allocative
function of health care law. Of importance within the framework of this
research are the guarantee and allocation functicns of law. Health care
legislative or law-making policy is determined by these functions of health
care law. For instance, in order to guarantee access to basic health care,
the legislature will have to define a social security scheme whereas in an
early stage, policy choices have to be made. Such choices notably reflect the
guarantee function of health care law. Alternatively, the defined legal
norms express policy choices such as the choice to introduce market
competition in health care. The debate on the implementation of these
functions is of relevance to Eastern Europe particularly since most Eastern
European countries are faced with omissions and inadequacies in reform-
ing health care legislation.

From a legal perspective, the introducton of market elements in the
organisation and financing of health care may invoke unintended side-
effects, contrary to actual and normatve starting points of law-making. The
guarantee and regulative function enable the review of such developments
and the formulation of legislative lirnitadon to such experiences. As would
be expected, in this respect the national authorities will focus on the
constitutional or legislative tasks formulated or derived from the constitu-
don, such as the promotion of public health and the protecdon of the
rights of individual patients. But it is also likely that, given the allocation
and guarantee function of the law, natonal authorities have a substantial
role in regulating the financing and provision of the health care system.”
Absence of government intervention in the organisation and financing of
health care could invoke inefficiencies and equality conflicts in the
allocation of scarce resources.

The relevant nonmative parameters are found in the internatonal and
European health legal literature, described notably by Roemer, McEray
and Longley.” With respect to the development of a substantive legal-

R Roemer. Law and Health Policy in: R. Roemer and G. MacKray (eds). Legal Aspects of
Health Policy. Issues and Trends, Greenwood Press Westport, 1980: 439.
Roemer o.c. $39: D. Longley. Health Care Constirutions. Cavendish Publishing. 1996.
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Chapter 1: Introduction

theoretical framework, research should enclose health legal principles and
legal norms, including those norms entrenched in (supra)national legal
orders. Various scholars have confirmed the importance of international
norms to health care, notably European Community law.®

In order to analyse the current legal reforms of Central and Eastern
European health care systems, a conceptual model of health care law-
making will be developed. Such a model should reflect general substantive
norms of international law as well as specific national legal norms relevant
to health care. By applying such a model to law-making practise and by
reviewing existing legal norms in light of the model’s underlying principles,
the model may contribute to the ratdonalisation of the legislative activity
in these countries. In the context of EU enlargement, the analvtical model
should ameliorate the understanding of the legal comsequences of
incorporating acquis communaulaire to the process and content of health
legislation in Central and Eastern European candidate countries. Augmen-
tation of such insights is necessary since the contemporary discussion seexms
largely to be dominated by economic considerations. These assumptions
have led to the following problem formulation: Whether a legal-theoretical
model of law-making ean contribute towards the veview of the process and content
of legisiative reforms in Central and Eastern European health care systems. And,
if possible, by what means this may be achieved. The elaboration of this thesis
has necessitated the formulation of the following central questions:

The first question, dealtwith in part one, examines whether itis possible
to develop a conceptual model of health care law-making. Such a2 model
aims to review both the process and content of legislative reforms in Central
and Eastern European health care systems. The theoretical model to be
developed will be found upon the doctrine of law-making, the method of
law-making and recent understanding of a circular approach to law-
making.” The underlying assumption is to structure and systematise the law-

Cf. e.g.. Chr. Altenstetter. The Effect of European Policies on Health an Health Care: An
Agenda for the Future in: Health Care in Europe after 1992. H.E.G.M. Hermans e af (eds)
Darmmouth publishing. Aldershot 1992, ] Montgomery. Health Care Law. Oxford University
Press 1997.H.J.]. Leenen The Right to Health Care in the Netherlands in: The right to health
care in several European countries. AP. den Exter, H.E.G.M. Hermans (eds). Rluwer Law
International, The Hague 1999; H. Nys. Patiént en Europa op zock naar een Europees
genceskundig dienswverleningsrecht (Patientand Europe in pursuit of a European medical
provision right). Inaugural lecture University Maastricht 2000; H.D.C. Roscam Abbing.
Patientin Europe of the 21 century: a health legal consideration in: The future of European
integraton (in Dutch). Ars Aequi 2001, Iss. 50: 72-80.

The law-making doctrine as understood by legal theorists such as Peter Noll. Gesetzgebung-
slehre. Hamburg 1973: Burkhardt Krems Grundfragen der Gesezgebungslehre erortert
anhand neuerer Gesetzgebungsvorhaben insbesondere der Neuregelung des Bergschaden-
rechts. Duncker und Humblot, Berlin 1979; Jerzy Wréblewski. Einfubrung in die Gesetzge-
bungstheorie. Wien 1984 W.G. van der Velden. De ontwikkeling van de wetgevingsweten-
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making activity by means of a simplified model. These understanding will
be addressed to a specific field of law-making, i.¢. health care law-making.
Consequently, the underlying principles of health care law have to be
examined since they function as benchmarks in the formulation and
operatonalisation of the normative role and functions (“law-jobs”) of the
legislature in health care. Its relevance to Central and Eastern Europe
concerns the synthesis of the dynamic process of law-making with the
qualities of health care law. Such 2 circular model stresses the importance
of health policy by correlating incremental policy-reforms with health care
law-making. The concomitant gradual legislative changes should enable
the legislature to structure and systematise health care system reformsin
a more controlled manner.

The second question, dealt with in part two, is whether such an
analytical model of health care law-making is applicable to legislative
practise in several countries. To verify this thesis, three case studies will be
discribed thatfocus on current law-making practise in selected Central and
Eastern European countries. Such a global analysis enables the comparison
of both the process and content of health care law-making with the
theoredcally discerned stages and clusters of health care law-making. The
outcomes of research, i.e. any possible similarities and differences between
the two, may confirm the relevance of such a theoretical model to a
broader Cenwral-Eastern setting. As such, the application of this theoretical
model may enabie the identification, definition and likely anticipation of
(potential) legalistic problems in legislative decision-making in the field
of health care. In this stage of research, elements of the legislative model
will be examined for their comprehensiveness and effectiveness. In
additon, a comparison of the country studies will enable the idendfication
of similarides and differences in the application of the model befween the
countries. This will consequently enable the identificatdon of the country
most successful in applying the model. However, explaning this is not a
legal matter per se.

In part three the final question to be examined is whether and in what
respect the model could contribute to the EC approximation of laws
process. This third question exarnines the relevance of the model through
an in-depth analysis of a specific theme, namely, the approximaton of
national law to Community law. Since the ravfication of the Europe
agreements, Commnunity law and the underlying communauiaire principles
became an additonal and, most likely, dominant source of law. Future

schap, een rechistheoretisch onderzoek (The development of the science of legislation: A
legal theoretical inquiry). Koninklijke Vermande, Lelystad 1988: H.B. Winter, Evaluatic in
het wetgevingsforum. Een onderzock naar de relatie tussen evaluatie en kwaliteit van
wetgeving (Evaluadon in the legislative forum). Kluwer, Deventer 1996,
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accession to the European Union requires candidate countries to adopt
the acquis communaulaire, i.e. the approximaton of their natonallaw to EC
legal standards. This requirement has raised concerns about the “compat-
bility” of national health (care) legislation with supra-national law. Both
the magnitude and complexity of the acquis complicate its incorporaton
into national law. This research will also examine whether, and by what
means, the model is able to contribute to the analysis and assessment of
the “approximation of laws™ process in a more rational manner. The
application of a modified circular model of law-making in this field should
confirm the relevance of this model 1o EClaw harmonisation and its ability
to predict events, Putin more general terms, its ability to verify the basic
assumption of the legal-theoretical model, i.e. rationalisation of the process
and content of health care law-making.

Structure of this study

In order to answer these central questions, this research has been divided
into three parts. Part one sets out the conceptual framework for this
research and is related to question one. In the first chapter, a legal-
theoretical model of law-making is described based on the doctrinal debate
on the method of law-making. The underlying assumption of such a
method is the structuring and systematisation of law-making activity.
Moreover, such acdvity could be expressed by means of a simplified model.
To generalise a model of health care law-making in Central and Eastern
Europe, the research commences with an analysis of a general law-making
model as derived from legal-theoretical doctrine. The primary question
to be answered is “in whatrespect does current law-making theory confirm
the notion of a general model of law-making”? The introductory chapter
will therefore discuss several prominent Conunental legal commentators,
starting with Peter Noll (“Gesetzgebungslehre”), Burkhardt Krems
(“ Grundfragen der Gesetzgebungslehre™) and Jerzi Wréblewski (“Einfiihrungin
die Gesetzgebungstheorie”). More recent theorists have subscribed to the
underlying circular approach of law-making. The next chapter addresses
2 normative framework of health care law, Substantive principles such as
the right to health care and padent autonomy function as primordial values
in operationalising the role and function of national authorities in health
care (“lawjobs”). Transposed to the general noton of a legal-theoretical
model of law-making, these health care “law-jobs” play a crucial role. The
final chapter of part one describes the synthesis of a tentative circular
model of health care law-making and its relevance to health policy in
Central and Eastern Europe. Coping with rapid and profound changes,
legislative measures are often not planned in advance and go hand in hand
with lack of systematics. Therefore, the main question in the Central and
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Eastern European reform debate is related to the amelioration of consis-
tencyand coherencyin health care law-making. Seen from this perspective,
itis questionable whether the application of a rudimentary theoretical law-
making model, combined with a framework of substantive parameters of
health care law, may improve the current situation.

Part two addresses the second question regarding the relevance of the
model of health care law-making in Central-Eastern Europe by examining
three selected countries. Since the initiated reforms, health care legislation
has become a major issue in the current reform debate in Central and
Eastern Europe. The subsequent chapters therefore examine the most
importantlegal changesin the countries concerned. These changes focus,
inler alia, on regulating the privatisation and decentralisaton of health care
facilities and services, introduced in a non-structured manner without
sufficient consideration and evaluation of (un)intended (side-)effects.
Particularly in the field of health care financing, legal reforms introduced
rashly have caused major problems in the selected countries. Whatlessons
could be drawn from such omissions, notably with respect to health care
law-making? An alternative approach might be the circular model of law-
making as developed in part one. In order to assess its relevance, the
comprehensiveness and effectiveness of the modelis examined in part two.
The central question concerns the relationship between law-making
practise in several Central and Eastern European countries and the
theoretical model, or: how does the legislature cope with law-making
practise, in the light of the theoretcally discerned stages and clusters of
law-making? In consequence, what are the main problems that occur in
law-making practise? It is argued that a comparative analysis may reveal
possible (un)intended (side) effects of newly initiated legal reforms. By
structuring and systematizing the law-making process, the law-making
model could increase the radonality of law-making in the health care
sector. Case-study research of illustrative legal changes is the first step in
verifying this assumption.

Part three includes a more in-depth review of the practical value of the
circular model of law-making, the third question of this research. There-
fore, the research focuses on one specific theme, the approximation to EC
law. The first experiences in the law approximation process revealed major
deficiencies, notably the (in)direct implicadons of the internal market
acquis to national health care legislation. The methodological approach
of the circular model suggests a strengthening of this law approximation
process by analysing and reviewing both the health acquis, and the
domestic legal norms incorporating EClaw more systemarically. Subsequent
orissions or shortcomings in the transformation process would enable the
adjustment of the domestic approximation objectives and necessary strategy
in more detail. It will appear, however, that the original model requires
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further modification, in particular the inclusion of Community legal
principles. It is argued that a modified theoretical model is feasible in
radonalising the approximation of laws process. Examination of the
transposition process, in terims of the analytical model enables the
verification of the relevance of a developed legal-theoretical method of
health care law-making. The final chapter constitutes the concluding part
of this research. Conclusions are drawn with regard to the results of the
present study.

fMethodology

The objective of research is to draft alegal-theoretical model of law-making
in the field of health law in Central and Eastern Europe and, subsequently
to examine the relevance to legislative practice. The selected method must
therefore first describe and analyse the doctrinal debate concerning the
law-making method sui generis. Consequently, the analysis applies the
dynamic notion of law-making to aspecific legal setting, that of health care
law. On the basis of literature research, it is questioned whether, from a
theoretical point of view, such an method of law-making can be of relevance
to the legislative reform process in Central and Eastern Europe. The
sources referred 1o in answering this question were found at academic
institutions in various countries and largely available in English or German.
The subsequently developed theoretical framework enabled an examina-
tion of the value of this analytical method. The methodology applied
included a comparison of existing national legal norms and the legislative
activity to the circular notion on health (care) law-making. The outcomes,
both the contentand the process, enabled the verification of the relevance
of the underlying theoredcal notion on law-making in the selected legal
orders. Finally, by applying this analytical method to the transposition of
EClaw, the rationality of the theoretical approach is argued in terms of the
law-approximation process. Relevant legal sources discussed include, inter
alia, natonal legisladon (Acts of Parliament), internatonal treaties and
covenants, legal principles, and relevant court rulings. In addition, various
policy documents from the Ministries of Health and other health care
institutions were examined to identify and discuss major legislative reforms
issues. It is recognised that the scarce availability of translated legal
materials presented major limitadons. In order to compensate for this
deficiency and increase the accuracy of the information gathered, several
interviews were conducted. Those interviewed included university
colleagues, key figures at the legislative and policy departments at the
Ministries of Health, staff members of social health insurance funds and
health professional organisations, and the judiciary. They are mentioned
by name in the text, as well as their function at the moment of being
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interviewed. The author feels confident that his examination accurately
presents the main features of health legislation up until 2001. To review
the intermediate outcomes, the findings were presented at (inter) national
seminars and colloquia, and published in several European journals
describing health legislative successes and shortcomings.

Limitations

The analysis of a law-making model has several restricdons. For instance,
it does notinclude the controversial autonomous legislative or law-making
science versus legislative or law-making doctrine. In view of the lack of
consensus, this part of research is restricted to a singular aspect of the law-
making dectrine, the law-making method (* Geselzgebungsmethode™) , reflected
by a simplified model. Nevertheless, in order to define and to position the
object of research, an introductory overview of the starus quo considering
the law-making science will be necessary.

Secondly, the technique of law-making (* Technik der Gesetzgebung™), as
a separate part of the law-making doctrine is not a research issue. This
subject will be strictly interpreted as the systematics and the formulation
of regulation to which proper law-making should answer. As vet, causality
and mutual interference between the technique and the method of law-
making do notseem likely, albeititis not excluded. In case the technique
of law-making seriously influences the scheme or contents of the law-
making method, further examination of this aspect is required.

Thirdly, the research is limnited to the formal legislature in view of the
statute law tradition in Continental Europe, which differs from the Anglo-
Saxon countries. Even there, however, statute law-making gains more
importance. Nevertheless, the influence of case lawin the legislative process
should not be disregarded; as far as possible, this aspect will also be
considered.

Fourthly, as far as the application of the traditional theoretcal methods
of law-making are concemed, the debate is primarily focused on the
absence of the interdisciplinary (economic and public administrative
sciences). In practise, law-making is a complex political process in which
several actors participate and in which several disciplines mutually are
involved. This implies a continuous political “struggle” that occursin a
political arena focused on formulating social problems, legal analysis, and
transformation into legal regulation, realisation and evaluation. However,
in spite of the admirtted importance of an interdisciplinary approach, an
analvtical legal point of view may, to a certain extent, explain the results
of law-making (possible results, (un)known side-effects, the coherency
between several stages of lawmaking, ef cefera.) in order to rationalise the
process of law-making. Although law-making is primarily a legal affair, the
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relevance of related (sub)disciplines has indeed been acknowledged.
Hereafter, political, social and economical influences will be described in
general terms as far as necessary, in order to increase the value of the
method. Obviously, the limited knowledge of non-legal sciences results in
a restricted understanding of the reality of law-making.

A further restriction concerns the selection of four major clusters in
health care legislation, viz, public health, the organisation of health
services, financing, and pauents’ rights since EU accession and the
introduction of market forces in health care particularly affects legislation
in these fields. The emphasis on primary care, decentralising and privatis-
ing health services, the shift from a tax-based health care system towards
a mixture of sources of funding, and the reinforcement of patients’ rights
characterise the main developments in these selected areas. These
developments have appeared in various Central and Eastern European
countries although each country adopted different mechanisms to regulate
the tramsition with subsequent different outcomes. The diversity of
occurring problems resulted in varying agendas of the legal reforms.
Nonetheless, the general topics of legal dilemmas the countries face show
some similanty.

Finally, the country analysis focused on three selected countries, viz,
Hungary, the Czech Republic, and Poland. These countries are “in the first
wave” of accessing to the European Union. Consequently, these candidate
Member States will have to approximarte national legislation to EClaw in
an early stage. Moreover, they appeared to have aleading role in initiating
health care reforms, notably the introduction of 2 more market-based
health care system. The manifested legal problems, while more urgentin
these countries, are nevertheless illustratdve to less developed countriesin
the region.
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CHAPTER 2: A MODEL OF LAW-MAKING

1 INTRODUCTION

In the contemporary legislative-theoretical discourse, the subject of alaw-
making method has been frequenty discussed. A new impulse in this
debate has come from the development of a circular model of law-making,
reflecting the method of law-making.' Such a simplified approach reflects
the discerned elements of the law-making activity by means of a series of
stages (event, analysis, draft, enforcement, evaluation, adaptation, &t cefera).
The consecutive sequence enables an analysis of the legal aspects of each
single stage, whereas the circular approach provides for to medification
of obsolete or ineffective regulation. In view of the classical functional
concept of law-making, the philosophy of applying such a model is to
systematise and rationalise the law-making practise, an activity often
characterised by ambiguous, inconsistent motves and objectives. Generally,
application of such a model, based on a theoreticallyjusdfied analysis, may
increase the understanding of the law-making activity. This assumption of
the law-making process, reflected by a simplified model, and related with
the inherent functional concept of law-making has been criticised both in
legal-theory as well as by related administwrative and public sciences.
The main aspects of this debate concern the analytical rationality-concept
of law-making and the political arena in which the law-making process
occurs. The restrictions of the omnipotentlaw-maker and the fiction of law-
making as a directive insurument to procure social changes, put in
perspective the idea of rationalising the legal decision-making process.
Nonetheless, given these constraints, the assumption of a law-making
method, reflected by a leg"ai-theorenica} model could, to a certain extent,
be useful te enhance legal decision-making.

The relevance of referring the legal-theoretical debate of a law-making
model concerns the imporance to the Central and Eastern European law-
making reforms. As is well known, most Central and Eastern European
countries, as well as newly emerged Balic states, are reforming their
political, economic and social systems based on a more liberal-oriented
concept of a (social) market economy. Legislation has been an indispens-
able instrumentin initating and reguladng these reforms. Simultaneously,
the comprehensive reforms also affect the legisladve system, as well as the
legislative or law-making practise. With the renewed interest in concepts

Peter Noll Gesezgebungsiehre, Hamburg, 1973.
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such as the rule of low, constitudonal democracy, and deregulation of
legislation has emerged a strong aversion to the “socialist” law-making
tradition.”

Previous experiences in restructuring social relations by means of
“shock-therapy” have caused economic depression and hardship.” There-
fore, as far as law-making is concermned, a gradual approach of introducing
reforms seems socially and politically more desirable and acceptable. In
the perspective of directing a gradual transition process by means of
legislation, (the possibility of) “xeroxing” foreign legisiation has been
exchanged for developing “home-made” legislation, adjusted to the specific
circumstances and possibilities. It is questionable to what extent such an
approach can be realised by means of a radonal law-making model and
within the framework of a previously determined legislative strategy. If that
is the case, law-making activity may occur according to a rather radonal
accountable method, whereas the systematic approach of law-making could
enable the legislature to anticipate future changes, instead of constantly
being confronted with ad hocquestions. In view of the scope and complexity
of reformsin Central and Eastern European countries, this is of paramount
anortance.

Recent understanding from both the legal and public sciences
emphasises the non-legal aspects of law-making, notably political motves.
Rationalisation of legislation in a Central and Eastern European setting
should therefore take into consideraton these non-legal aspects. In these
countries, the fragile basis of newly constitutional democracies interferes
with the rationalisation process of legislation. FFor instance, constitudonal
conflicts between legislative and executve powers, combined with a hostile
political competition with opposition parties complicate consensual
solutions. Decisions of this type largely characterise the legal decision-
making process. In order to develop a model of law-making that is
applicable in the “Eastern European” settng, non-legal aspects may
necessitate modifying contemporary theories on law-making. Nonetheless,
this study is primarily focused on legal aspects of a law-making model.

The assumption of 2 non-strictly legal circular concept of law-making
has been developed in the German legal literature. A main representative
of this tradidon was the Swiss legal scholar Peter Noll, who started a
discussion on the “dynamic” concept of rational law-making. In view of this
assumption, law-making activity can be presented as a COntinuous process

In fact. a single “socialistapproach” of law-making does not exist; law-making in the former
Eastern bloc differs. as it must. 1o Western Europe where, for instance Roman law and
Commeon law tradidons resulted in varicus differentatons in Iaw-making.

8. Frankowski and P.B. Stephan. Legal reforms in postcommunist Europe: the view from
within. Martinus Njhoff, Dordrecht 1995: 2,
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of modifying morms, initiated by changed circumstances and taking into
account non-legal aspects of the law-making environment that are relevant
to the outcome. In the Central and Eastern European legal doctrine the
Polish scholar Jerzy Wroblewski elaborated a more or less similar method-
ological concept of law-making, although both approaches differ substan-
dally. More recently, the legal-theoretical notion of a regulative period of
law-making has been adhered by, inter alia, Eijlander and Winter.”
Analysis of both law-making concepts, combined with more recent
studies increase the understanding on this subject and may confirm the
validity of a tentative legal-theoretical model of law-making that is feasible
in the Central and Eastern European setting. The ultimate relevance of
such a model concerns its relation with health care law-making and will be
discussed extensively in the following chapters. But first, to positon the
object of research, this chapter will begin with a brief overview of several
legal-theoretical aspects of both the law-making docirine, which is defined
as the science, and studying the law-making practise (section 2.2). Secondly,
amore extensive discussion has been included on the characteristics of the
law-making method that constitutes a part of the Jaw-making doctrine
(section 2.3). Accordingly, this secdon will focus on the methodologies
formulated by Peter Noll and Jerzy Wroblewski. Both legal theorists had
a major impact on the rationality discussion on law-making. Although it
isnotintended to provide a duplication of the legislative theories, suchan
exposition is, however, necessary to understand the subsequent discussion
on the assumptions and content of a law-making method (secdon 2.4—2.6}.

2. LEGAL-THEORETICAL BACKGROUNDS:
CHARACTERISTICS OF THE LAW-MAKING DOCTRINE

The contemporary law-making practise is characterised by an increased
volume and extended complexity of legislation. This tendency has been
observed in most European legal systems, started after World War Two.*

Jerzy Wréblewskd, Einfihrung in die Gesetzgebungstheerie, Wien 1934,

Ph. Ejjlander. De wetstellen. Beschouwingen over onderwerpen van wetgeving (To posidon
the law). W.EJ. Tjeenk Willink Zwolle 1993: H.B. Winter. Evaluade in het wetgevingsforum.
Een onderzoek naar de relatie tussen evaluatie en kwaliteitvan wetgeving {Evaluation in the
legislative forum). Kluwer, Deventer 1996.

T. Ohlinger. Methodik der Gesetzgebung: Legistische Richtlinien in Theorie und Praxis.
Springer Verlag, Wien 1982: 21-2; J. Wréblewski, Einfithrung in dic Geserzgebungstheornie.
Wien 1984: 35: P, Noll. Gesetzgebungsichre. Hamburg 1973: 9: W. Schreckenberger, Rrise
der Gesezgebung? in: Geserzgebungslehre: Grundlagen-Zupinge-Anwendung. Kohlhammer
Studienbiicher. Rechtswissenschaft, Smngart 1986: 21-37; U. Karpen. Gesetzgebungs-,
Verwaltungs-, und Rechtssprechungslehre. Beitrdge zur Entwicklung einer Regelungstheorie.
Baden Baden: Nomos Verlag 1989: 13-14; H. Schaffer. A. Racz. Quantitative Analysis of Law:
A comparative eropirical study. Sources of Law in Eastern and Western Europe. Akadémiai
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The shift towards a “socialist” or a “welfare state” imposed intensive
government involvement, notably through legislation. Simultaneously,
socialisation of human relations and technological innovations also
contributed to the continuocusly changing flood of (complex) legislation.
In the legaltheoretical literature, the increased size and complexity of law-
making have been debated for several decades.” The growing academic
interest concerns law-making activity; an activity, historicaily characterised
as a professional skill, learned by practise without a scientific setdng. The
Swiss legal scholar, Peter Noll gave new impulse to the legal discourse about
the necessity of an autonomous law-making discipline, called the legislative
or law-making doctrine (% Gesetzgebungslehre”) . With the rationalisation of
the law-making actvity as his leading motive, Noll described the law-making
doctrme as “eme Lehre, und nicht als Kunst, die Form und Inhalt der
Rechtsnormen mit dem Ziel untersucht, Kriterien, Richtlinien und Anleitungen zur
rationalen Normgebung und Normgestaltung zu erarbeiten’ an”’ Whereas the
object of research has been defined by wo questions:

— “how should the law optimally be formed as regards to its contents”, and

— “how, or by what means, can legislative norms influence social situations in an
intended direction™*

Such a description of the object of research and its objectives,
emphasises the normative-funcdonal character of the law-making doctrine.
Nonetheless, the functional aspect dominates in Noll’s approach. In view
of Noll’s rationality concept of law-making this should come as no surprise.

Kiadé. Budapest 1990 Z. Péteri. Anmerkungen rur parlamentarischen Gesetzgebung in
Ungarn in: Gesezgebungsverfabren und Geseuzgebungsqualitiz, H, Schaffer {ed.) Manz,
Vienna 1992: 26-30: K. Kulcsdr. Modernization and Law. Budapest 1992: 196, 198-99; P.
Sarnecki. Geserzgebungsqualitit und Geserzgebungsverfahren in Polen in: Gesetzgebungsver-
fahren und Gesetzgebungsqualitit o.c.: 37-40: H. Szurgacz. Entwicklungen im Polnischen
Sozialrecht unter besonderer Beracksichdgung der Krankenversicherung und der Sozialhilfe
in: Rechisberamung und Verwaltingsférderung in Mittel- und Osteuropa: Vortrige und
Diskussionen im Zweiten Werkstattsgesprach zur Verwaltungs férderung der Hochschule
fir Verwaltungswissenschaften Spever, Munchen 1994: 1745

Quoted by Nell, In the legal history, Savigny alrcady noted the implications of extensive
codification of legal positivism. C.F.von Savigny. Vom Beruf unserer Zeit far Gesezgebung
und Rechtswissenschaft. Heidelberg 1814

P. Noll. Gesetzgebungslehre, Hamburg 1673,

“ Noll ¢.¢.: 15.

“Wie sollie Recht inhallich optimal gestltet werden”™, o.¢c: 25 and “wie konnen mit
gesetzlichen Normen sociale Zustinde in einem erwlinschien Sinne beeinflubtwerden™ o.c.:
63.
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2.1 Rationality of law-making

The rationality concept of law-making describes Noll as one of the leading
principles of “Rechisstaatliche™ democracy.” According to democratic
norms, with the public as the ultimate legislator, the content and the
realisation of laws have to be generally accessible, generallyunderstandable
and rationally controllable; implying a rational aspect of axiology. Postu-
lated as a scientific resolvable activity, “hat es [the law-making doctrine] die
Aufgabe, die Gesetzgebungspraxis zu beralen”™. Ergo, the law-making doctrine
issummarised asa “wissenschaftlich fundierte Handlungsanleitung xur rationalen
Gesetzgebung™."* Ruiter adheres to the analytical character of such a doctrine
as “a coherent and rational law-making concept, based on reflection and
as an abstraction of practical knowledge, with the uldmate objectve to
improve the law-making practse.”

In sum, the rationality concept of law-making is characterised as a
“scientifically-determined” activity, implving both an educational aspect
(obtaining knowledge) and an analytical element (generalising and
applving this obtained knowledge in comparable circumstances}, legit-
mised by its inherent democratic character.

2.2 The normative and functional aspects of law-making

The notion of law includes two dimensions, viz, the instrumental and
normative dimension. Despite the predominant role of the instrumental-
functonal perception (“Machttechnologie”), Noll's assumption of law-making
also contains a normatve (axiological) element: a consideration of
interests, 1.e. an evaluation of priorides (“Machtkritik”™). Noll’s argumenta-
tion is that the selection and definition of a social problem to which law-
making assists, itself includes a normative element. The premise of a

O.c.. 15. The German concept “Rechtssiaat ™ can be compared to the Anglo-Saxon rule of law
principle although they are not identical (infre note 94). Generally, the “Rechisstaat” is
deseribed as: the government, subject to the law. and able to exercise its power only in
accordance with general laws, and the intervention with liberty and property must be
predictble and verifiable.

According to Krems, Noll did not succeed in such a "Handlungsanleitung™. Noll failed to
address the actors and specific situations to which he referred. Nonetheless, his law-making
doctrine should be understood as: “a useful collection of data and preliminary studies, related
to this theme™ B. Krems. Grundiragen der Gesetzgebungslehre. Duncker und Humblot Berlin
1979 2931,

D.W.P. Ruiter. Wetgruingswetenschap of wetgevingsieer (law-making science or doctrine) in:
Nederlands furisienbled (NJB) 1988: 978-9. However, Ruiter’s (strictlylegal or “static™) concept
of a law-making doctrine differs from Noll's process approach which is not primarily legal
{or “dynamic” law-making. discussed in section 2.2.2(c). With regards to rationality, Ruiter
subscribes the aspect of (scientfic) controllability and systematization. Bestuursrechtelijke
wetgevingsleer (Administrative legislative science) Assen Van Goreum, 1987: 38
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normative question { “wertfrage des richtigen Recht”) is also the result of the
interpretation of the concept oilaw, the result of a critical reflecticn above
power.'

Nevertheless, the functional perception of law-making evokes several
questions, forinstance, {2} the aspect of identification of the norm subject
(“Normadressat”) of the law-making doctrine, to whom the law-making
doctrine isaddressed; (b), if there are several norm subjects, to what extent
is it applicable to all the actors; and (¢), the premise of rationality of law-
making.”” Questions, caused not only by vagueness in defining the law-
making cencept but also by the abstraction of certain politcal realities. A
further analysis of these aspects is necessary before commenting upon
Noll’s theory.

a. Norm subject

In general, the norm subject of the law-making doctrine is defined as the
legistature. According to the “Model der indivaduellen vollbewusten
Handlung”, Noll describes the law-making activity as a consideration of the
emulated objectives of legislation by the legislator; once chosen an
objective, the legisiator searches for an appropriate means and finally
chooses the most optimal option, with a minimum of negative side-effects.”®
Obviously, this assumption of decision-making as an individual, fully
informed and rational activity is hardly likely in law-making practise. For
instance, the ficdon of an individual legislator is rather a complex
composition of several acting actors (parliament, government, ¢f celera),
each emulating its own objectives. Given the varying perspectives, their
objectives of law-making may alsc differ or might even conflict. Noll
describes the law-maker as a multiform composition and law-making as a
social process, a procedure characterised by the separation of powers
influenced by various actors with formal and informal competencies.'”

With its constrains, this concept of “indivuduellen vollbewusten
Handlung is restricted to a metaphorical use of the structure of the law-
making activity. Despite this restriction, which has been confirmed by Noll,
he presumes the legislator as an individual actor, without drawing
conclusions to the structure of the law-making model.

Inview of the fiction of a monolithic legislator, the subsequent question
raised is how to define the law-maker? Noll refers to the formal legislator
as norm subject of the law-making doctrine, as “digienigen Instanzen, ohne

Y Noll o.c.: 63.

1 Krems. o.c.: 29-30.
N Noll g.e 72

L W
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deren ausdriicklichen oder stillschweigende Zustimmung ein rechilicher Erlass heine

Jormelle Geltung erlangt™."” The implicit consent discerns the informal law-
maker from the formal legislator. Krems criticised this suict formal
interpretation. He claimed that “all the personsinfluencing the Jaw-making
procedure, forced to take into account the common interest”, may be
defined as the law-maker.”” Different from Noll, this descripton of the
norm subject is not restricted to the formal law-maker and more realistic.
Since most bills are inidated and drafted by the national government or
ministries, iniative draft laws by members of parliament are rare.” As a
consequence, civil servants, elaborating legal drafts at the ministry, have
aconsiderable influence on the law-making process. Private interest groups
are excluded as norm subject, since their interest cannot be considered
as common interest. Nevertheless, itcannotbe denied that private interests
(e.g., the pharmaceutical industry, professional organisations, labour
unions) are influential lobbvists in order to convince policy-makers. The
law-making practse cannot exclude this realiry.

The diversity of norm subjects, and the magnitude of (in)formal
legislators, each with their differing interests, under different circum-
stances, must have consequences for law-making doctrine and thus for the
method of law-making. Therefore, Krems differentates norm subjects
according to their role and functon in the law-making procedure.” The
necessity of this differentiation between norm subjects has been questioned

" O 4

" Krems o.c: 43.

U. Rosenthal, M.P.C.M. van Schendeien. A.B. Ringeling. Openbaar Bestwur: organisatie,
politicke omgeving en beleid (Public Administration: organisation, political environmens
and policy). Samsom Tjeenk Willink 1987: 239-40. At least, this has been observed in the
Netherlands, Similar experiences in other Western European countries have not been
confirmed, although there is no reason to believe that the situation in other countrieswould
be any different. As far as Central and Eastern Europe is concemed, since the recent reforms
started in the late eighties, there is no clear picnure of current practise. In at leastin three
couniries the incidental character of parliamentary law-making has been confirmed, wiz,
Hungary, the Czech Republicand Poland. Péteri (Hungary). Samecki (Poland). supranote
6 and J. Reschovd and J. Syllova (Czech Republic). The Legislature of the Czech Republic
in: The New Parliaments of Central and Eastern Europe. D.M. Olson and P. Norton {eds)
Frank Cass London 1996: 96. Also, SIGMA Support for Improvement in Governance and
Management in Central and Eastern European Countries: Czech Republic, p.7. During the
first democratically elected government period the percentage of initiated draft laws and
resolutions by the government was respectively 63 percent, 22 percent initiared by individual
members and 15 percent by Committees. L. Soltész. The Committee Systern of the National
Assembly Functioning of the Commirtees and their Role in Legislation (1990-1994) in:
Hatékonysigi Qsszetevdk a Parlament Munkdban. Center for Public Affairs Studies. Budapest
1994: 144, In an interesting artcle Liszlé Kiss confirmed the dominant role and dberpolin-
siertheit’ of the executve power in drafting law-rnaking in Hungary. L. Kiss. Einige Fragen
der Rechtsstaadichkeir und der Gesewzgebung in Ungam. Osteuroparecht 1990, Iss. 1: 12-22.
® Krems o.c.: 29-30.
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by Van der Velden: He poses that at best an actor-specific model could
function asan additional, instead than an alternative, model to the general
method of law-making. ™

b. Degree of influence

In view of the tenability of a general model, although complied with an
addidonal actor-specific model as suggested by Van der Velden, the
question of the degree of influence, cannot be answered. Even Krems’
assumption of a differentiated actor-model cannot clarify this aspect. Itis
likely that ne model of law-making is able to specify the degree of applica-
bility to different actors.

c. Notion of rationality

Given the assumption of a multform legislator, does this affect the notion
of rational law-making, and if so, to what extent? The ratonality concept
was characterised as a central theme of post-World War Two Jaw-making
theory. Recent understanding, mainly originated from the public and
political sciences, has criticised that concept. The general criticism is the
relative significance of the analytical concept to law-making; an assumption,
explicable from a rather limited functional point of view.”

Apart from the legalfunctional notion of law-making, law-making also
has important normative and political functions that affect the notion of
Iaw-making. Nollkaemperis one of the recent theorists who has subscribed
to the limitations of a strictlegal approach.™ He alleges that the assumption
of law-making as a rational and controilable process, limits the feasibility
of a distracted law-making method. Rational law-making is more a legal
fiction, than a political reality. Nevertheless, the endeavour of a certain
degree of rationalisation and controllability of the law-making process is
legitmated, although it has its restrictions.™

W.G.van der Velden. De ontwikkeling van de wetgevingswetenschap. een rechtstheoretisch
onderzoek (The development of the science of legislation: A legal theoretical inquiry).
Koninklijke Vermande, Lelystad 1988: 219.

Cf. e.g. HLA. Simon. Administratve behaviour. New York, 1965. D. Braybrooke and C.E.
Lindblom. A strategy of decision: Policy Evaluation as a Social Process. NewYork, 1963: 66-9.
Lindblom CE. The science of muddling through in: Publ Adm. Review 1959:1%: 79-88.
Lindblom CE. 5tll muddling. not yet through in: Publ. Adm. Reviey 1979:517-26. Etrdoni, A
Mixed scanning. A “third™ approach in decision-making. Publ. Adm. Review1967:27: 385-397.
P.A. Nollkaemper. De grenzen van een juridische wetgevingsleer (the limitations of a legal
law-making doctrine} in: NjB 1988:8:27: 966-70. His appeal to put into perspective the
rationality concept is based on the political perspective of law-making, ¢ A. Gorlitz. Die
poliusche Funkdonen des Rechtes Wiesbaden. 1976 and Krems e.c. 1979,

¥ 0.6:968,

22 Intersenta



Chapter 2: A model of law-making

Theinherent political characteris expressed by the balances of powerand
the influence of actors in the law-making process, which necessitates to
compromise on results and can interfere with the analytical notion of law-
making. In order to ameliorate this situation, the rationality concept was
introduced. However, the subsistent political character determines the
extent in which the process can be controllable.® Review of (parts of) the
law-making process is a relative data, the extent to which itis possible being
determined by the implications of the political process of law-making.”’

Focused on optimising the quality of legal texts, these implications are, inter

alia:

— drafting a well-defined text might be limited where the politcal
objectives have not vet crystallised, Without clear objectives, to perfect
the reproduction of this content is less relevant:

— unclear editing may be necessary to achieve political consensus. Usually,
vagueness of the textserves the objective of politcal agreement, rather
than legal security;

— besidesits instrumental function, “symboliclegislation” is not primarily
focused on effectuanng legislative rules. Other functions call for other
demands on formulation and content of legislation.™

In view of the diversity of legislators and the inherent political character,

the rationality conceptin legal decision-making has be putinto perspectve.

Generally speaking, statements concerning the extent to which non-

rational, contextually conditioned aspects influence ratonal law-making,

cannot be given. Nonetheless, awareness of and revealing non-egal
functional motives can, to some extent, contribute optimising well-
considered, empirically based decisien-making,

The assumption of the relative significance of rational law-making and the
influence of non-egal aspects in the law-making process is characteristic
of the so<alled “dynamic” or non-exclusive legal approach of law-making.”
In this perspectve, the law-making doctrine is directed towards the entire

* Lc:968.

¥ Le: 968,

O.¢. Gorlitz en Krems. Gorlitz makes the following differentiation of the politeal functions
of law: Stabilisicrung. Konselidierung, Integraton, Neutralisierung, Sozalisation, Reguladon,
Rauenalisierung, Sanktonierung. Legitimienung, Innovation. Reflexivitit, Gorlitz: 60-1354.
Krems: besides 1o optimize rational legislation, a law-making doctrine should 2lso take into
account the political functions: 34-35.

Cf. e.g., Rodig, J. Geserzgebungstheorie als praxisorientierte rechuswissenschaftliche Disziplin
auf rechstheoretscher Grundlage, in: Vorstudien zu eigner Theorie der Gesetzgebung. J.
Rédig. E. Baden, H. Kindermann (eds) Bonn 1975: 11-18: H, Kindermann. Plan und
Methode det Gesezgebungstheorie Rechistheorie, 1978, Heft 2: 229-235.
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process of law-making and contrary to the “static” approach that concerns
a single aspect, the definition of legal documendts.

Generally speaking, the static-approach is limited to a strict legal
approach of law-making, since drafting legislation is primarily a legal affair.
Given the political influence on law-making, the assumpton of a strictlegal
activity is rather questionable.” The “dynamic” approach of law-making
refers to the diverse character of the law-making doctrine, although in the
legal literature, there is no consensus on the origin of approach (mono-,
mult- or interdisciplinary).” In this respect, Noll's interpretation of
interdisciplinary can be described as a non-exclusively legal oriented
discipline, in contrast to traditional legal scholars. The role of other related
sub-disciplines is emphasized by such phrases as:

[...] (the law-making doctrine, AdE) “should define its range and bound-
aries of competencies principally and systematcally in order to facilitate
the expertise of related sciences™,” and [...] “the development and
elaboration of a general method of law-making (as part of law-making
docurine) isamatter of legal science, without conflicting with the interdisci-
plinary approach”.” According to Noll, the integrated approach of law-
making does not contradict the primary legal origin. To iilustrate this, he
uses the analogy with medicine. In medical science, instead of debating
their various type of knowledge, the contribution of various sub-medical
disciplines is taken into account to reach the right diagnosis and
treatment.” Analogous to law-making, the complexity and size of issues
subjected to law-making, necessitates the legal sciences to co-operate with
related sub-disciplines. “Without discussing the origin (discipline) of
knowledge, it will be used if the knowledge is suitable for justifying
recommendations about the law-making practise”, and "coherence between
the results of the involved disciplines is already sufficient”.”” Nonetheless,

¥ Nolikaemper o.c.: 967-8.

Therefore, the author refers to legal theorists such as Kindermann, 1978: 230, Krems 1979,
Rédig 19756: 11-18: W. Maihofer. “Gesetzgebungswissenschaft” in: Gesetzgebung: kritsche
Uberlegungen zur Gesetzgebungslehre und zur Gesetzgebungstechnik. G. Winkler. B.
Schilcher (eds) Springer Verlag 1981: 12, 18. 33: W. Hugger. Gesetze. ihre Vorbereitung,
Abfassungund Prifung: ein Handbuch fuer Praxisund Studium. Baden-Baden. Nomos 1983:
32: Van der Velden 1989: 78. Since this debate refers to the legal-theoretical discussion of
the law-making doctrine as an autonemous science, this aspect is ouside the scope of this
research.

® Noll o.c.: 69.

0.2 71.

O.c: 66 the debate bemween empirical-analytical (therapy) versus normative science
(diagnosis).

¥ Ruiter o.¢: 38-39.
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legal science willi have a co-ordinating task, without questioning the
parataxis of sub-disciplines.*

In sum, the law-making doctrine can be characterised as a scientifically
reflected activity, focusing on the law-making practise without denying
certain aspects of wadition, intuition and individual talent,” whereas the
law-making concept may be interpreted as a desirable rational and
controllable activity, represented by a dynamic process. The phrase
“desirable” refers to the intention of full rationality, which is rather
unlikely.” In order to develop optimal legislation, the awareness of the
inherently political background of Jaw-making should be included as far
as necessary and possible. Nonetheless, any unforeseeable circumstances
which influence the law-making process puts this rationality into perspec-
ave.

3 METHODS OF LAW-MAKING

Inview ofits restrictions, the radonality-concept of law-making enables one
to reflect on law-making actvity through the various stages of law-making.
It concerns the method of law-making, as an element of law-making
doctrine. Generally speaking, the Jaw-making doctrine can be divided into
three elements, a. the method, b. the technique of law-making, and c., the
procedure of law-making. Whereas the technique of law-making is primarily
concerned with the formulation of alegal document, the procedure of law-
making includes the formal {constitutional) process of law-making.

Within the framework of this research, normatve statements on the
content of law-making activity and thus law-making method is the object
of research. Given the circularapproach of law-making, reflected by the
various stages, a review of this legal process could result in normative
conclusions on the rationality, effecuveness and (internal and external)
coherence of the final legal text. Such conclusions may necessitate adapting
a legal document. Moreover, such an instrument could also have conse-
quences for law-making policy, since law-making policy and law-making are
mutually related (see chapter four).

In Continental law-making theory, both Noll and Wroblewski elaborated
amethod of law-making in order to describe and analyse the development

Afrapment of that debate concerns Noll's definition of interdisciplinarity. Krems especially
reproaches Noll inconsistency by describing law-making uitimarely as a legal discipline despite
his inter-disciplinary argument, Noll o.c.: 9, 53, 64, 7072 (as quoted by Ruiter). Though
Krems seems to be right about the interpretation of a primary legal activity, Ruiter assumes
thar Noll's inconsistency is not determined in advance and refers to the mentoned analogy
(Ruiter o.¢.: 39).

¥ Ruiter 1987 o.c: 43.

*  Karpen o.c.: 50.

Intersentia

S
Ln



Health Care Law-making in Central and Eastern Europe

of legal documents and deduce normative conclusions. In this research
setting, method has been defined as: “a collection of well-ordered and
specified activities and possibly other instruments, in order to achieve a
particular aim or aims, in a particular field and under particular condi-
dons™.” In terms of law-making, the aim or objective of the method is to
rationalise the law-making process. A model can reflect the law-making
method, defined as “a system of elements and relations between those
elements, which resembles as much as possible the system of whichitisa
model; simplified and therefore easier to handie™.*® A model as an
instrument to help us understand reality. In view of its descriptive funcdon,
a model should, in a non-complex way, describe reality. Therefore, such
a model should contain the relevant elements {(i.e. the stages of law-
making) and their mutual relations. The correlation is reflected by the
consecutive stages of the law-making process. Related to its descriptive
character, a model has also a predictive function. In this case, based on a
model of law-making, it should (as far as) possibie predict and direct the
law-making process. This assumption on the predictive and directive
funcdon oflaw-making by means of a theoretical model has been discussed
in the legal-theoretical literature. Hereafter, two prominent theories will
be discussed.

3.1 Noil's method of law-making

In “Gesetzgebungslehre”™ Noll gave a new impulse to the European
Continental debate on law-making theory. The method he described of
law-making can be characterised by the circularapproach of the lJaw-making
process. Reflected by a model that includes various stages, the main
consequence of his theory was the dynamic and not primarily legal
approach of the law-making activity.” The analytically elaborated model
canfunction asan attempt to optimise rational lJaw-making. Noll’s method
of law-making includes the following elements, which will be discussed
successively:**

— Problem impuise (*Problemimpulse”)

— Problem definition (*Problemdefinition™)

- Definiton of concept objectives (" Entwurf von Zielvorstellungen™)

— Data analysis (“Tatsachenanalyse”

# Van der Velden o.c.: 192.

P.G. Swanborn. Methoden van sociaal-wetenschappelijk onderzoek; inleiding in ontwerp-
strategieén (Methods of socialscientfic research). Boors. Meppel 1984: 159.

The stages of law-making do notinclude an unconditionally linear progress. On the contrary.
the iterative character is rather a theoretical construction than a reality.

Noll discerns the stages without explicitly defining the law-making concept.
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— Actual and normatve relations (“Fakiische unf Normative Bindungen der
Gesetzgebung’)

— Plan of Alternatives (“Entwurf von Alternativen™)

— Cridcism (*Kritik der Entwiirfe”)

— Control (*Nachkontrolle”)

- Adjustment ("Korrektur™)

Stage 1: Problem impulse

Originally, the reconstruction of the elements of law-making was based on
the theory of the individual final actvity (“das individuelle finale Handeln”)
the legislature considers emulated objectives, selects an objective, searches
forappropriate means in order to accomplish the objective and selects the
optimal means able to attain the objective with the least possible negative
effects. Noll admits this model of an individual, omniscient, and omnipo-
tentactor is not realistic in the law-making concept.” The legislator is not
identical with one actor; it is a multiform creation and law-making itself
is a social process; an activity, based on the separation of powers, partici-
pated by various actors with different opinions and different (in)formal
competencies. The assumption of “das individuelle finale Handeln™ can
only be maintained metaphorically.™ The consequence to the law-making
structure is to substrute the individual motive for problem impulse, defined
by Noll as: “all those reasons, that induce legislative authorities to a
normative activity”.” The distinction between origin, contentand the effect
of problemimpulse is practically untenable. Generally speaking, the pre-
stage of problem impulse will be erected by the resemblance of a collective
conscicusness, abstracted from individual insights. In a democratic society,
the danger of a problem impulse, started by individual interests has litde
chance unless it is broadly based. Nevertheless, the influence of media in
initiating impulses should notbe underesumated. The monopoly position
of a governmentcontrolied media in mostformerless developed countries
strengthen the role of government in this stage.

The exposure to external problem impulses places the legislator in a
dilermnma: Jaw-making meantas an active, conscious, and legitimacy-oriented
guiding of society and its developments; legislation is simultaneously a
product of social institutions.* This mutual influence seems an unsolvable
contradiction. Given the exposure to external problem impulses, the extent
of influence is not clear. It is obvious that certain problem impulses have

w O.c: 72,
H L 72
s O.¢: 73,
u O.c: T4
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been prioritised in the law-making process as a result of intensive lobbying
of sodial or private interest groups (trade unions, patients, physician
assoclations, industry, e celera).

An instrument that to a certain extent prioritses law-making more
objectively are government statements or party programnmes. However,
these programmes have a rather declamatory character and have no direct
and verifiable influence on daily law-making practise.”

In order to create a more transparent law-making process, in which
problem impulses are indeed social priorities, Noll suggests an important
firststep is to reveal and formulate problem impulses, which will open the
order to ranking discussion. As a result, problem bmpulses are less subject
of unverifiable democratic powers.™ The simple statement of defining the
problem seexms to be a rather easy solution; without further consequences,
it is doubtful if it will increase transparency in prioritising problem
impulses. Revealing and defining all the problem impulses implies the
assumption of the omniscient government; in fact, thisis often not the case.

Generally speaking, the ranking of problemimpulses should be related
to the contents; urgent and/or socially unacceptable siuations should be
prevented or solved, if necessary, through regulation. Legal science, and
therefore law-making, is pre-eminently a normative science. Legislative
normatve values are based on social interests or ideology. For the law-
making practise, these values are iraportant, but more or less considered
as data.

According to Noll, law-making can be generally considered as an
“experiment”; a modification of current values instead of developing a
complete new concept. The Consttution, Civil law, Penal laware examples
of such existing value systems,” used as impetus of legal changes. As a
consequence, the problem impulse is often determined by previous legal
institutions. Instead of opting for non-regulatve alternatives, the regulative
(legal) conceptis almost automatically chosen for problem-solving, where
non-legal solutions are to be preferred (prevention and information versus
enforced commitments, unemploymentcontrol versus penal law, ef cetera).

Stage 2: Problem definition

Functioning as amethodical point of reference to problem-solving, a survey
of presentproblems is necessary before possibie solution (s) can be handed
over. Such a problem-definition includes, from a legislative perspective,
both a normative and an analytical component. To define a situation or
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activity as unsatisfactory assumes a normative judgement, whereas the
analytical aspect concerns an empirical description of the character and
extent of the problem-object.” A frequent difficulty is that a problem-
analysis that does not contain the essence of the problem; limited research
or problem-analysis exclusively focused on judicial aspects could narrow
the discussion, miss real causes and therefore create a doubtful solution.
Although not always the case, in complex and farreaching issues, a
thoroughly diverse analysis of the situation is necessary in revealing
normanve motves and the essence of the problem.

Stage 3: Definition of concept objectives

The next stage after analysis of an imperfect situation is to draft the
objective(s) for solving the problem. However, in the law-making practise
the (uldmate) objective of drafting legislation is not always clear. The
possibility of adjustment of the objective during the law-making process
is quite likely since prospects of the attained potental objectve are limited.
Besides, interim {and unforeseen) developments also require adaptation
of the previous objective.

Instead of one objective, 2 number of objectives or several additonal
objectives is more probable. These objectives might interfere with each
other and affect the implementaton of the legal document(s). As a
consequence, adjustment of the objectives and/ or legal documents is again
necessary.

Noll indicates another reason why the “definition of objectives” needs
further attention. The normative aspect of law-making practise influences
the problem impulse, the definition of the problem and therefore the
definition of the objective in order to solve the problem.” For thatreason,
definition of the objective is rather relative. More importantis the lack of
a precise idea for formulating the objective; unforeseen circumstances or
social tendencies could result in rashly and vaguely defined objectives on
the basis of which measures will be taken. By putting into perspective the
possibility of defining objectives, represented by a “dynamic process” of
constant re-defining objectives, the value of defining objectives is also put
into perspective. For example, the objective of penallawis notto eliminate
crime or 1o effectuate a crime-less society: more realistic is the assignment
of crime-fighting.™

The proposition of law-making as a linear process, ending with a finale
solution for solving a problem can be considered a fiction. Problems

¥ Qe 8L
o O.c 83.
o O.c: 85,
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continuously change in nature and intensity, new developments require
modification of objectives and instruments to realise these objectives.
Nevertheless, to a certain extent the presumption of the linear character
of law-mmaking by means of defining objectves and adequate measures to
soive the problem is indeed feasible. Short-term and rather simple
cbjectves, e.g. the construction of a new school-building or airport, can be
easily realised, without continuous redefining the objective.” However, a
long term objective such as realising access to basic health care services
requires generalisation from concrete cases, constant feedback with newly
evoked problems, objectives, instruments, & cetera. Although a more strict
description of the abstract objective mightbe helpful, certain generalisation
of objectives is (practically and/or politically) inevitable and therefore a
restricted but necessary element in the law-making procedure.

Stage 4: Data analysis

According to Noll, the objective of law-making is to a certain extent not
focused on solving a problem, but more or less focused on reducing the
negative consequences of the arisen sitvation. In the penal context, the
legislator expects and hopes to minimise the negative consequences of
certain type of crime by symptom control.”™ For instance, crime and
unemploymentare to a certain extentinterrelated. Instead of solving social
causes (employment-promoting measures), de-legalising crime is hardly
discussible. However, by penalising norm-violating behaviour, to some
extent the government restricts penal offences, without solving the ultimate
cause. According to Noll to develop such “competitive acts” is to a certain
extent the primary objective of Jaw-making. Legislation can not eliminate
crime, however it can restrict or decrease crime.*

What are the consequences t¢ data analysis? A proper data analysis is
focused on a restricted research object, as defined by the problem
definidon and itshould describe the possible effects of legislative interfer-
ence. According to Noll, data analysis will be more effective, where it
focuses on explaining the mutually corpetitive causes of legislative
interventon and initiated counter-forces.”

Based on data analysis, the subject of research that necessitates
legislation might include social, political, economical and other relevant
aspects. Therefore, the normative consequences of these aspects shouid
be considered in the analysis, as well as the normative implications of

B Les 85,
. O.c.: 88.
» L.c: 88,
® Le:88.
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existing legislation on the research object. Scientific analyses could function
as a useful instrument. However, thorough theoretical research requires
time and the theoretical character of possible results limits their feasible
use in practise.

As a result of the restricted possibilities of data analysis, legal decision-
making contains 2 certain degree of uncertainty. Nevertheless, legal
decision-making is frequently based on insufficiently controlled analysis
considering (un)known effects. Although the results of an elaborated
analysis do not guarantee optimal decisien-making itself, the outcomes
could positively influence the decisionmaking process. The lack of a
detailed data analysis is 2 common issue that concerns various sectors of
decision-making. Illustrative is the legislative approval of highly developed
medical technologies withoutsufficiently examining possible ethical, legal,
and social aspects (artficial inseminaticn, in vitro fertilisation, ef cetera)

In default of proper data analysis about possible future effects, the
danger ofinterest orideology-based decision-makingis notinconceivable.
Improper motives, unverifiable and subjective motives endanger the
transparency and rationality of legal decision-making. Nevertheless, law-
makingis frequendy the consequence of an urgent problem situation that
requires directlegislative interference. In such cases, a thorough scientific
analysis is practically impossible. As a result, ad hoc measures do not show
always show themselves to be qualitatvely thought through. Often, thelack
of a well-considered long-term legislative policy underlies these problems.
The sudden and drastic politico-legal reforms in most of the Central and
Eastern European countries confirm this statement. Rashly considered
concepts of marketeconomy and a reconstitutionalisation are often
characterised by a lack of a2 coherent and long-term strategy, which
accelerated social disintegratdon.”

Stage 5: Actual and normative relations

Here, Noll means the interdependency between legislative norms and
actual developments that is based on the basic notion of the “Natur der
Sachen”. Although actual circumstances or developments have a certain
impacton legislation,™ Noll emphasises the directive functdon of legislation,
without abstracting the established actual structures.” Normative relatons
concern the reladon with existing legal regulation (positivrecht), such as

<

=S

8. Frankowski, P.B. Stephan. Legal reforms in post-communist Europe: The view from within.
Martinus Nijhoff, Dordrecht 1995: 432,

For instance the influence of new medical technologies upon legislation: newly developed
technologies might frustrate health (legislation) pelicy (planning. cost containment, e ceera).
i 0.c:989.
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constitutional and treaty provisions, acts, as well as the judicial rulings. ¥For
this moment, the importance of consistency and harmony within the legal
framework is noticed.

Stage 6: Plan of alternatives

Where parliament is the legislature, various options can be presented to
solve a problem. These options generally mean legislative intervention. In
practise, however, most of the draft texts are prepared at the ministry,
whereas parliament considers the presented option.” In the optimal
decision-making, various (non-)legislative alternatves should be submitted
to be deliberated on by parliament. Obvicusly, the occurrence of alterna-
tives does not automatically guarantee the strengthening of the quality of
the final decision, butitwould improve the quality of the decision-making
process. Consideration of several (legal) options, necessitate reflecting on
the original objectives in order to review the means proposed. Noll
emphasises the legislative alternatives, although non-legislative consider-
ations such as self-regulation, or subsidies could to a degree also be a
possible opton. This concerns the discussion of legislation wvis-g-vis other
types of regulation.

Stage 7: Comment on the drafis

Nollidentifies the empirical and normatve perspective when commenting
onsuggested (legislative) drafts.”' The empirical observation concerns the
question of possible effects (if the underlying and predicted facts have been
realised), whereas the normatve aspect concerns avalue judgement of the
suggested relation objective-legislative instrument.

Possible instruments to carry out an actual analysis of proposed data are
“Simulation” and “Planspiel”.*” These quanttative analyses are derived from
the science of economics; both instruments are prognostic devices based
on’ the interpretation of empirical data, in order to deduce future
tendencies of economical developments. Similar application in the law-
making setting, could foresee future (side-) effects of legislative measures.
Although it is emphasized that prognosis is characterised by a degree of
uncertainty. One of the factors that offers a perspective on the function
of prognosis is the rash introduction of various alternatives. A sufficient

% 0.1 107,

f 0.0 120,

Both techniques are characterized by a model-approach of a socdial problem. Simuladon is
a model of reality, “ein Ersatz fur das Realexperiment”, whereas in “Planspiel” the most
extreme scenarios are tested (“Labor auf die Bihne™) g.c.; 120-4.
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prognosis of different types is therefore hardly possible and, besides,
shifting social situations complicate its predictive capacities.

The normative aspect concerns a qualitative review of different
alternatives, from a normative perspective. Itis generally understood that
a comparison of objectives of several options is hardly possible. The
political setting of law-making affects the choice of certain preferences.
Since political (shortterm) objectives do not necessarily correspond with
the (scientfic) optimal preference. the quality of the outcome is question-
able. Besides, phenomena such as a lack of (financial} means and human
capacities restrict alternatives, necessitate the balance of normative
priorites (“Kollisionen zwischen Werten”).>

Stage 8: Control

The queston of effectiveness refers to what extent norm subjects comply
with or are applicable to the legal norm (“faktische Wirksamkeit”). Norm-
conforming behaviour is strongly related to the type of offence (in penal
and administrative law), the risk of being caught and consequences (in
civil, disciplinary law). Depending on these circumstances, norm confor-
mity is predominantly a balance of interests.

Apart from the “faktische Wirksamkeit”, Noli discerns the “soziale
Wirksamkeit”. This “social effectiveness”, primarily expresses a normatve
Judgement on the appropriateness of achieving the law-making objectives
from the perspective of the legislator,”’ which refers to the side-effects of
implementng a legal norm. Serious unintentional and undesirable side-
effects threaten the “soziale Wirksamkeit™; examples of social ineffectiveness
are where the norm does notachieve its originaily objective since itappears
o be incapable of bringing about a certain situation; conflicting effects of
stimulating and preventive sanctions; harmful consequencesin othersocial
reladons, and fourth, acts which lack an actual function, such as svmbolic
acts.” Symbolic regulation is socially ineffective, since the principal
intended objecuve of the legislater (the enactment of a general norm)
differs from the possible acrual effects (realisation and application of the
general norm}. Nonetheless, symbolic acts have a (political) functdon. Its
compromising character indicates varying political convictions. A vague
definition enables a multi-interpretable act and therefore consensus on
a controversial subject.

B Q. 187,
'” O.c.: 156.
@ 0.¢.: 166-7.
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Stage 9: Correction

In view of the fact that a perfect law does not exist, continuous adjustment
or adjusting legislation will be necessary. Historically, diverse actors, viz,
politcians, scientists have initiated the reaction of the legislator to those
defects, the judiciary, interest-groups, et cetera, In spite of thissituation, Noll
urges the necessity of amore permanent review of current and future legal
documents, initiated by the legislator itself. A systematised, structural
surveillance of the use and effects of legislation, related to afeedback from
a central institution preparing legal drafts would increase the quality and
effectiveness of legislation. Even more important, such an approach could
mean a substantial decrease of the large volume of modifications
(*Anderungs-gesetz¢")® which, when frequently accumulated modifications,
could ultimately jeopardise legal security.

The aspect of review mentioned above, and the subsequent amendment
of possible defects, would ultdmately result in less changed, durable acts.
Since this kind of review is not restricted to the final stage of the law-making
process, but occurs continuously, the noton of a well-considered, more
rational and consequent decision-making would be more plausible.

In conclusion, Noll's methodological approach discernes several stages of
law-making activity. The infinite “experimental” approach implies a
continuous, circular notion of law-making. Moreover, the analvtical
approach of the described stages enables a more rational review of {not
primarily) legal arguments.

Since Noll’s law-making method is based on a more “Western”, notably
German oriented legal tradition, itis questionable whether this approach
isapplicable to an “"Eastern” European setting. In order to verify this thesis,
Noll’s approach will be compared with the law-making method of a
prominent Polish scholar Jerzy Wréblewski, who confirmed the theoretical
methodological approach of law-making by means of amodel. Asaleading
representative of the Eastern European periphery, his theory isillustrative
to a degree of current thinking. Grosso modo, he recognises the phased
model of law-making and the significance of the non-egal effects of law-
making. The similarities between both legal theorists strengthens the
notion of a universal law-making method. 4

w Q.c.: 160.
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3.2 Wroblewski’s method of law-making

The tradivion of Polish methodological concepts has initated important
impulses to European legal thinking. Jerzy Wréblewski was a prominent
representative of that Polish legal philosophyand legal theory. His method
of law-making confirmed the general concept of law-making as formulated
by Noll* although the temporary thesis of a tenable uniform law-making
method has vet to be confirmed. Wréblewski, however, confirms the
hypothesis of the intenton of rational law-making, reflected by a model
that discerns several elements. From Wroblewski's analysis, itis conceivable
that the abstract mode! of the law-making activity has a tradition in Poland.
In the legal literature, commentators from other Central and Eastern
European counuaies confirmed the importance of the rationality-concept
in legal df:cision-mzﬂ\'ing.5S Nevertheless, political influence and mutual
differences cannot be ignored. The heritage of the socialist tradition (e.g.,
ideology, fragile newly developed democracies and limited countervailing
powers) considerably affects the law-making actvity. Due to the diversity
of recent political reforms in Central and Eastern Europe, relevant
consequences of current law-making practise need further discussion.

Wréblewski defined the law-making actvity in statutory law systems as an
enactment of general norms by the legislature and he assumed the context
of a contemporary system of statutory law, working within an ideology of

% J. Wréblewski. Meaning and Truth in Judicial Decision. Helsinki 1983, J. Wréblewski.
Einfuhrungin die Gesetzgebungstheorie. Wien 1984, J. Wréblewski. Contemporary Models
of the Legal Sciences. Wroclaw 1989,

Supranote 7: 20; T. Sdrkdzy. The present state and the furure work of Hungarian economic
legislation, Acta furidice Hungarica, 1993, Iss. 1-2: 21-26: V. Knapp. Current issues and
Problems of Legislation in Czechoslovakia in: Legislation in European Countries. U. Karpen
(ed.) European Association of Legislation. Nomas Verlaggesellschaft Baden-Baden 1996:
119-123, advocatng better law-making including elements from the rationality notion. by
writing that “legal science has no insttutional place in the legislative process™ and “a
continucus problem is the fact that neither the legal science not the legal pracuse has
succeeded so far in finding a reliable method of ascertainment of the effectiveness of legal
rules, that there is no reliable feedback between the effect of the legal rule and the legislative
authority which hasadopted it " Idem Wronkowska and Gwizdz it would be more reasonable
to make use of various opportunities 1o rationalize the legislative process offered by different
forms of postlegislative research starting from research commissioned by scientific
institutions up to obligating state organs to submit to the parliament pertodical reports on
the functoning of enacted statures™ o.c.: 3435,

L]
n

Intersentia



Health Care Law-making in Central and Eastern Europe

rational and legal decision-making.”" Similar to Noll, he presented the
problem of decision-making based on an analysis of a theoretical model
thought of as a rational activity. Not as a generalised description butrather
ascientific creation, singling out the essential problems the decision-maker
has to solve for legitimising decisions in a sufficiently complex decisional
setting. Wréblewski characterised rational law-making by five elements.

They are:”

~ the determinaton of an objective of law-making (normatve activity);

— the determination of empirical relations between the type of situation
the assumed purpose belongs to, and the type of phenomena as
potential consequences (determinaton of potental means to the
assuined objective);

— the selection of potental means to the objective which can be used as
legal instrument (the determination of potental legal means to the
assumed objective);

— to develop a legal norm as an instrument to achieve the considered
objective, i.e. the choice of a concrete legal means, and

— the enactment of a general legal rule.

Explanation of the elements of law-making, as discerned by Wroblewski:

1. Normartive actvity. The objectives of law-making are determined by
normative values, accepted by the legislature. Wréblewski refers to more
complicated cases, in which the law-maker actively participates in formulat-
ing the normative system in question, considering the potential means.™
Hence, the choice of objective is normatively conditoned. The degree of
conditionality differs, depending on the characteristics of objectives and
the feature of the concerned normative system.” Practically, the choice is
also determined by the legislator’s knowledge concerning the possibility
of realisation of the objective; rational law-makers do not strive for
something that cannot be realised.”™ Wréblewski confirms the theoretical
situation of a single objective (monotelism). In fact, frequent objectives
(politelism), that may be even conflicting, is more realistic. Classification
of the objectives by means of priorities, and a clear strategy to implement

G

Wrdblewski discerned two methods of law-making, viz, by enactment of general norms (LGN),
and by decision of the case {(LDM). Law-making by enactmment of general norms is most
explicit by the statutory law system. whereas the second reflects the commeon law system.
Hereafter, the research will be restricted to law-making by general norms due to the primarily
statutory law tradition in Continental Europe.

Wréblewski 1983 o.¢.: 31,

" Wroblewski. 1983 o.c.: 57-58,

= Wréblewski 1989 o.c.: 38.

L. 38,

" Le:38.
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these objectives can function as a useful instrument in minimising the
conflicting interests.”
2. Determination of potential means. According to Wréblewski, this stage
concerns the empirical basis of law-making supplied by science and
common experience. The data constitute the necessary elements to
formulate statements concerning the relation means and objectve.”
Generally, an empirical relation between inputand output can be rendered
by a standard formula:
C (cause) = E (effect)

In science, this model is transformed to the instrumental concept of
decision-making as:
M (means) = P (purpose)

This may be read as: “to achieve P one ought to use M™.”” However, in
practse there are different instruments M to fulfil the objective P. Besides
the intended effect, the applied instrument M provides also side-effects
(SE}), which are known SE, or unknown SE . Hence, the formula will be:
M, =P+ SE, +SE,,

This may be read as: “for realising P one ought to use M, considering the
known side-effects SE, and the risk of unknown side-effects SE "™ Several
hypothetical means can be used to realise P. They differ in the side-effect
SE,, which are “costs”. The factor SE, is by definition an unknown data
and means an inherentriskin anyacton if there is no complete knowledge
of the results; this is the standard situation of any social action in the
present state of knowledge.”™

3. Determination of potential legal means. The selection of the potential
legal means, used as alegal instrament. To map all the possible means, the
legislator uses his knowledge according to the formula: M = P + SE,. Since
the SE ; are the unknown consequences, the decision to actis determined
by the costs SE,. To quantify the costs SE,, and therefore the choice of the
selected means, Wrdblewski discerns two types of criteria, viz, instrumental
orfunctional and non-instrumental criteria. Functional criteria review the

Implicitly, Wréblewski refers to a structural approach of law-making instead of the
“problemimpuise and definidon”, as mentioned by Noll. The confirmation of the variety of
(possibly conflicting) objectives. requires to prioritize them. Moreover, to elaborate a
procedure for a coherent framework that includes related law-making objectives (section
5).

w O.c.. 36,
& O.c: 39,
o Ler39.
& Lc:89.
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effectiveness of the intended means. They refer to “costs”™ or “tme”
required to obtain P by using a partdcular M. Functional values may be
contradictive to non-instrumental values, accepted by the normative system.
In such a situation the selected means is the result of balancing the costs
SE,and non-functional values,™ or subsequently, the relation between the
potential legal norm and the normative framework of government
objectives.

In summary, the relevant questions are successively: (i) “whether legal
rules are proper means from an instrumental point of view”; (ii) “whether
legal rules are proper means from the viewpoint of the functional values
which the law-maker treats as binding him”; and, (iii) “whatis the relation
of legal rules to other instruments of the social policy if used for the same
objective as these rules™. The answers to the mentoned questions deter-
mine the selected legal means.

4. Definition of the legal nomm. To draft a legal norm includes corollary
questions such as the type of selected norm {civil, penal, or administrative)
and the hierarchical level (form) of enacted norms. Although technical
and functional problems are decisively, normative aspects in this stage are
related to the characteristics of law, the legal system and the current social-
political context it operates in.

5. Enactment of a general rule as the result of the law-making activity.

In sum, the legal decision-making can be described by a simplified
mathematical manner: Legal norm N is enacted by provisions p,...p,, as
means to achieve purpose G, thatis chosen according to (non)instrumental
evaluations v, ....v, determmined by the normative system SA, considering
scientfic statementss,...s, describing the regularides of relevant empirical
phenomena.” The mathematical approach of Wréblewski method of law-
making discerns several elerments of the law-making activity that reflect law-
making as 2 finite activity. Its relevance to the methodological approach
is the inherent notion of law-making activity reflected as a regulative
process and the radonality concept of law-making. Similar as Noll's
Gesetzgebungslehre, Wréblewski’s systematic approach has a highly
theoretical character. For instance, Wroblewski’s assumption of the
normative conditioned choice of objectives, and the (presumed) knowl-
edge of the legislature about the (effects of) alternatives.

® Lc:39.
8l Wroblewski 1983 o.c.; 59.
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4 ANALOGIES NOLL AND WROBLEWSKI

Comparison of both concepts of law-making reveals certain stmilarities that
strengthen the notion of 2 universal method of law-making. These analogies
will be discussed more extensively and concermn underlying assumptions
such as the process of law-making, the rationality-concept, law-making
considered as political process, the diversity of the law-making actors, the
temporary sequence and the universal character.

Process of law-making

Generally speaking, both theorists consider the law-making activity as a
(ongoing) process, subject of research of the law-making method. In order
to describe that process, the law-making activity is represented by means
of a model that reflects the relevant elements of decision-making. These
elements are considered as stages of the law-making process, although the
iterative character does not necessarily imply the actual sequence of the
law-making stages. Actually, the law-making stages show a rather inconsis-
tentsequence, in which the stages interfere and manifesta certain overlap.
This complicates a strict theoretical classification. Nonetheless, the
theoretical concept of a model can describe the essential elements of the
[aw-making process. Based on such a description, statements concerning
the reladon objective-means can be deduced and evaluared by the
CONSeqUENnceEs.

Notably Noll emphasized the circular character of the model by the
“experimental character” of law-making; control, feedback and renewed
impulses express the continuity of law-making. Wréblewski on the other
hand, does not seem to link these elements in his model of law-making.
His strictly defined model of law-making does not include control and
feedback as entities of the law-making process.

Rationality-concept

In the law-mzaking literature the radonality-concept of both models is
criticised by its rather theoretical approach. This reproach concerns the
rather simplistic perception of the law-making activity.™ Both authors
recognise to a certain extent the restrictions of the rationality-concept in

Van der Velden reproaches both Noll and Wréblewski neglecting the discussions in decision-
making science concerming the fiction of rationality. He argues that both models were
inspired by “primitve” concepts of decision-making. New understanding from rthe
administratve sciences roughly identify three major models of decision-making: the “rational-
comprehensive” model, “incremental” and “mixed-scanning model”, As a consequence of
this differendation., the assumption of full radonality, mterpreted as “Zweckrationalitit”, is
rather obsolete, Van der Velden. o.¢.: 203. That may be the case, bur that conclusion does
not reject the intenton of rationality, given its restrictions.
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law-making. Noll puts into perspective the notion of “das individuelle finale
Handeln” by emphasising the metaphorical character of the objective-
means relation, whereas Wroblewski discerns the functuonal and non-
functional (normative and socially-determined) aspects of potential means
in proper law-making. Despite these observations, the expectations of
scientifically justified decision-making are often too high. Frequently,
decision-making occurs in uncertain circumstances such as the (long-term)
consequences of certain regulative instruments. Moreover, political motives
do not necessarily correspond with rational-scientific motives in decision-
making. Mustrative to the maxim of rationality is Wréblewski’s remark:
“rational decision-makers do not strive for something that cannot be
realised.” Nonetheless, as a consequence, the restricted rationality-concept
does not necessarily affect the structure of the law-making model since the
circular approach already implies this notion, through it continuous
evaluation and possible adjustment of legal norms. Criticism on the rather
simaplistic concept of law-making is not justified as far as the “legal deter-
mined” output of the decision-making process is oncerned. According to
Van der Velden, both Noll and Wréblewskl assumed the ultimate legislative
character of the outcome of the law-making activity.” However, both
theorists observed the alternatives for law-making interference by means
of several potental (non-)legislative instruments. The assumption of
different means M, in order o0 answer the problem P, results in dividing
the alternative stage into several potential optdons, of which the most
optimal regulative alternative(s) is{are) chosen.

Law-making as political frrocess

Nollkaemper already differentiated the objective of the law-making
doctrine asan attempt to optimise decision-making, without the intention
of full rationality. This restriction put into perspective the function of the
law-making model and expresses a more realistic approach, given the
political background in which law-making occurs. In the political arena,
motves and objectives do not necessarily correspond with legal motives
and objectives. Also Noll, contrary to Wréblewski, confirmed the possible
discrepancies between the legal and political perspective without further
consequences to the course of the model. These differences in perspective
(non-funcdonal and political motives) and the degree of uncertainty in
decision-inaking impel to a restricted value of the rationality-concept in
law-making rather than revising the course of the model. Consideration
of the non-strictly legal aspects in the decision-making process, insofar as
possible and necessary, would contribute towards increasing the value of

" Wréblewski 1989 oo 38,
®  Van der Velden o.c.: 220-3.
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deduced statements. Since political philosophy and culture vary from
country to country, statements on thisaspect of the law-making process are
socio-politically determined. As regards to Central and Eastern Europe,
the recent political reforms changed the decision-making process drast-
cally. Specific aspects thatare characteristic for thisregion are the relatively
new dualistic approach of law-making in a parliamentary tradition, the
multform party-system and the lack of polidcal co-operation, and
consensus-policy.

Diversity of the law-making actors

Nollis criticised for the assumption of the law-maker represented as asingle
norm subject; in fact, the fiction of a singular actor consists of a variety of
actors, each with their own interests. Interests, which do not necessarily
correspond, might even conflict. As a consequence, the model needs
adjusument, since the mult-actor model affects the elements of the model.
Erems differentdated the model by various actors and their position in the
law-making process; an “actorspecified-model”.* Wréblewski also assumed
a single-actor during the formulation of the objectives and thereafter.™
Nonetheless, the fiction of a monolithic actor does not have to be rejected
out of hand. In view of the political setting of the Jaw-making activity, it is
based on consensus. The balanced choices of objectives, means, and
alternatives are justified ultimately by agreementbetween the related actors
concerning controversial values.*” As a consequence, the validity of the
single-actor model does not have to be rejected, in its entirety. More
importantis to consider the situation of a multitude of participating actors,
instead of developing an actor-specific model.™ Nonetheless, the proposed
differendation by means of an actorspecified model is not contradictory
to the general (abstract) model of law-making, it could have an addidonal
funcdon.®

Temporal sequence

A main difference between Noll and Wréblewski concerns the circular,
respectively linear approach of law-making. Whereas Noll emphasized the
circular aspect of law-making, Wréblewski’s description of five elements
of law-making suggests a finite series of acuvity.

 Krems .. 28-30.
Wréblewski 1983, o.c.: 57, The determination of the objectives is based on consensus
concerning the normatve system (AS), and justified by agreement.

" Q.c.: 57.
£ Van der Velden o.e.0 219,
™ L.e:219.
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The stages control and feedback as described by Noll, express the experi-
mental and thus temporary character of law-making. Given the law-maker’s
restrictions, negative side-effects influence the effectiveness of the legal
norm. In order to nullify or decrease these effects, modification of the
existing norm is necessary, which subsequently initiates new problem
impulses whereas, according to Wréblewski, the enactment of the legal
norm is the end of the sequence. The dircular or linear character should
not be interpreted as a strict consecutive course of the law-making activity.
It represents an artificial methodical series of consideration, in order to
explicate the complexity of the law-making process. Each of these stages
or elements can question the previous phase, which subsequenty necessi-
tates interim adaptation. Nonetheless such a (party) a-temporal course
does notexclude the iterative character of the entities.” For instance, after
criticism on a draft text, reformulating alternatives is possible.

Universalily

Despite the circular or linear approach, as far as the strict sense of decision-
making is concerned, both models are largely identdcal in defining the
relevant elements {objectives, data analysis, potential means, selection of
alternatives, draft of legal norm, enactment). In view of these similarides,
itis plausible to assume a universal theoretcal model of law-making, atleast
in the strict sense and considering the unique situational law-making
aspects. If, and to what extent a drcular law-making model in the Central
and Eastern European setting is likely, cannot yet be answered. Nonethe-
less, the necessity of rationalising law-making has generally been confirmed
by Central and Eastern European theorists.” Planning, prioritising, and
reliable data analyses are major prerequisites, while the fiction of an
omniscient, ommnipotent legisiator (known and unknown side-effects),
implies law-making as an infinite process which frequently necessitates the
modification of current reguladon. A conwollable and accountable
evaluation is therefore essential before any substantial and structural
change may be executed. In view of these considerations, the circular
approach in the Central and Eastern European context seems quite likely.

In summary, from alegal-theoretical perspective, the tenability of 2 uniform
model of law-making is quite likely. Arleastin a strict sense, in the Central
and Eastern European literature there are several indications that confirm
to dynamic, more circular concept oflaw-making. Nevertheless, the fragile
state of the newly emerged or transformed political systems substantially
influences the content of law-making. Political aspects such as the diversity

® o 062200
" Wronkowska and Gwizdz, supranote 63.
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of politcal controversies and tendencies of nationalism complicate rational
law-making, but this does not detract the proposed elements of a tentative
theoretical method. To constructsuch a uniform model of law-making, the
analogies impose several changes of Noll's original concept on law-making.

5 ADAPTATION OF NOLL'S LAW-MAKING MODEL

The assumption of a general theoretical model of law-making impel certain
changes of the original model as developed by Noll. This section will discuss
these changes and its reasoning. The analogies between the previously
discussed notons of law-making and additional annotations concerning
the law-making theory necessitate, first of all, some textual changes. More
important, however, are the consequences for the structure and content
of the model. Necessary changes concern the underlying notons concern-
ing the “pre” and “post” legislative stages of law-making. Analysis of the
following considerations enables to construct the ultimate model.

Circular model and policy

Stricdy considered, both Noll and Wréblewski have developed a compara-
ble general model of law-making. Whereas Wroblewski's approach of law-
making can be characterised as static, Noll's circular approach, on the
other hand, includes the stages “control” and “correction” of the legal
norm. The temporary character of law-making necessitates assessment of
thelegal norm, including a review of the original objectives of law-making.
As a consequence, this circular approach could impese modification or
even withdrawal of the legal norm. In any case, more important still is the
relationship with law-making policy.

Tdeally, law-making objecuves correspond with the legislator’s policy plan
that formulates the legislative policy objectives. An amendment of a legal
norm seems likely in case of diversity between the objectves and uldmate
outcome of legislaton. Apart from amending the individual legal norm,
it may even be necessary to adjust the underiying policy plan, for instance
in case of fundamental inconsistencies between the legal norm and
underlying policy plan. Due to the interrelationship between legislative
policy and law-making, changes in policy invoke changes in legislation.

The assumpton of the circular approach of law-making can therefore
have consequences to the decision-making at policy level. Such an
approach impels policy-amakers to develop and elaborate a coherent
framework of short and long-term policy objectives, transformed into law-
making objectives. To a certain extent this approach could prevent ad hoc
law-making, mostly rashly developed which increases the risks of deficien-
cies and inconsistencies to the law-making programme. In view of previous
experiences with rather unstructured reforms of the legal framework,
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Central and Eastern Europe policy makers subscribe to the need for such
2 consistent approach.

Functions of law-making ,

In order to rationalise law-making: a primary requisite is an elaborated
strategy based on a framework of law-making objectives. This presumption
isbased on the legal-theoretical functons of law-inaking. Traditonally, the
normative function has been emphasized in the legal literature. However,
in the contemporary law-making tradition, also the functional approach
of law-making can be discerned. These functions have a guarantee functon
derived from the “Rechisstaat” principle and an instrumental policy
function, which considers law-making as an instrumentin order tc achieve
certain policy objectives.

The guarantee functon of law-making is a rather abstract idea, it is
conceptualised by principles such as legal security, legal equality and
democracy, since legal norms are supposed to maintain these principles.
This assumption refers to the legality-principle, viz, legal norms determined
by law. Since parliament is the uldmate legislature, government interven-
tion is restricted by competencies given by the parliament. Therefore, the
competencies of the executive power are generally in accordance with the
democratic notions of decision-making of the freely elected parliament.”™
Besides, the restraints of the executive power to the law create legal security
to the citizens, i.e. the legislature determines in which cases and according
to what procedures the executive power may act. Therefore, citizens know
what to expect from the executive power. Finally, legal equality will be
served by the legality-principle. Since the legislature stipulates general
norms of behaviour, to be complied by the executive power, discriminatory
treatment of similar cases is not allowed.” It should be taken into account
thatsuch an interpretation of the guarantee function is based on a Western
liberal notion of the “Rechtsstaat™® According to this approach, the
“Rechisstaat™ is considered as the ultimate ideal epitome of the Western
legal tradidon. Whereas the assumption of the “Rechisstaat” as a multi-
interpretable concept, subjected to the historical and cultural circum-
stances, would place the guarantee function of law-making in a different

Winter o.6.: 13

" O.c: 14

The Anglo-Saxon synonym for “Rechtsstaat” is often described as the rule of law. However,
these concepts at nor identical. Although there are some corresponding elements e.g., “in
accordance with the law™, differences mainly concern the different perspectives of groups
of “consumers”. Moreover, the Interpreation of both concepts is a product of time, Asa
consequence, the general Rechessiaal is a (partally) contested concept MUAP. Bovens, W,
Derksen. W.J. Witteveen (eds). Rechtsstaat en sturing (Rechtsstaat and steering). Tjeenk
Willink, Zwolle 1987: 15,
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perspective.” Despite the emerged problems, generally, a classical Western
interpretation has generally been formally codified in most Central and
Eastern European constitutdons. A tendency, strengthened by economic
and political co-operation with the European Union and statements by the
European Commission that “before either disbursing (financial) aid or
concluding Europe agreements, the Community mustbe sadsfied thacthe
Central and Fastern European countries had made firm commitments o
five fundamental objectives, viz, the rule of law, respect for human rights,
the establishment of a muluparty system, the holding of free and fair
elections, and econormic liberalisation with a view of intreducing a market
economy.” One of the consequences of the direct correlation between the
Community’s economic power has allowed it to dictate the agenda for
reform in Central and Eastern Europe. Once the Cormrmunity had decided
to establish a clear link between human rights, democratisaton and the
extension of aid, the Cenwal and Eastern European states had litde
practical choice but to acceptthe community’s prescription for reforming
their legal and polidcal systems.”’

According to these considerations, the intent of the guarantee function
of law-making, as considered in a liberal “Rechtsstaat” approach, has
generally been confirmed by Central and Eastern European legislatorsand
Constitutional Courts rulings, despite possible consequences with regard
to long-term policy objectives. As far as the current practise of safeguarding
individual rights is concerned, the principal acceptance of the guarantee

®  H.R van Gunsteren. Rechisstaat of juridische tradide? (The “Rechisstaat” or legal tradition).

in Bovens o.¢.; 175. Implications of transposing a Western “Rechtsstaat™-concept have been

concretized by various judicial statements of the Hungarian and Polish Consdtutional Court.

The realization of social reforms has been seriously frustrated by a strict and unfeasible
interpretation of the Rechsstaat. In the long run, such an obstructive attitude, can damage
the whole reform-process in these countries. Cf. e.g., A. Sajé. How the rule of law killed
Hungarian welfare reform. EECR 1996, Winter: 31-41: A. Arato. The constitution-making
endgame in Hungary. EECR1996, Fall: 31-39; ]. Hellman. Constitutions and economic reform
in the Post-communist transitions. EECR 1996, Winter: 46-56.

European Commission. ni. 52, p. 3. EC, “The development of the Community's relations with
the countries of Central and Eastern Europe™, p. 3. 18 April 1990, SEC (20) 717, EC,

Association agreements with the countries of Central and Eastern Europe: a general outline”,
p- 2, 27 August 1990, COM (90) 398: referred in the preamble of the Europe Agreement
European Communiry and the republic Hungary, L 347/2. 31.12.1993; Europe Agreement
European Community and the republic Poland. L 348/2, 31.12.93 whereas the second

generatdon EAs codified this principle, for instance article 6 EAwith Czech Republic (1994)

L 341/14. Other importantindications are the ragification of both the European Convention
on Human Rights (ECHR) and the European Social Charter (ESC) by several CEE-countries,

As such these countries confirm their commimment to a constitutional order based on a
(social) democracy, rule of law. and respect for individual rights and freedoms.

T. King. The European Community and human rights in Eastern Europe. in: Legal issues of
European integration, 1996 (2}: 125.
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function reveals serious deficiencies.” The distorted market economy has
a major impact on the meaning of human rights. Many legal rules remain
under-enforced and the administration of justice is unable to guarantee
the enforcement.™ It is questionable to define these shortcomings as
“growing pains” or to consider them as structural deficits.

Apartfrom the “rechtsstaatliche” approach guaranteeing fundamental
legal principles, the functional approach of law-making considers law-
making as an instrument in order to realise certain policy objectives (e.g.,
to plan and structure relations, the allocation of financial and physical
means or services, to encourage and discourage certain behaviour, el celera) .
In view of the legality-principle, policy objectives can be realised by means
of legisladon. Here, law-making is considered as a - legitimised - instru-
ment to achieve policy objectives.' From an administrative perspective,
the funcuonal aspect of law-making has been emphasised although the
legal-technical notion of ratdonalism and functonalism in law-making has
been put into perspective both in the Western and Central-Eastern
European literature.'” Less high expectations of the concept of “social
engineering” by means of legal instruments resulted in a more realistic
approach. Nonetheless, the notion of legal norms based on the guarantee
and functional perspective will be maintained. To a certain extent this
assumption can conceptualise the complications occurring in the law-
making process.

The previous discussion concerning the functions of law-making was
necessary in order to clarify the objective determined-approach of law-
making. Both Noll as Wréblewski identify the notion of “problem impulise”
or objective as the initiating element of a regulative process. Noll's
definition of “problem impulse™ as “all those reasons, which induce a
normative activity”, reflects law-making asa non-structural rather intangible
activity, despite his reference to a (declamatory) government or party
programme. In view of the unforeseeable and condnuous changing social
relations or circumstances, that might be partly the case. However, given

an

A Saj6. On Old and new Battes: obstacies to the rule of lJaw in Eastern Europe, Jrguiry
1995 March: 97-104,

" 0 100.

" Apother assumption of law-making as an instrument concems policy considered as realized
positive law-making. As a consequence, policyitself has no independent base: E.H.M. Hirsch
Ballin. Publiek recht en beleid (administratve law and policy). Alphen a/d Rijn. 1979,
Between the objective-instrument approach and realized law-making, various hybrid forms
are possible.

E.g.. K Kulcsar. The role of the political system and state in social transformation in East
Central Europe in: The role of the state in social transformation under the impact of the
world crisis: the case of East Central Europe, Budapest 1986: 50.

101

46 . Intersentia



Chapter 2: A model of law-malking

the traditional functions of law-making, law-making also has a relatively
conxollable character. In this respect, Wréblewski's distinction between
both the normative and functional objectives, besides shortand long-term
objectives of law-making is more atractive. In case actual non-strucrural
problem impulses are considered as short-term objectives, Wréblewski’s
distinction of objectives corresponds to Noll's definition of problem
impulses. In view of the assumption of rationalising the law-making activity,
the author prefers Wréblewski's approach of normative and functional
objectives including shortand long-term objectives. Realising the possibility
of conflicting objectives, Wréblewski emphasises the necessity of co-
ordination and establishing priorities between both types of objectives.'”™

Given the political dimension of defining law-making objectives and its
functons, differentiation of these functions in the policy stage, could
increase a more systematic approach of the law-making activity. Elaboration
of a framework of coherent law-making would, to a certain extent, decrease
the ad hoc character of law-making.

Obviously, an objective-determined approach of law-making cannot be
considered as a panacea to rationalise law-making. Nonetheless, it has
certain advantages, in particular in the Central and Eastern European
setting, where priorities and the extent of far-reaching reforms require a
clear strategy of law-making policy to direct these changes.'™

General or “actor-specific” model

In the previous paragraph, the diversity of law-making actors did notresult
in the prior rejecting the single-actor model in advance. A differendated
actor-specific model was suggested as additional, not contradictory to a
general model. Such a differentdaton, if possible and necessary could
concern various formal and informal law-making actors, with their own
motives and objectives. Complications concern the temporary character
of motives, which are not considered as constant, may possibly change
during a certain dme, and may be conflicting to other motives (e.g.,
guarantee vis-a-vis efficiency). Besides, obscured motives complicate the
real intention of actors. To a certain extent, further elucidatdon of the
motives could be helpful rationalising and prioritising certain motves.
Revealing law-making motives can increase the understanding of the law-

™ Wréblewski 19584 o.c.: 19.

™ To a certain degree this was the case just after the collapse of communism in Genrral and
Eastern Europe. After a period of euphoria in many CEE-countries, ambitious reform
programmes concerning the introduction of a market economy have frequenidy been
postponed. Given the social consequences of “shock-therapy”, the reform programmes have
been adjusted into a more gradual and a more realistic approach by modifying policy and
law-making objectives.
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making perspective. Subsequently, reviewing different motives and
therefore legitimising law-making will be more important in case the
diversity of law-making actors increases.

Control and correction vs. implementation and evaluation

As mentioned earlier, a main difference beween Noll and Wréblewski
concern the stages of control and feedback, which are absent at
Wréblewski. Although Wréblewski confirmned the relevance of monitoring
legislative effects, he did not include an explicit stage of evaluation in his
model. The reason is hisstrictinterpretation of law-making, the enactment
of alegal normis considered as the final step of the decision-making cycles.
Control and feedback, although of importance, are not included into his
linear approach.

In both the contemporary Western and also Central and Eastern
European literature, a more circular concept, including a re-assessment
of the effectiveness of enacted legal norms, is more or less accepted.'™
Criticism upon the omnipotent law-maker, imposed a more moderate
approach, in which continuous control of the effectiveness and feedback
to the original objectivesconstitutes necessary elements of the law-making
process, reflected by the model. As a consequence, Noil, who used a less
strict definition of the law-making process, included the stage control and
correcton after the enactment of the legal norm. Nonetheless, his
definidon of the control and correction-stages is rather restricted. As far
as the systematic and institutional review of the effectiveness of alegal norm
concerns, the review is not restricted to a certain stage of the law-making
process. This assumption is not disputed in the contemporary literature.

However, Noll's restricted interpretation of control and correction
concerned the effectiveness of the single legal norm, despite his referral
to the relation with the legal structure in general. Although he mentions
the “Interdependenz von Einzelregelungen im Gesamt der
Rechtsordnung”, this concerns more the systematics of the law-making
technique, than the method.'®” As a consequence, the correcton is also
primary restricted to the individual legal norm, instead of including
possible effects to the law-making policy. Since the realisation of law-making
policy occurs in a political arena, derived law-making obiectives, and

"™ Supranotes b and 6. in particular Eijlander. Winter, Ohlinger. and Kénig (in: Schreckenber-

ger) emphasized the relevance of feedback (evaluation) of enacted legal norms. Conform
U. Karpen (ed.) Legislation in European Countries. Nomos Verlagsgesellschaft Baden-Baden
1996: 485, 8. Wronkowska, A, Gwizdz. Current Problems of Legislation in Poland in: Karpen
.6 3431 L. Kiss, supra note 20 and Zweig, infra note 109.

K. Konig. Evaluation als Kontrolle der Gesetzgebung in: Gesetzgebungslehre: Grundlagen,
Zugange, Anwendung. W. Schreckenberger. K Konig W. Zeh (eds) Stuttgart Kohlhammer
1986: 106.

18}
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therefore the definiton of legislative documents, are determined by
political influences. In this perspective, the term “control” as used by Noll
is too restricted. Instead, the phrase “implementation” is more appropriate,
although this concept does not correspond entirely with Noll’s meaning
of control. Viewing from the aspect of evaluation, both concepts correlate
to control and correction. Nonetheless the combination implementation-
evaluation has additional advantages and will be used hereafter.

Implementation

When appearances are considered from a purely nonmative perspective,
the detailed circumstances and conditions of the application are generally
left out of consideraton. Where implementation is examined, they
constitute part of the picture. In otherwords, the study of implementation
broadens the perspective and steers interest beyond the mere execution
of laws towards the conditions for the law to act as a means of shaping
policy.'" Implementaton is generally considered as “realisation or
application of laws and other acticn programmes produced in the process
of policy development™.'” In addition to administrative enforcement,
implementation also depends on the attitude of the relevant target groups.
Moreover, since it is an element on its own in a political process, it cannot
reasonably be isolated from the processes that precede it, particularly
programme development. Considering these aspects, implementation will
beaccordingly oriented primarily towards the programme concerned, the
specific nature of the implementing authority and the features of the target
and addressee groups.'™

Evaluation
Originally, evaluation of legislation has a predominant American
tradidon.'” Nonetheless, in the contemporary (Western) European law-

LNy

J- Schwarze, U. Becker, C. Pollak. The implementation of commumniry law. Studies in the
legisiative and administrative policies of the European Community and its member states.
Nomos Verlagsgesellschaft Baden-Baden 1994: 12-13.

R. Mayntz. Die Implementation politischer Programme: Theoretische Uberlegungen za
einem neuen Forschungsgebiet in: Implementadon politscher Programme. R, Mayntz.
Verlagsgruppe Athenium 1980: 236.

0.6 283940,

"™ See, for instance. the “Sunsetlegislation” concept. L.e. legislation with a limited period of
validity and which mandates the legislature to systematic utilization of evaluative research.
F. M. Zweig. Evaluation in Legislation, Sage Publications Beverly Hills 1979, For a more
extensive commentary on Sunset legislaton in the German setting, P. Langner, Zero-Base
Budgeting und Sunset Legislation. Instrumente nur Riickgewinnung Sffentdicher Handlungs-
spielriume? Nomos Verlaggesellschaft Baden-Baden 1983.

13
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making practise, evaluation is also accepted as part of the decision-making
processes.'

Legislative evaluation is aimed at the analysis and review of a legal norm.
It concerns an assessment of the content, application and effects of the
legal norm against a number of predetermined criteria.’’' Such an
{institutonalised) evaluation concerns both legal criteria (derived from
the legislative technique, legal system and the guarantee function) as well
as policy functional criteria (goal attainment, effectiveness and efficiency)
and could contribute to increase the quality of law-making. Besides the
“rechisstaatliche” function of guaranteeing legaksecurity and equality, the
policy aspect concerns the norm conformity (compliance with and
enforcement of the law, i.e. the effects) . More importantis the effectiveness
of thelegal norm. If, and to what extentis compliance with or enforcement
of the law based on the legal norm or due to external (legal) aspects
(causality aspect). Secondly, what are possible (un)foreseeable side-effects.
These questions correspond to evaluatien of policy, in which the main
question concerns the realisation of policy objectives. In this respect,
legislation is also considered as a policy instrument in order to achieve
certain policy objectives.’”® The policy objective is 2 main function of
contemporary law-making but not exclusively. Ideally, legislative evaluation
includes an analysis of both functions, operaticnalised by specific criteria.
Nonetheless, practically, policy-determined criteria frequendy dominate
in the evaluation process.

In the literature, one can find various types or forms of evaluation that
can be distinguished.""” In order to optimise evaluaton, Winter introduces
a systematic evaluation of law-making.’'* From an analytical perspective,
such an evaluation includes primarily a reviewable collection and analysis
of dawm. These data shouid therefore answer validity, reliability and
representativeness criteria. Secondly, these criteria need further explana-
tion. As far as the methodology is concerned, the chosen method can vary
in approach as in type of analysis.'* The methodological concepts should

Y Cf., e Recht en Regelmaat 2000, Iss, 5 (special issue)., which provides an overview of various

legal contributions concerning legislative policy, notably the impact of evaluation of
legislation studies in several European Union member states.
" Winter o.c.: 4, 34
U Winter o.c: 33-34
"* The most common types of evaluation are ex anizand ex post evaluation of legal norms. Ex
ante evaluation will be initiated before a legal norm has became effective. whereas ex post
evaluations are the most frequently used type and occur after enactment of a law.
Winter o.c: 21 e.5.
Roughly speaking. the methodological approaches can be discerned to the effects (goal-
attainment), and effectiveness (to what extent is interventon successful). Types of analyses
can be classified as qualitative and quantitative (experimental) methods, which refers to the
introduction of external variables as an explanatory factor.

Tt
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enable the deduction of statements concerning the extent of success of
regulative interventions to an observed change. Once the methed of
evaluation has been selected and motivated, the next step to ratdonalise
evaluation is elucidation of the selected criteria by means of elaboratng
the guarantee and instrumental policy objectives of law-making. The variety
of perspectives and agendas to review government intervention, affects the
process of evaluation. Generally speaking, official policy objectives function
as a framework of evaluation criteria since its democratic realisation
legitimised this perspective. A second reason 1s that evaluative information
will be submitted to policymakers, on the basis of this information, they
may reconsider possible modification.”'’ Nonetheless, the functioning of
official policy objectives as evaluaton criteria has its restrictions. For
instance, vagueness of policy objectives increases exposure to external
influence since unclear objectives need to be operationalised, contradictive
objectives, and changes in policy objectives decided.’”” Despite these
constraints, it can be considered as an attempt to rationalise evaluation.
In a systematic evaluation, awareness of these dilemmas should impel the
explication of the appled criteria. Furthermore, they should account for
the onigin of the review criteria in order to enhance the controllability and
understanding in evaluation and the applied criteria.!”® Untl now, such
asystematic evaluaton has primarily been focussed on the policy functonal
dimension. The guarantee objectives refer to more abstractaspects of law-
making. The referred guarantee functions were identified as safeguarding
legal equality and enhancing legal security. From that perspective,
explicatdon into policy objectives depends on clarification of the evaluative
criteria and their accountability. Besides the possibility of the mutual
contradictive characters of guarantee objectives, a further complicating
factor is the relation with policy functional objectives. It is generally
understood that the guarantee and directive function can serve conflicting
interests. Whereas the pelicy functional perspective concern possible
statements on effects and effectiveness of (legal) interventon, the
guarantee character of law-making is focused on the legal-technical
character of the defined norm, internal and external coherence to the legal
system, including general legal principles, codified provisions in acts,
constitutions or treaties. Referred to these criteria, the specific character
of legislative evaluation therefore also includes a guarantee component.

Winter o.c.: 26.
M. Herweijer. De dynamick van doeltreffend gedrag: een suruikenblok bij evaluatie (The
dynamics of effective behaviour: an obstacle at evaluation) in: Bestuurswetenschappen 1981,
Iss. 5: 348-366.
Winter o.c.: 27.
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More specifically, an analysis and concluding statements concerning the
extent of effectiveness of guarantee objectives.'"”

To conclude, in view of the suggested modifications, the law-making
activity can be reflected by means of the stages of law-making as described
by Noll. The suggested changes concern the obiectve-determined
approach, and the introduction of the element “imaplementation” and
“evaluation”. Graphically, the adapted model of law-making reads as
follows:

S feview
i legislative:
- OBJECHEveS

.- Evajuation:;

" mgplemeniation’

The circle emphasises the circular approach of the legislative activity as a
continuing process. In view of the assumption of a comparable interpreta-
tion of both Noll's and Wréblewski’s noton on law-making, in asuictsense,
the ultimarte model includes the following elements:

— Objectves of law-making

— Problem analysis

— Priorities

~ Data analysis

— Plan of concept alternatives

— Definiton of ultimate (legal) means

" 0. 80-33.

U
1
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— Implementaton

— Evaluation

— Modification of law-making and {objectves of) law-making policy.
Systematic and judicial evaluation of legislation may impose on the
legislature to review and reconsider the original objectves of law-making.
Eventually, this review may call for the amendment of the present legal
norm. Since the process of drafting legislation is, ideally, part and parcel
of the underlying legislative policy, modification of the legal norm may also
affect policy decision-making (chapterfour). To emphasize thisinterdepen-
dence between legislation and policy, this element has been lifted out of
the circle. In general, the proposed systematic and analytical approach is
based on an operationalised framework of consecutive elements. The
application of thisapproach can increase the transparencyand controllabil-
ity of the legal decision-making. Awareness and reference to non-specific
legal aspects in the decision-making process, if possible and necessary,
would increase the practical feasibility of this analytical concept. Such an
approach refers to the “dynamic” approach of legislative decision-making
as described in the German legal literature on rationalising the law-making
acvity.

6 CONCLUSIONS

Legal decision-making, notably drafting legisiation in transition countries
has been critcised for alack of rationality. As an attempt to ratonalise the
law-making activity in a Central and Eastern European setting, this chapter
described alegal-theoretical method of law-making in general. This method
is derived from influendal theorists such as Noll and Wréblewski. The
method may be reflected by means of an analytical model, simplifying the
legislative activity in terms of consecutive stages. Apart from underlying
legal-theoretical notions, the developed analytical model includes more
recent insights derived from related disciplines. For instance, instead of
2 static, purely legal approach, the legislative activity is considered as a
dynamic activity, that includes, as far as necessary, correlative sciences. It
appeared thatstages such as implementaton and evaluation oflegal norms
are crucial to effectuate the enacted legal norm. The subsequent outcomes
of evaluatve research may give raise to reconsider existing legal norms
and/or underlying policy. Such a circular notion of law-making enables
an increase in understanding in legislative decision-making in a more
rational manner. In the following chapters, it is argued that such an
approach can be applied to a specific field of legislation, viz, health (care)
legislation. Particularly since health care systems in transidon countries are
in a “state of lux”, ratonal decision-making on necessary legal reforms
could contribute to reduce the negative experiences these countries have

-

Intersentia 53



Health Care Law-making in Central and Eastern Europe

faced in transforming their health care legal framework. In order w0
understand the specific relevance of the analytical model to health care
law, the following chapter examines the functons of health care law.
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CHAPTER 3: A NORMATIVE FRAMEWORK OF
HEALTH CARE LAW'

1 INTRODUCTION

The general notion of a model of law-making can be applied to a specific
field oflaw, viz health carelaw. Such a model then reflects the basic norms
of health care law. The relevance of such a specific model is to rationalise
health care law-making. Since the law-making actuvity is based on the
underlying notions of law, such a model should reflect these basic values.
More specifically, the notions of health care law. Therefore, this chapter
begins by identifving and operationalising the basic values of health care
law. The definiton of such a normatve framework of health care law raises
the question of its unique underlving values (“conceptual unity”).
Therefore, in section 2 the specific basic values of health care law are
discussed, viz, the right to health care and patient autonomy. Implicitly,
such an analysis acknowledges the unique nature of health care law as a
separate field of law.” Whether or not such principles are universally
acceptable, and thus applicable in another, in this case, Central and Eastern

Different definitions have been used in the legal literare to describe this field of law
{Medicallaw, health law, health care law, droit sanitaire, Arzirecht. ef cetera). Within the scope
of this research the phrase “health care law” will be used {or simply abbreviated to *health
law}. Health care law inciudes first and foremost the more traditional (individual) aspects
in the physician-patient relatonship. Due to the increased social dimension of health care,
health care law has a broader scope and also encompasses the delivery of other healrh care
services and facilites by others than doctors, including public health services. In view of the
more instimutenalised notdon of health care, the object of research of hezalth care law has
extended to the other relations within the tangular model physician-patient-purchaser.
Simultaneously, the identified clusters constitute separate relationships with the legislatu-
re/government. Consequenty, the object of health care Jaw also covers the organisation,
planning and financing of health care.

In legal doctrine, various theorists have contibuted to the debate on legidmising the
exdstence of a separate legal discipline. Since that debate is outside the scope of this research.
the author refers to the legal arguments contributed by various theorists, f., e.g.. H- Nys.
Medical law and health law: from co-existence 1o symbiosis?; F.P. Grad. Public health law:
its form. function. future, and ethical parameters: H.].J. Leenen. Health law and health
legislation: possibilities and limits. H.D.C, Roscam Abbing. Health, human rights, and health
law: the move rowards internationalization, with special emphasis on Europe in: Health
Legisladon at the Dawn of the XXI" Century. Mnfernational Digest of Health Legislation. World
Health Organization. Special Issue 1998, Iss. 1: J. Montgomery. Health Care Law. Oxford
University Press 1997; E. Deuwsch. Arztrechr und Arzneimittelrecht. Springer Verlag Berlin,
1983. Contrary to the neteon of a separate legal (sub)discipline, the opposite has also been
defended. Ergo. a mere part of ¢civil. penal and administrative law. For instance, B.. Shayters.
GekniptVerband (“Die zersplitterte Zusammenhinge™), inaugural lecture. Leiden University,
Klawer Deventer 1985: 1825,

e
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legal setting is subject of this research. In the following section, section 3,
the modalities of health care law as discerned by legal theorists is examined.
These qualities of health care law operatonalise the conceptual framework
of health care law, i.e. thev transform the underlying standards into more
concrete normative commitments to the natonal legislature. The concep-
tual framework of health care lawis based on its underlying principles and
the modalities of health care law as established in (inter)national law.
Particularly international sources of law include common normative
standards of health care law in terms of equal access to scarce resources,
the solidarity principle and respect for individual human rights and
freedoms in health care. In section 4 a four d hwrizon of relevant interna-
tional sources of law that formulate and substantiate these concepts of
health care law is given.

2 PRINCIPLES OF HEALTH CARE LAW

Given the diversity among theorists on the object of study, there is no
consensus on the underlying principles of health care law.” Grosso modo,
two pivotal principles have been discerned, viz, thexight to health care and
respect for (patient) autonomy.” Apart from these principles itis question-
able whether other rights such as the right to Iife or corollary concepts,
namely the right to physical integrity and the rightto dignity are sufficiently
specific to functon as underlying principles of health law. Molinari
answered this question afﬁrmzuzi\,reIy.3 The author is, however, of the

Cf e.g. GJ. Annas. The rights of patients. Southern Illinois University Press. 1939: 3: H.J.J.
Leenen, JEM. Gevers, G. Pinet. The rights of patients in Europe: a comparative study.
Deventer Kluwer Law and Taxation Publishers 1993: 1; . Kennedy, A. Grubb. Medical Law.
London. Buttersworth 1994 3: P.A. Molinari. The right te health: From the solemnity of
declarations 1o the challenges of the pracdse. supra note 2, HD.C. Roscam Abbing.
Intemational organizations in Europe and the right ro health care. Kluwer Deventer 1979;
T. Birmondene. The Development of a Health Law Doctrine in Lithuania. Medicine and Law
1999, Iss. 6: 181-186.

Principles can be understood as preceding positive law, generalised and absuracted from
statutory law that affect the interpretadon and application of statutory rules by guiding and
reviewing existing rules, as well as filling gaps in posidve law.

Molinar o.c.: 42-45, ¢f., A. Laufs. Arztrecht. Beck Verlagbuchhandlung, Minchen 1988: 5
(Die Einheit des Arztrechis: Leben, Gesundheir und Autonomie). Notably the liberal nodon
on health care legal principles has (over)emphasized the principie of autonomy but is,
however, not unchallenged. For instance, autonomy is hardly of relevance in the case of
regulating prenaral diagnosis or pharmaceutcals. W. van der Burg. Gezondheidsrecht en
bio-ethiek: op zoek naar ¢en nieuwe verhouding (Health care law and bio-ethies; searching
for a new relationship ). Nederlands tjdschrift voor rechisfilosofic en rechtstheorie (Dutch journal
for legal philosophy and jurisprudence) 1996, Iss. 3: 201, Therefore, other basic values such
as the right to life and its corollary concepts such as physical integrity and human dignity
can sill be of importance.
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opinion that, although increasingly important to this discipline, the nature
of the right to life is insufficiently specific to be considered as the third,
or even the first principle of health care law. This having been said, the pre-
eminence of the dual approach (the right to health care and respect for
patient autonomy) underlies this study, but they should be seen from the
perspective of other relevant human rights values. The affirmation of these
fundamental rights is found in various legal documents, whether assertive
or declaratory in nature.

The assumption of the conceptual unity of health care legal principles

is closely related to the classical debate on social versus individual rights.’

The conceprual approach of health care rights emanates from the medical and ethical
discipline which identifies the following principles as (wadely) accepred: the principle of
autonomy, beneficence, non-maleficence, and justice as leading principles T.M. Beauchamp.
J-F. Childress. Principies of Biomedical Ethics. New York. Oxford University Press 1989: 21.
The principle of respect for autonomy refers to the right to make decisions about ene’s one
life and body without coercion by others. Originally, such a notion was based on political
liberal theories. In the political liberal approach, political individualism corresponds with
personal autenomy in ethics as a rejecuon of paternalistic ethics. The principle of non-
maleficence, includes the maxim: first (“or above all”) do not harm others. This principle
expresses a cardinal ethical principle in medicine. Whereas it seems logical not to harm all
other persons, it is impossible to benefit all people. Therefore, the claim of doing no harm
takes priority over the beneficence principle, which means that the obligation not to harm
people is more soingent than the obligation o benefit people. From the previous assumpton
follows that doing goed includes an imperfect or prima facie duty to do well to others but not
under all circumstances, not if it is impossible to fulfil. I. Kant. Fundamental Principles of
the Metaphysic of Ethics, ransl. by T. Eingsmill Abbott. Longman London 1969: 16, The
principle of bengficence expresses the value of doing well to others, showing sympathy to the
ifl. In medical ethics, the beneficence principle has been applied by disdnguishing
therapeutc from non-therapeutc experiments on patients. G.E, Pence (ed.). Classic Works
of Medical Ethics. Core Philosophical Readings. McGrow Hill, Boston. 1998: 14. To help
dizbetic patients, an experiment on these padents is justified where therapeutic value can
be shown, if the benefitis non-therapeutic another justification is required. Many philosop-
hers have debated the principle of justice. Aristotle's formal rotion ofjustice. which hasbeen
widely accepted, claims that equals should be treated equally and unequals unequally in the
proportien of the relevant inequalities. Aristotle, The Nicomachean Ethics 1131a: 22-25.
Justdce therefore, requiresa physician to treat each patentimpartially, regardless of gender.
insurance coverage, et cetera. These principles may be considered as central to medical-
ethical practise. Since medical ethics and health care law have commeon underlying ideas.
the (bio)ethical notions reflect basic health care legal principles.
Despite their similarity, a major difference between the discerned medical-ethical norms and
the identified legal principles concern the enforceability of norms {coercive power). Medical-
ethical principies can be enforced less precisely than legal rights. Consequenty, the legal
principles as basic notions of heaith care law has been preferred. “Since medical ethics do
not offer universally applicable and enforceable protection, a rend of providing basic
safeguards through law-making has emerged.” K. Tomasevski. Health Rights in: Economic,
Social and Cultural Rights. A Textbook. A. Eide, C. Krause, A. Rosas. Martinus Nijhoff
Dordrechrt 1995: 136. Still. preference for legal principles should not be read as legislation
replacing medical ethics rather as two conceptions, which are mutually interrelated. KE.
Tranoy. Pavent’s Rights, Vital needs, human rights, health care law. Medicine end Law, 1996,
Iss. 2: 184.
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In this respect, several remarkable developments have occurred both in
legal doctrine and legal practise, notably in judicial practise. These
developments need further discussion to understand the seeming discrep-
ancy between the basic values, notably the right to health care and patient
autonomy.

2.1 Social versus individual rights

Primordial values such as the right to health care and patient autonomy
reflect the dichotomy between social and individual rights. Tradidonally,
the right to health care, interpreted as access to health care, has been
characterised as a social (programmatic or positive) right.”* Social rights
such as economic and cultural rights are not intended to protect the
individual but are rather subjective rights in a given community. Their
guarantee lies in the (minimum indispensable) standards and provisions
which states are bound to take. On the other hand, patient autonomy
includes individual {classical or negative) rights. Individual rights (and
freedoms) are generally accepted as legally inalienable.

This classification has been accepted for many vears. However, the
modern internatdonal legal literature and recent rulings from
(guasi)judicial authorities, have differentiated these opinions. The strict
dualism has ever increasingly been considered as part and parcel of a
continuum of rights and possible correlated obligations. These two
categories of rights complement each other and are interdependent. Social
rights must therefore aim at safeguarding individual rights and individual
rights are to be considered in relation to the individual’s participation in
society.? Effectuating individual entitlements of basic rights require active
intervention, while social rights mustaim at safeguarding individual rights.
Hence the “water-tight” division between individual and social rights has
rather faded in the current socic-economic environment. Concomitantly
or inherent to such a diffusion of the nature of rights, the legal status of
social rights — generally considered weak —is changing. Their interdepen-

H.]J Leenen, G. Pinet. AV, Prims (eds). Trends in Health Legislation in Europe, Paris:
Masson/World Health Organizaton 1986: 3.

HJJ. Leenen, J.EM. Gevers. G. Pinet. The rights of patients in Europe: a comparative study.
Deventer Kluwer Law and Taxation Publishers 1993: 1.

Leenen. o.c. 1986: 3; conform Banaszak: (In der sozialen Rechtsstaat) “schiitzen die Rechte
und Pflichten nicht nur die individuelle Sphare der Freiheiten des Individuums. sondern
erfillen auch bestimmte soziale Funktionen, und ihre Beanspruchung sollte sozialorientiert
sein. d.h. indem sie dem Schutz der Interessen des Individuums dienen, dienen sie
gleichzeitig der Gemeinschaft.” Banaszak B. Dic Konzeption der Rechte des Individuums
ir: Polen. Osteuropa Recht Dezember 2001, Iss. 6: 478.

H,J.J- Leenen, J.XM. Gevers. G, Pinet, The Rights of Patients in Europe. A Comparatve
Study. Kluwer Law and Taxation Publishers, Deventer 1993: 1.
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dent and complementary characters have increased, foremost due to
international treaties and conventions.

Recent international developments related to social rights

The original concept of human rights as natural rights and inalienable
entitlements has been inextricably bound up with the philosopher John
Locke (1632-1704). Further elaborated by Jean-Jacques Rousseau and
Immanuel Kant, the concept of natural rights has been discerned from civil
rights of individuals.'' The changed portrayal of mankind, undoubtedly
caused by the political concept of a liberal state and the industrialisation
all over Europe, has encouraged the notion of individual basic rights. For
that moment, basic rights were focused on citzens’ rights and political
freedoms in order to protect the individual against abuse of power by the
state.

In the course of tme, human rights docurine has endured substantial
alterations. The classic notion of protection has evolved in what is called
individual freedom rights and social rights. Whereas individual rights are
aimed at the protection of the individual sphere of the individual liberty,
the objective of social rights is to safeguard the participation of people in
social goods.' Social rights fall under the category Leistungsrechte, they
legally provide for an obligation or efforts by the government; while
individual rights are inherent to the individual as a human being. Individ-
ual rights or so-called Abwelirrechte are said to be of a “negative” nature
because they impose government and society not to interfere with the
sphere of the individual. Most legal applicatons are of this nature,
including patents’ rights such as rights against being touched withoutone’s
consentand, touching in the form ofa medical examination or reatment."”
Social rights are labelled as positive because they entail or instruct
government to ensure an equitable distribution of social goods and a just
participaton of the individuals in these goods."* The realisation of social
rights requires active governmentintervention, which, in its turn, depends
largely on the national socio-economical situation. The “political” or
“programmatc” nature of social rights prevents them from being labelled
as “legally enforceable rights™.

JD. Van der Vyver. The fight to medical care. Medicine and Law 1989, Iss, 7: 579-83.

HJJ. Leenen in: Promodon of the Rights of Patients in Europe. Proceedings of a WHO
Consultadon. Rluwer Law Internatonal, The Hagae 1995: 50.

M.A. Somerville. Auronomy in health care, in: gezondheidsrecht in perspective (health law
in perspective). [.H. Hubben, H.D.C. Roscam Abbing (eds). De Tijdstroom 1993: 73.
H.J.J. Leenen. Sociale grondrechten en gezondheid (Social rights and health care).
Hilversum, DeBoer/Brand 1966: 169.
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This interpretation is however changing. Notably the Commitiee on
Economic, Social and Cultural Rights of the United Nations (subsequently,
the (Esocul) Committee) has frequently pleaded for the significance and
status of economic, social and cultural rights as rights. According to its
authoritative interpretation, social rights do have immediate effect: “any
suggestion that the provisions indicated are inherently non self-execuling would seem
to be difficult to susiain”."> However, the Committee acknowledges the
constraints due to the limited available resources, and party states have “to
take steps [...] to a maximum of its available resources, with a view to
achieve progressively the full realisation of the rights recognised in the
Covenant by ail appropriate means, including particularly the adoption
of legislative measures™.'® The concept of progressive realisation is a
recognition of the fact thatfull realisation of social rights will generally not
be achieved in a short period of dme. It is a necessary flexibility device,
reflecting the realities and difficuldes of the real world but that simulta-
neously imposes an obligation to move expeditiously and effectively as
possible towards the full realisation of the rights in question.’” Progressively
refers however to the “maximum of a country available resources”. While
“it must be clear that the reference to resources was to the real resources
of a country and not to budgetary appropriations™.” The Committee states:
“the phrase fo the maximum of its available resources was intended by the
drafters of the Covenant to refer to both the resources existing within a
State and those available from the international community through
international co-operation and assistance.””

Itis clear thatinadequate available resources require priority-setting in
objectives and distribution of financial means. Also, the flexibility and
freedom in domestic implementation of the obligations national govern-
ments have, create a certain margin of discretion to respective policy
measures to promote social rights.” However, “in order for a State party to

General Commentno, 3 (Fifth session, 1990) . The nature of States Pardes obligations {art. 2.
para. 1 of the International Covenant on Economic, Social and Cultural Rights), in: UN Doc.
E/1991/23, para. 5.

" Artide 2 (1) of the Covenant.

General Comment no. 3, para 9.

P. Alston, G. Quinn. The Nature and Scope of States Parties’ Obligations under the
International Covenanton Economic, Social and Cultural Rights, HRQ 1987, Iss. 2. The John
Hopkins University Press, p.185, quoted by F. Vlemminx. Het profiel van de sociale
grondrechten (The profile of social constitutional rights). Tjeenk Willink Zwolle 1994: 154.
" Alston o.e: 46.

*  The Covenant imposes national governments three types of obligations: {i) an ebligation
to respect, (ii) to protect and (iii) to fulfil. incorporatng an obligation to promote and to
ensure. Limburg Principles Part 1, principle 6. Derived from: A. Eide E/CN 4/sub2/1987/23.
Notably the obligation to promote includes an obligation of conduct, contrary to the
obligation to ensure that is defined as an obligation of result.
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be able to attribute its failure to meet atleastits minimum core obligations
to a lack of available resources it must demonstrate that every effort has
been made to use all resources that are at its dispositon in an effort to
satisfy, as a matter of priority, those minimum obligations.”™ Moreover,
effective mechanisms to review the qualitative progress in “progressive
realisation” are still difficult to realise. Possible devices suggest so-called
indicators that measure the extent of realisation of promctional measures
(e.g., infant mortality and morbidity rates. access to primary health care,
number illiterate persons).* Furthermore, universal minimum standards
in various {non)legally binding declarations and agreements also provide
for substantive parameters (minimum core obligation). Further specifica-
ton, for instance by a general comment on the right to health, may
highlight government’s obligatons.™ Sull, it has been concluded that
reviewing the extent of measurable progress as performed by the nadonal
government in the long term is difficult to perform.™

Contrary to the obligation to promote, the obligation to enswre is less
difficult to review. Different from the promotional obligation, the margin
of discretion is quite kess. This obligation imposes party states to take steps
to ensure guaranteed rights. Among the measures that might be considered
appropriate, legislation is highly desirable and in some cases may even be
indispensable. In addidon to legisladon, there is the provision of judicial
remedies with respect to rights which may, in accordance with the nadonal
legal system, be considered justiciable’.™ Non~<ompliance with the party
state obligation will be formulated as a violation of the Covenant “when
it fails to remoeve promptly obstacles, which itis under a duty te remove to
permit the immediate fulfilment of a right.™®

Apart from the authoritative reading of the Comumittee concerning a
more differentiated concept of obligations, case law of the European Court
of Human Rights has also rejected the strict dichotomy of classic (negative)
and social (positive) rights. Firstly mentoned in the Marckx-case, classic
rights create positive obligations. The Court stated that: “nevertheless, it does
not merely compel the State to abstain from such interference: in addition to this
primarily negative undertaking, there may be positive obligations inherent in an
effective ‘respect’ for family life. [...]” As envisaged by Article 8, respect for

Alston ¢.¢.; 46. The minimurn core obligations {core content) stpulate the obligations the
State should effectuate imamediately, irrespective of their available resources.
E/CN.4/8ub.2/1990,/19.3 “The word indicator refers to statistical data which atternpts to
provide or ‘indicate’ (usually based on some form of numerical quantficadon) the prevailing
clrcumstances at a given place at a given peoint in dme.”

Such a General Comment has been defined in General Comment no. 14 (infra note 37).
Vlemminx o.¢.: 136.

F Alston o.c: 44

The Limburg Principles. 8, principle 72.
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family life implies in particular, in the Court’s view, the existence of legal
safeguards in domestic law that render possible as from the moment of
birth the child’sintegration in his family. Since then, the Courthas further
accepted positive commitments based on other classic rights, notably
Artcles 6 and 11.% Sdil, such positve obligations based on the European
Convention still have a rather embryonic and casuistic character.™ On the
other hand, in case a positive commitment has been accepted, the Court
simultaneously put into perspective such cbligations by allowing states to
enjoy a broad “margin of appreciation” in the application of the obligation,
particularly in case of obligations of conduct.”

2.2 The right to health care

The interdependence and interrelationship between social and individual
rights is also a concern of health care. lllustrative is the interpretation of
patientautonomy by Somerville. “The mostimportant functon of the right
to autonomy is to allow one to protect one’s life and health. This can
require that one have aright of access to health care, because without this
the right to autonomy is meaningless with respect to ensuring that one can
achieve this aim” (protecting one’s life and health, AdE).”® The interdepen-
dence between both rights has been confirmed by Leenen: “the right to
benefit from social achievements (such as health care) has a corollary
acceptance by the individual of responsibilities towards society; social rights
are of no use if ensuring them involves the suppression of individual
freedom of choice and the violation of privacy”.* Social rights must
therefore be aimed at safeguarding individual rights and individual rights
must be considered in relation to the individual's parmership in society.™
This means that besides the protection against harmful acts of others
(refraining), “negative” rights can also necessitate “positive” obligations
to society (e.g., safeguarding financial and geographical access to basic

C.J.Forder Positeve verplichingen in het kadervan het Europees Verdrag tot Bescherming
van d¢ Rechren van de Mens en de Fundamentele Vrijheden (Positive commitments as past
of the ECHR) NJCM Bulletin 1992, Iss. 6: 611. CJ. Forder. Safeguarding human environ-
ment, the Court has furthenmore accepted similar commitments based on the right of private
and familylife. article 8 of the Convention (Ldpe Osiravs. Spainand Guerravsfialy, infranotes
112 and 114.

H.R.B.M. Kumnmeling, 8.C. Bijsterveld (eds). Grondrechten en zeffregulering (Consdrutional
rights and selfregulaton). Tjeenk Willink Deventer 1997: 46.

R. Lawson. Positieve verplichtingen onder het EVRM: opkomst en ondergang van de “Fair
Balance™test (positive comumitments under the ECHR: Genesis and downfall of the “fair
balance ™principle. NJCM Bulletin 1995, Iss. 5: 558-573, p. 566 and 570-571.

Somerville o.c.; 74,

Leenen o.c. 1986: 3.

Leenen Loz 3.
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health care services) in order to realise individual rights such as autonomy.
Such a perception fades the distinction between “negative” and “positve”
obligaton. In other words, the classic individual right of self-determination
includes positive obligations to enjoy that right, and vice versa. The right
to health care may, besides positive commitments, 2lso imply negatve
obligations. As far as the positive commitments are concerned, it is
questionable whether they are directly binding. The so-called self-executing
or direct effect of social rights, better known as the concept of erga omnes
obligations, is a conwroversial issue in internatonal law. In the Barcelona
Traction dictum, the International Court restricted its list of examples of
obligations erga omnesin the field of human rights to three examples only,
viz, the prohibition of genocide and the protection from slavery and racial
discrimination.” By confining its dictum to the “basic rights of the human
person”, itseemed to convey that the clear message that the character erga
omnesdoes notapply indiscriminately to all principles and rules protecting
human rights.”

The Institute of Internadonal Law took a different approach, when it
adopted a resolution on human rights and non-intervention at its session
in Santago de Compostella in 1989. In it, the Insdrute put forward the
proposition that the very obligation of States to ensure the protection of
human rights is an obligaton erga omnes. Article 1 of the resoluton reads
as follows: “Human rights are a direct expression of the dignily of the human
person. The obligation of States to ensure their bservance derives from the recognition
of this dignity as proclaimed in the Charler of the United Nations and in the
Universal Declaration of Human Rights. This international obligation, as expressed
by the International Court of fustice, is erga omnes; it is incumbent upon every State
in relation fo the international community as a whole, and every State has the legal
inlerest in the profection of human rights. The obligation further implies a duty of
solidarity among all States to ensure as rapidly as possible the effective protection
of human rights throughout the world.” As mentioned earlier, Ragazzi ques-
tioned whether all human rights reflect obligations erga omnes.” Although
agreeable as statements of desirable developments in the area of human

In the Barcelona Traction case, the Intemational Court of Justice defined obligadons aga omnes
as "obligations of a State towards the internatonal communityas a whole™. These obligations
“are the concern of all States™, accordingly “all States can be held to have a legal interest in
their protecion”. Barcelona Traction, Light and Power Company, Limited (Belgium v
Spain), Judgement of 5 February 1970, 1970 IC]. Rep. 3, at 32 para 33 quoted in: W .M.
van Genugten, Mensenrechten in entwikking: het “goede doel” voorbij. (Human rights in
development) Inaugural lecture. Catholic University of Nijmegen, the Netherlands 1992:
19.

M. Ragazzi. The Concept of Intemational Obligations Erge Omnes, Clarandon Press, Oxford,
1997: 140.

¥ Ragexi o.c.: 140
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rights, the Internatonal Court, by restricting its reference to basic human
rights and listing a few specific examples, seems to have implicitly rejected
this conclusion. While certain effects deriving from the concept of
obligations erga omnes (such as its influence on the scope of the excepton
of domestic jurisdiction) may strengthen the protection of human rights
generally, the fact remains that each obligation should be assessed on its
own merits, with a view to ascertaining whether or not it is an obligation
erga omnes.”® Candidates protecting human rights other than those listed
by the International Court in its dictum include positve obligations erga
omnes (respect, prevent and ensure). In this respect health care and
environinental obligations erga omneshave emerged. Since the concept erga
omnesis closely related to the basic values of the international community,
such basic values must be defined in international documents, explicitdy
or implicitly. Such constructive standards have been codified, inter alia, in
various ILO Conventions and more recently the General Comment on
Health.”” Notably, the General Comment on Health specifies various States
partes’ obligations, which are of immediate effect. States parties have
immediate obligations in relation to the right to health, such as the
obligation to take steps (article 2, section 1) towards the full realisation of
article 2, and to guarantee that the rightwill be exercised without discrimi-
nation of any kind (article 2, section 2 of the Covenant).™ Conform the
typology, those mentioned have been specified in terms of obligations to
respect, to protect and to fulfil, incorporating an obligation to promote
and to ensure. In particular, States parties are under the obligation to respect
the right to health by, infer alia, refraining from denying or limiting equal
access for all persons, [..], 1o preventive, curative and palliative health
services. Furthermore, obligations to respect include a State’s obligadon
to refrain from prohibidng or impeding traditional prevendve care, healing
pracuses and medicines, from marketing unsafe drugs and from applyving
coercive medical treatments, unless on an exceptional basis for the
wreaument of mental illness or the prevention and control of communicable
diseases.™ According to the Committee, obligations to protectinclude, inter
alia, the duties of States to adopt legislation or to take other measures
ensuring equal access to health care and health-related services provided
by third parties; to ensure that privatisation of the health sector does not
constitute a threat to the availability, accessibility, acceptability and quality

Ragazzi o.c. 145.

General Comment no. 14 (Twentysecond session, May 2000). The right to the highest
attainable standard of health {art. 12 of the International Covenant on Economic, Social
and Cultural Rights), UN Doc. E/C.12/2000/4.

General Comment no. 14, o.c.: para 30.

General Comment no. 14, o.c.c para 34.
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of health facilities, goods and services; to control the marketing of medical
equipment and medicines by third parties; and to ensure that medical
practtioners and other health professionals meet appropriate standards
of education, skill and ethical codes of conduct.” Whereas, the obligation
to fulfil requires, States parties, infer alia, to give sufficient recognition to
the right to health in the national political and legal systems, preferably
by way of legislative implementation, and to adopt a national health policy
with 2 detailed plan for realizing the right to health. States must ensure
provision of health care, including immunization programmes against the
major infectious diseases, and ensure equal access for all to the underlying
determinants of health, such as nutritiously safe food and potable drinking
water, basic sanitation and adequate housing and living conditions.* Both
the obligation to promote and to ensure differsin legal consequences, and
thus in binding character to national governments.” The margin of
discretion enables governments to enjoy a certain freedom in selectingand
implementng necessary policy measures.” However, universal minimum
standards related to the content of these measures put this freedom into
perspective. As far as the obligation to ensure is concerned, depriving a
significantnumber of individuals of, forinstance, essential basic health care
facilities, constitutes prima facie a violation of the right to health care and
may have immediate effect.” The Commitiee confirms this point of view,
referring to General Comment number 3, that States parties have “a core
obligation to ensure the sadsfaction of, at the very least, minimum essential
levels of each of the rights enunciated in the Covenant, including essental

Generzal Comment no. 14, o.c.: para 35.

General Comnment no. 14, o.c.: para 36. This typology largely corresponds with the matrix
considered by Toebes, who developed a matrix with various concrete obligations resulting
from the right to health. B.CA. Toebes. The Right to Health as a Human Right in
International Law. Intersentia Hart Anwwerpen 1999: 314-315.

AP. den Exter. H.E.G.M. Hermans. International developments concerning the right o
health care in the context of the ICESCR in: Health, Migration and Retum. A handbook
for a multidisciplinary approach. P.J. van Kricken (ed.) T.M.C. Asser Press The Hague 2001:
37.

The obligation to ensure basic primary care does not necessarily imply that the government
iselfis actuallyresponsible for the provision of health care services. Non-governmental public
msttutions are frequendy involved in providing such services and sometimes even more
appropriate for this task. However, this should not relieve government from its obligation
to guarantee a minimum of care in case of deficiencies of the market.

Van Genugren ¢.c.: 19. For instance, irregular migrants (including rejectees) in need of health
protection and medical treatment. The siruation is even more complicated in respect of
diseases, which require permanent treatment such as haemodialysis or medicaton for AIDS.
The aliens concerned. however., may consider a return te their countries of origin to be
inhuman and incompaiible with their right to life. if they cannot receive such treatment at
home.
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primary health care.” States parties cannot justfy their non-compliance
with the core obligations set out, which are non-derogable.™

Whereas new theoretical understanding concerning the Covenant’s
right to health confirm the direct effect, notably the obligations to respect
and to ensure, the justiciability of such a right at national level, i.e. the
susceptibility ofjudicial adjudication, remains problematic. A survey of case
law in a variety of countries revealed that courts are generally reluctant to
found their decisions on a right to health, apart from a specific health
service based on the right to health or in case which this right is considered
to protect individuals against certain threats.”” Such rights were notably
heldjusticiable when implemented in nagonal Jaw. The justiciability of the
Covenant’sright to health appeared disappointing and depends upon the
willingness of courts to apply that right.”®

2.3 Paiient autonomy

Apart from the right to health care, the second principle underlying health
care law is respect for (patient) autonomy. The affirmation of patient

Generzl Commentno. 14, ¢.c.: para 43, Read in conjunction with, for instance, the Alma-Ata
Declaration provides compelling guidance on the core obligations arising from article 12.
Accordingly. in the Committee's view, these core obligations include at least the following
obligations: (a) w0 ensure the nght of access 1o health facilites, goods and services on a non-
diseriminatory basis, especially for vulnerable or marginalized groups; (B) to ensure access
to the minimum essential food which is nutritonally adequate and safe. to ensure freedom
from hunger to everyone: (c) to ensure access to basic shelter, housing and sanitaton. and
an adequate supply of safe and potable water: (d) to provide essential drugs, as from time
to time defined under the WHO Action Programme on Essendal Drugs: (¢) to ensure
equitable distribution of all health facilities, goods and services, and (f) to adopt and
implementa natonal public health strategy and plan of action. on the basis of epidemiologi-
cal evidence, addressing the health concerns of the whele population; the sorategy and plan
of action shall be devised. and periodically reviewed. on the basis of a partcipatory and
transparent process; they shall include methods, such as right to health indicators and
benchmarks. by which progress can be closely monitored: the process by which the strategy
and plan of action are devised, as well as their content, shall give particular atzention o all
vulnerable or marginalized groups. According to the Committee. the following obligations
are of comparable priority, viz, the obligadon: (a) to ensure reproductive, maternal {pre-natal
as well as post-natal) and child health care; (b) to provide immunization against the major
infectious diseases occurring in the communiny: (¢) to take measures 1o prevent, treat and
control epidemicand endemic diseases: {d) to provide education and access to information
concerning the main health problems in the cornmunity, incheding methods of prevendng
and controlling them. and {¢) to provide appropriate training for health personnel. including
education on health and human rights. General Comment no. 14, o.c.: para 44,

General Corment no. 14, o.¢.; para 47,

" Toebes o.c.: 229, 349,

In the Netherlands (monist system)., only on two occasions the courts implicidy considered
article 12 JICESCR to be justiciable, while evading the question of direct effect. Toebes a.c.:
230.
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autonomy as pivotal value of health care law can be found in numerous
legal documents, both national and intermational. Besides these two
principles, it can be argued whether or not other seminal values underlie
this field of law, including general human rights such as the right to life
orits corollaries, the right to physical integrity and the right to dignity. The
vast majority of considerations on human rights affirm the cardinal nature
of the right to life, and its pre-eminent position to other fundamental rights
of the individual. ™

Molinari 0..:42. The right to life is generally considered as an inalienable, inviolable human
right. In Greek and Roman antiquity, however, notall human life was regarded asinviolable
and worth of protecdon. Slaves and *barbarians” did not have a full right to life. Spartan law
required that deformed infants were put to death. Human life’s worth depended on its social
udlity. Plare. for instance. advocates infanticide by dumping borm children in an inaceessible
and unknown place. Plato Politeia V 9. The Stoic philosopher Seneca writes unapologetically:
“unnatwral progeny we destroy: we drown even children who at birth are weakly and
abnomal”. Seneea Ad Luciius, de Ira quoted by J W, Basore in: De Ira (mransi.). J.E. Page
{(ed.) Heinemann London 1961. vol I: 409. In a well-known passage, Anstotle supports
abortion if parents have more children than they could feed. Aristotle Politics VII Book 16
1335b19. The Swics, 100, who were indifferent 1o pain permitted self-destuction in
circumnstances of great pain or disease. For them it was considered as an essential part of
human freedom that we continue here by our own consent, quoted by: G. Williams, The
sanctty of life and the Criminal Law. Faber and Faber London, 1958:227. The social
evaluaton of life which leaves no reom for the recognitdon of the inalienable right to life
of human beings and the interpretation of life that it produces pleasure in Greek antquity,
indicate that the statement concerning the absolute inviolability and inalienability of human
life was an illusion in this society. $.N, Okechukwu, The Right to Life and the Right 1o Live.
Ethics of International Solidarity. Peter Lang, Frankfurt am Main 1990: 184.

In modem international law, the right to life, and safeguarding this supreme right is
considered an essential condidon for enjoying 2 range of other individual and social rights.
The right to life as a modern concept goes far beyond the waditonal view of protection
against {arbitrary} killing. Such a restricted view is no longer valid as will be explained by
the interpretadon of international human rights documents. Drafing the Internatonal
Covenant on Civil and Political Rights (1954). the Human Righrs Committee already
interpreted the right to life as imposing Swates adopting positive measures, inter afia, to reduce
infant mortality and to increase life expectancy, especially measures to eliminate malnutrition
and epidemics. General Comment no. 6. The right to life {Artdcle 6) 30 July 1932 sixteenth
session, no. 5. Similar interpretations were heard by the European Commission on Human,
Rights. Consequently. the right to life has two dimension, vz abstaining from arbirrary killing
and protection against life threatening situatons or diseases. Intentionally deprivation of
the right to life or failure to take such measures could mean that governments can be held
accountable. That responsibility emanates from the fundamental narure of the right o life
as anorm of ius cogensin internationz] law B.G. Ramcharan. The Right to Life in Internatio-
nal Law. International Studies in Human Rights. Dordrecht Martinus Nijhoff Publishers 1985
10. Similarly, the International Court of Justice recognized the right 1o life as a right erga
omnes.1.c. legal obligatons of the States 1o the world community (vis-d-visdutdes owed 1o states
and foreign natonals, see the Barcelona Tractadon case, supra note 53, which refers to the
exampie of the protection from slavery, and racial discriminatdon which are by their nature
obligations erga emnes. The prohibitdon of genocide, an illustration of the right to life. can
also be considered as a right erga omnes.) . Despite itis recognized in both customary law and
conventions, and despite its ergz omnres nature, the right to life may be subject to exceptions
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Nonetheless, these values are not unique to the field of health care law.
As mentioned, they constitute basic values of human rights law, including
health care rights. Consequently, they show a certain overlap with specific
health care values such as the right to health care and patient autonomy.
Apart from overlap, both principles may also conflict with each other, in
cases such as euthanasia. Within the framework of this research, despite
its relevance, the right to life is not considered as a unique principle of
health care law.

Autonomy: Historical background

The central notion that underlies the concept of autonomy is commonly
indicated by the etvmmology of the term, wiz, aulos (self) and nomos (rule,
governance or law). The term was first applied to the Greek city state. A
city had autonomia when citizens made their own laws, as opposed to being
under the control of some conquering power.” Such a perception of
autonnomy refers to independent actions or decisions without external

{non arbitrary and set by law). In the intermational community, only grave vielatdons of the
right to life {e.g. mass execudons. apartheid) have been recognized as contrary to ius cogens.

In the health care setdng. specific problems related 1o the right to Jife nombly concern
wssuesat the end of life (euthanasia and assisted suicide). Several legal scholars interpret the
right to life as a “negative” right against the state and not against himself. D.J. Harris, M.
O’Bovle. C. Warwick. Law of the European Convention on Human Rights. Buttersworths
1995: 38. Consequenily, the right te life is a fundamental human right that equally implies
an autonomous right to dispose of his life. L. Hamann quoted by G. Roedecke. Gibt es ein
Recht auf den Tod? In: AL Eser (ed.) Suizid und Futhanasie als human- und sozialwissen-
schaftliches Problem. Stuttgart Enke Verlag 1976: 337,

Such an interpretaton, however, overemphasizes the individual autoniomy principle. Since
international rreades and national Constitutions explicitly recognize the right to life rather
than the right not to life, such a liberal interpretation of a fundamental right is not likely
and should be constituted in positive law. Instead, the Parliamentary Assernbly of the Council
of Europe recenty adopted a recommendation which upholded the prohibiton against
intenuonzally taking of life of terminally ill or dying persons, while “recogmizing that a
terminallyili or dving person’s wish to die does notin itself constitutes any legal claim to die
at the hand of another persons” (Parliamentary Assembly Recommendartion 1418 {1999)
on the Protection of the human rights and dignity of the terminally ill and the dying). In
the “explanatory memorandum” the reporter Gatterer explains thart “dying is a phase of life.
The Council of Europe’s Social. Health and Family Affairs Committee, reporter E. Gartterer.
Doc. 842]) . 21 May 1999 no. 53. Thus the right to die in dignity corresponds with the right
to life in dignity” (The principle of unconditional protection of dignity is also reflected in
the preamble of the Biomedicine Convention: "convinced of the need to respect the human
being both as an individual and as a member of the human species and recognizing the
importance of ensuring the dignity of the human being”™). Member States thereby
acknowledge a right to die in dignity. Furthermore. a terminally ill or dying person has the
right to self-determination as of the course of the process of dying, he or she, however, has
no right to be killed (Explanatory memorandum o.¢. ne, 54). The Convention’s legal system
therefore prohibits the killing of 2 human being even if the killing is wished for by the
individual.

G. Dworkin. The theory and practice of autonomy. Cambridge University Press 1991: 12-13.
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interference; when they are self determined. Liberty or freedoms is however
not equivalent to autonomy” but may be a necessary condition for
individuals to develop their own aims and interests. In order to clarify the
difference, Dworkin refers to an example from John Locke.™

“ Consider a person who is putinio a prison cell and told that all the doors are locked.
The guards go through the motion of locking the doors but in fact one of the locks
is defective and the prisoner could simply open the door and leave the cell. Because
he is not aware of this he, quite reascnably, remains in his cell.”

The prisoner is, in fact, free to leave the cell. His liberty has not, although
he does not know this, been limited. His autonomy has been limited. His
view of the alternatives open to him has been manipulated by the guards
in such a fashion that he will not choose to leave. This example shows that
self determination can be limited without limited liberty. Dworkin
characterised autonomy as the capacity of a person critically to reflect
upon, and then attempt to accept or change, his or her preferences,
desires, values orideals.” Thus autonomy is not simply a reflective capacity
but also includes some ability to alter one’s preferences and to make them
effective in action.™

Generally, however, autonomy and selif-determination can be considered
as exchangeable notions. The underlying notion of individual self-
determinaton, reflected by concepts such as respect for the human dignity
and the integrity of the human body, funcdons as the cornerstone in
international human rights iaw. The notion of autonomy plays a central
role in the current legal doctrine. After the Nuremberg doctors™ trails
(194647), the genocide in the concentration camps and the inhuman and
harmful experiments with prisoners made the world clear that human
rights, including individual autonomy needed adequate legal protection.
Corollary, international treaties and conventons have functioned as an
important impetus to provide individual selfdetermination with a
constitutional or specific national legal basis.” Although accepted as a

The Oxford Dictonary (1991} defines autonomy as “freedom of the will™, equivalent to self-
determination: the free determination of one’s own actions (Webster’s Dictionary. 1992).
*  Dworkin o.c.: 105.

#  Dworkin o.c: 20.

" Dworkin e.c.: 108.

Asmentioned earlier, the right of seifderermination has an ancient background in medical
ethics. In the Hippocratic oath, the maxim of primum est non nocershas been accepted asnot
to harm the patient. Not harming the patient. besides physically. can also interpreted as
mentally. Thus withholding information to the patient can be considered as a harmful act
against the padentand an infringement of his right o self-determination. See also I. Paaso.
Current challenges to the principles of medical law and their new interpretation. Medicine
and Lew 1995, Iss. 7-8: 622-3. After World War I, the concept of self-determination was

Intersentia 69



Health Care Law-making in Central and Eastern Europe

fundamental human right, autonomy is not unlimited. The basis for
infringements to this right can be found in the right to life and the right
to self-determination of other persons and the publicinterest. Restrictions
to the right of self-determination can often be justified in case of threaten-
ing harm to others and in the event of a common threat to the commmunity
(e.g., “public health”}. However, such restricions should answer to
principles such as proportionality and subsidiarity. Generally, such types
of limitations need to be determined by law.

Self-determination in the health care setling

Several developments within the health care sector such as increasing
complexity, the fact thatmedical practise has become more hazardousand
in many cases more impersonal and inhumane, often involving bureau-
cracy, and the progress made in medical and health science and technology
have all placed new emphasis on the importance of recognising the
individual’s right to self-determination and often on the need to reformu-
late guarantees of other rights of patients.” Previously. judicial rulings
concerning health care already recognised the interest of the right of self-
determination as 2 human right. This was long before the endorsement
of anymultlateral agreement. In 1914, the distinguished American judge,
Benjamin Cardozo, expressed the legal and moral right of a patient as
follows:

“Every human being of adult years and sound mind has g right to determine what
shall be done with his own body; and a surgeon who performs an operation without
his patient’s consent commits an assault [...]™

Developed from a moral 10 an accepted legal inalienable right, various
domestic legal orders explicitly or implicitly protect such a principle.”™*

primarily aimed at collecdve self-determination of nations. Within the context of this
research, the right to self-determination refers to self~determinadon of the individual.
* WHO 1995 o.c.; 32.
¥ Schlvendorff v. Society of New York Hospital (1914) 105 N.E. 92 at 93: quoted by A. Grubb in:
Choices and Decisions in Health Care by A. Grubb, J. Wiley Chichester 1993: 37,
¢/ e, in Germany the citzen's right of self-determinaton is exphcitly protected by the
Constitution (Article 2(1) Grundgesetz) , Hungary mutatis mutandis, The Swedish Health and
Medical Care Act of 1933, states that good health — and medical care should be based on,
inter alig, respect for patient’s self~determination. The U.S. Constitution does not explicitly
express the right to self-determination, instead the "privacy-right has been the guiding
principle for assessing the right to self-determinaton,
Most recently, the European Commission Biomed2 programme supported a research on
patentautonomy, privacy and informed consent, amed to evaluae the realizaton of these
notons in five European counwies. This study affirmed the legal (mostly consdtutional) basis
of padentautonomy in these countries, More problematic. however, appeared the realization
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Consequently, medical procedures generally require the patient’s consent.
Moreover, the right of selidetermination created a new category of rights
in the health care setting, the so-called patients’ rights. Derived from the
ancient autonomy principle as mentioned in the Greek etymology, in the
contemporary legal docirine patents’ rights are generally considered as
part and parcel of human rights.* Similar as other individual rights and
freedoms, patients’ rights are aimed at protecting the individual sphere
and individual liberty. This new category of rights includes, infer alia,
informed consent, confidentiality, access to (medical) records. In its turn,
these rights generated several new rights such as disclosure, correction and
removal of data recorded by different kind of information systems, and the
right of a second opinion and not to be informed.® Such a wend of
developing and modernising patients’ rights has been observed all over
Europe, notably in Central and Eastern Europe.™

3 FUNCTIONS OF HEALTH CARE LAW

In order to understand the basic principles of health care Jaw, the previous
section explored its leitmotives and recent developments concerning the
substance of these values. This understanding is of relevance to the
interpretation or application of positive law reflecting these principles,
notably in case of omissions in legislation. Statutory law is part and parcel
of the conceptual framework of health care law and can be classified in
terms of modalities or functons of law. Traditonally, jurisprudence
recognises the normative and, Instrumental functions of law (Chapter two).
Hereafter, itwill appear that legal theorists have specified these functions
relevant to health care law. Defined as “law-jobs”, these functons provide
the legislature an analytical tool to initiate, direct, monitor and modify the
legislative activity in health care. For a correct understanding of these
functions, a general introduction briefly describes the historical events that
underlie legal intervention in health care.

of autonomy in practice. H. Leino-Kilpi et al. Patient’s autonomy, Privacy and Informed

consent. FOS Press Amsterdam 2000: 136.

For instance: Leenen 0.¢.1993: 1; Annas o.¢.: 3. Roscam Abbing s.c.2 1.

"' Leenen o.c 1993: 28-29. 60-561. 81-82.

% In numerous CEE~countries newly drafted legislation introduced the concept of padents’
rights. ¢f ¢.g.. the padents’ rights chapter in the Hungarian Health Care Act (Act No. CLIV,
1997), the Polish Act on Menzal Health (Dz.U.1994 No. 111 Item 535}, the Latvian Acton
Medical Treatment, Part IV on the Right of Patients (1997}, the Croatian Health Care Act
(1997) and the Lithuanian Act on Patients” Rights and Patients’ Injuries Compensation (No.
1-1562, October 1996, as amended 1998).
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3.1 Historical backgrounds and its legal setting

Historical backgrounds

In ancientsociety concern over individual health was a patrician preoccupa-
tion, 2 cult of the educated and leisured.” From that time, patricians’
charity began to be concerned with the health of the population. This was
exploited further by Christianity throughout the late ancient and early
medieval world. Chrisdan charity concerned itself with the health of the
non-elite strata, which expanded the perception of society by the
powerful.* Collective concerns about the health of populations shifted
from providing a salubrious environment for patrician comfort to the
provision of institutional medical care to the population.”

In medieval Europe. economic relations began to reconfigure the
feudalistic structures into trading societies that encouraged the growth of
large towns. It is during that period that the preoccupation with health
raised in importance, notably the focus on dangerous and infectious
diseases. Notably the unhealthy hvgienic circumstances during the Middle
Ages function as a lJandmark in what is called the early public health law
history. Epidemic diseases such as leprosy, plague and syphilis were already
the object of Christian charity but now became the subject of intervention
by (national) autherities to protect the health of the society. Municipal
authorides were concerned with preventve measures and regulations
against contagious diseases and municipal environmental sanitation. It
included some limited control of the disposal of human and other wastes,
concern for water purity and the hygiene for housing. More elaborated
(plague) regulations established so-called “health boards”, originally in
Venice butlateralso in the rest of Europe. These health boards were under
the control of political authorities and functioned pardy as information
offices concerning contagious diseases. Later om, these boards also
functioned as cityimmigration authorities that demanded health licences
from visitors and their merchandise or goods.”® During the Ages of
Enlightenmentand Industrialization, due to scientific developments, health
legislation in Western Europe focused on sanitation and immunization
{e.g., health education, demographic statistics and policies of isolation and

)

Q. Temkin, C.L. Temkin (eds). Ancient Medicine. Baliimore, Johns Hopkins University Press
1967.

D. Porter. Health, Civilizauon and the Siate. A history of public health from ancient to
modem fimes. Routledge London 1999: 11.

T.S. Miller. The Birth of the hospital in the Byzantine Empire. Baltimore Johns Hopkins
University Press 1985.

Porter a.¢.: 38.
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treatment).” Moreover, enlightened conceptions arose on State institution-
alised administrative health authorities to regulate the practise of the
medical professions and the sale of pharmaceuticals.

Pre-eminentlyin the twenteth century, economic growth and urbanisa-
ton encouraged national governments to become increasingly involved
in (public) health policy. Ratdonalisation concepts imposed natonal
governments to intensify their role in the field of what has been called as
“public health”. In most part of the world, public health encompasses
concerns for physical and mental health of the population, including the
control over food and addictive substances such as tobacco, alcohoel and
narcotics, and finally, a broad range of environmental concernssuch asthe
control of water, land and air pollution.” But since the rise of the classic
welfare state, natonal autherides became graduallyinvolved in health care.
Notably after the Second World War, health care systems in Europe were
based on the principle of selidarity that required legislative intervention.
The predominant systems were the compulsory social insurance
(“Bismarckian”) model and the natonal health service ("Beveridge”)
model.” The leading regulatory role for natonal authorities in this field

In eighteenth century Germany, the “medizinische Polizei” was established., functioning as
the predecessor of the public health inspecrorate. The tasks of this “medical police™
encompassed the full range of public safery, including sanitateon and hygiene and .
information. Major cities in Europe and the USA introduced such 2 medical police with
extensive powers. A, de Swaan. Medical Police, Public Works and Urban Health in: In Care
of the State. Health Care, Education and Welfare in Europe and the USAin the Modern Era.
A, de Swaan {ed.) Polity Press Cambridge 1988: 126.

F.P. Grad. Public Health Law: It's Form, Function, Fumure, and Ethical Parametersin: WHO
1998 supra note 2: 20,

The first model is named after the German Chancellor von Bismarck who could be
remembered as the founder of the workers' social insurance. In the 1830s. parliamentvoted
the acts on health insurance, accident insurance and invalidity insurance. By law, a variety
of public funds were established concerned with the administration and implementation
of social insurance schemes. The legal conditions stipulated by law on medical care and sick
pay, employer's liability for accidents, and invalidity at work. recognized the involvement
of national authorities in social security. In the years following, the social security system
extended moderately including new risks such as pensions. unemployment family charges.
This example with far-reaching legislation was followed by more European countries in the
next halfcentury.

In conurast, Britain introduced a system: based on universalism in benefits and services,
named after Sir William Beveridge. The Beveridge or Natonal Health Service system was
inwroduced after the great recession in the 1930 to previde all concerned with a minimum
means of existence. The NHS system provides health care to all members of society, without
regard 1o income or employment status. The swte is the main payer and the central
government sets the NHS budget. The state also delivers health care through its ownership
and administradon of the hospital sector. W. Beveridge. Social Insurance and allied services
London. H.M.8.0. 1942,

The third twpe. the Mardst system or Semashko system was introduced during the Russian
revoludon in Cenwal European countries. The Manvist model is not opposed to the Bismarck

s

o
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covered, inler alia, the organisation, delivery and financing of health care
services. Regulatory intervention became even more manifest when the
latest financial crises in the seventies and eighties called for drastic “cost
containment” measures in the largely publicly funded sector.” In order
to safeguard human rights in health care and simultaneously initiate the
necessary reforms, legislative intervention became inevitable and more
complex.

Up to the first half of the twentieth century, regulatory measures were
predominantly based on national (public health) law. But the increased
mobility of persons and pandemic character of new health scourges
necessitated, more and more, international cooperation and co-ordinaticn
with regard to health. Newly established organisaticns such as the World
Health Organization and the International Labour Organization (ILO)
became importantinternational gremia dealing with global (occupational)
health problems. Consequently, after World War Two, health protective
measures have undergone considerable modifications and were extended
byinternational and regional prevention and promotion programmes, for
instance the Declaration of Alma Ata,” “Health for All by the Year 2000"™
and the European Union action programmes.” These initiatives can be
characterised by their protectve, preventive and promotional nature of
measures primarily related to public health. Such programmes called
governments to formulate national policies and plans of actions. Secondly,
to co-ordinate their actions at supra-national level.

As regards to medical ethics and human rights, the post-war Doctors’
Trails at Nuremberg (1946-7) initiated a profound reorientaton, particu-
larty with concern to medical research. Established as a uniform legal basis
for the prosecution of (medical) war criminals, its judgements concluded
a ten-point code, known as the Nuremberg Code.™ Above all, the Code

model. The socialist ideal continued to a large defree in the Bismarck system, but with the
difference that they abandoned the insurance concept. The workers are entited to benefits
because they are workers. not because of the paid contributions.

E. Mossialos, . Le Grand {eds). Health Care and Cost Containment in the European Union.
Ashgate. Aldershor 1999: 1.

Adopted by the Internadonal Conference on Primary Health Care. Alma Ata, september 1978
World Health Organization.

World Health Organization. Geneva, 1985, which seta target date at the end of the second
millenniurm for the atainment of several ambitious objecdves such as asignificant reduction
ofinfant mortality, control of fatal diseases and increase of life expectancy for older persons.
E.g.. Europe against AIDS/Cancer action programmes CJ No. L 160. p. 52, 28 June 1988:
O] No. 1. 95, p.16, 16 April 1996.

The Nuremberg Code. containing standards to which physicians must conform when carrving
out experiments on human subjects (1947). Inspired by the Code. besides the earlier
mentdoned declarations and conventon, sevexal staternents and recommendations were made
by (non-) governmental organisations {¢.z., the World Medical Assembly: guiding physicians
in biomedical research involving human subjects, 1964, as amended).

kit
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funcuoned as aleading document of ethical principles in medicine. Since
its establishment, the Code has been further elaborated in international
declaratons and conventons formulating States responsibilities concerning
the dignity, integrity and seli<letermination of patients in heaith care.

Moreover, new technological developments in the health care sector
have also raised numerous ethical and legal questions concerning life and
death, diagnostic and treatment methods, e cetera. Their infringing
character on recently adopted human rights imposed more and more
legislative intervention.

The instrumental and normative perspective in health care

From the historical description it became clear that the scope and therefore
the functons of health care law have changed, namely a shift from merely
limited public health tasks towards the protection of human rights in health
care and regulating the structure and financing of the health care system.

From alegal theoretical perspective, atleastin the western democracies,
wo traditional functions of the law can be discerned, viz, the Insumental
and guarantee or safeguarding function of law (chapter 2.6). Since health
care law has been characterised as a subdiscipline of law, such a classifica-
tion of functions is also applicable to this field oflaw. More specifically, the
functions of health care law can been deduced from the leading notons
of health care law: the right to health care and patient autonomy, and the
subsequent normative commitments as defined in the various treaties and
declarations. The determinant rights and obligations can be classified
according tc the elementary functions of health care law.

For instance, the right of access to necessary health care creates an
obligation o society, respectively the state to enable citizensin need to have
equal access to and receive adequate health care. This assumption implies
the development of a “basic” health care system, accessible for the entire
community. Basic health care services include public heaith (e.g., vaccina-
tdon and infecticus diseases programumes, environmental hygiene),
emergency care, primary care, categories of pharmaceuticals, ef cetera.
Moreover, safeguarding equal access includes 2 payment system that
enables any person without adequate resources and unable to secure such
resources, is to be granted to receive the necessary care. In this respect,
health care law has an allocation function in order to guarantee a geo-
graphically and financially accessible svstem of “the state of the art” health
care facilities. Access to health care also implies a right to receive care of
proper quality. As a consequence, this give rise to regulative mechanisms
concerning the quality of health manpower, health services, devices, &
cetera. Such an instrumental perspective emphasises the functional,
primarily allocative, directive aspectand facilitates elements of health care
law.
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On the other hand, from the individual human rights perspective, patient
autonomy inidated a range of newly derived patents’ rights, such as the
right to receive informaton, consent, confidentiality, and various emanated
rights. In order to guarantee the fundamental character of these human
rights, constitutional and/or legislative provisions are indispensable.
Through legisladon claims and rights can be legitimised and ensured. In:
this respect, health care law reflects the normative or axiological dimen-
sion. Inherent to this assumption is the precondition of an objective
motivation to legitimise possible infringements.

Conclusively, access 1o health care as well as patient autonomy symbolise
the functional and normative dimension of health care law. Referring to
the complementarity and interdependency of the health care legal
principles, the functions of health care law are also interrelated. For
instance, the implementation of these functions by means of legislation
requires a balanced consideration of both the individual as the social
dimension of health care law; the recognition of fundamental patients’
rights by law is meaningless without enabling patients to enjoy the social
aspects of these rights.” Hence, the functions of health care law are
correlated.

Both the functdons of health care law, as well as the correlaton between
these functions have been confirmed by several legal scholars. Roemer, for
instance, structured the functons of health care law according to the
subjects of interventon (discussed hereafter). It is guestionable whether
such an approach is generally accepted among legal theorists. [t will appear
from the following analysis thatacademic lawyers such as Montgomery and
Furrow subscribe to such a classification of the functions of health care law.
Others, such as Longley, applied Karl Llewellyn’s general theory on “law-
jobs” in order to justify governmental intervention in health care. By
classifving the discermed functions, an analytical framework of health care
law may provide a theoretically valuable instrument to substantiate health
care legislation,

3.2 Roemer’s funciions of heaith care law

In the 1980s, many Western countries were experimenting with reforming
their health care system and structure. A main cause was the first oil-crisis,
which had considerable effects on the economies of most Western
countries, also in the sphere of health care. In several countries, one direct
consequence was that the available health care budget experienced
considerable constraints, intensified by increased costs of high-quality

£.g., whatis the meaning of the right to access to medical record. in case of illiterate persons
(right to receive education)?
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medical technologies and demographic developments such as the ageing

population. Due to these circumstances most countries were forced to

reshape their health care systems.

Attheintergovernmental level, the World Health Organizatdon (WHQO)
developed significant efforts to support such reform initiatives. One of
those initatives comes from a legal study of health care law and policy by
Ruth Roemer. In 1980, she made a valuable contribution to the restructur-
ing and radonalisng of health care law-making by discerning various
function of health care law.” These functions were structured according
tovarious subjects of intervention. Inherent to the nature of these subjects,
and the increased complexity of health care, is interventon by the
legislature. Traditonally focused on legitimising governmentintervention
when protecting the population against epidemic diseases and creating
guarantees against unlawful infringements of fundamental individual rights,
health care law nowadays encompasses a broad scope of activities, regulat-
ing, facilitating and allocating different types of health care services.
Roemer illuminated the role of health care law in terms of functions the
law performsin protecting the health of individuals and community. These
funcrions operate as a basis to develop legislation, to provide for a
framework and to structure health programimes, and regulations under the
law that make explicit the details of the programmes.” In the approximate
sequence of their historical development, these functions are as follows,
health care law:™
— prohibits conduct that is injurious to the health of individuals and the

community {protection and prevention};

-~ authorises programmes and services that promote the health of
individuals and the community (promotion of health, including
promoting access Lo care);

- regulates the production of resources for health services (training
personnel and health facilities, as well as influencing the planning of
facilities: rational planning and allocation of resources});

— provides for social financing of health care {mobilisation of financial
resources to provide for —needed — health care);

— exercises surveillance over the quality of health care (assure a minimum
standard for the quality of care).

* R Roemer. Law and Health Policy in: R. Roemer and G. MacKray {eds). Legal Aspects of
Heaith Policy. Issues and Trends, Greenwood Press Westport, 1980: R. Roemer. Health
Legislation as a Tocl for Public Health and Health Policy in: Health Legislation at the Dawn
of the XXIst Century, supranote 2.

Roemer o.6.: 437.

Roemer o.c.: 439.

N
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Although focused on the American setting, these functions of health care
law reflecta universal conceptsince they encompass the underlying notions
of health care law (the right to health care and patent autcnomy). For
instance, the interpretation as given by the Comumittee of Economic, Social
and Culwral Rights concerning the right to health care (obligation to
respect, protect, fulfil) largely corresponds to the discerned functons by
Roemer.

Cridcs on the typology concern the vacuum of individual rights in health
care. Roemer does not discern this normative function of the law as an
autonomous category. Although mentioned as part of the quality of care-
function, this does not include the entre range of patients’ rights. A
possible explanation could be the subordinated role of axiological values
to the functional approach of health carelaw (1980s). In the contemporary
doctrine, safeguarding patients’ rights has been considered as one of the
most important objectives of health care law. This has been confirmed by
a range of multilateral and regional declaration, principles, treaties and
conventions that have endorsed the rights of patients. Hence, a separate
category to emphasise the relevance of this function is therefore justified.™

3.3 World Health Organization: Strengthening ministries of health

The described functions as discerned by Roemer, have been further
elaborated and extended over the years. In 1988, a WHO study referred
to the described reasening of functions of health care law translated into
functions of health care legislation.” Although described as possible
functions of health care legislation, since legislation can be seen as the
species of the genus, the concept of law, this classificadon reflects the role
of the law in the health care sector, viz, to protect, prevent, promote,
allocate, provide, and guarantee. The following functions have been taken
into account:™
— to prohibit conduct, and ban or regulate the use of products injurious
to health through, for example, contre] of environmental poilution and
of the use of toxic chemicals;
— to authorise programmes and services that promote the health of
individuals and the community, such as family-planning services or
immunisation programimes;

In more recent publications Roemer supports the notion of a separate functon. wiz
concerning cthical issues in health care. Roemer o.c. supre note 2: 92,

World Health Organizaden, Strengthening Ministries of Health for Primary Health Care.
Technical Report Series No. 766 WHO. Geneva 1988,

" WHO e.c 92

HO
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— to regulate the production of resources and the production, deploy-
ment, and the management of the health manpower required for the
delivery of health care to individuals and of the environmental health
services, as by professional licensing laws or the establishment of health
facilines;

— to provide the social financing of health care through, for example,
social security or grand in aid programmes, and

— to exercise surveillance over the quality of health care by, for example
hospizal licensing or peer review.

Due to the increased interests in human rights in health care, the report

included an important addidonal function, namely

— to ensure the rights of individuals, as by laying down requirements for
informed consent to surgical or other procedures.

This report contains the authoritative views of an international commitiee

of experts consulted by the WHO. Within their capacities. the committee

gave the WHO its scientific advice concerning, inter alig, the legislative role
of the Ministry of Health. As such, the report confirmed the earlier
described functons of health care law by Roemer. Since these functions

have been incorporated by the WHO’s Health for All by the Year 20060-

Strategy (protecton, prevention, promoton, equal access, ef cefera) it can

be concluded that the WHO adheres this conceptabout the role of law in

health care.

Within the spirit of the present time, the ambition towards the pre-
surned functons of health care law cannot be denied. The notion of law
(including law-making) as an omnipotent and omnipresent regulative
mechanism may be rather obsclete, as notified in chapter two. Nonetheless,
the essence of such a conceptwill be still useful, particularlyits implications
towards (re)defining and realising health legislaton (policy}. Apart from
providing a legal basis, these functions do not necessarily imply an exclusive
legislative elaboration, more or less suggested by Roemer. Instead, certain
categories, such as quality of care or health manpower assessment, may be
(further) regulated by self-regulative professional standards, guidelines or
protocols. Within a legal infrastructure, and in view of the available
capacities and domestc traditions, these self-imposed standards may
funcdon as even more effective mechanisms to achieve the chosen
chjectives.
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3.4 Furrow: Four concerns of health care jaw

In the recent American literature, Furrow considers the role of health care
law and/or quasilegal mechanisms according to four major concerns. viz.
quality of care, costs of health care, equitable access, and fourth, respect
for the person of the patient.™

Quality of care seems 1o be interpreted as the regulative function of the
law inspired by the failure of market mechanisms in the health care
providersand institutions cluster (licensing and accreditation).™ Through
(quasi)legal mechanisms, the leading notion is to improve both efficiency
and quality of care since consumers cannot be certain of receiving health
care of adequate quality, for the products of health care are too complex
and information about them too costly to obtain. The malpractice system
also addresses quality problems by retroactive compensation (in case of
receiving care of inadequate quality) and attempting to deter those who
would otherwise commit medical errors. Furthermore, varying quality
assurance programmes by health care institutions further subscribe to the
quality control aspect of health care law.

A second concern of health care law, concerns costs and attempts
to maintain a financially affordable health care system. Despite substantial
differences in the American health payment system, a common public
policy objectis cost containment that requires extensive legal intervention
to regulate or restore competitive conditions. Nonetheless, within the
European context, the legal means to direct and control health care
expenditures may quite differ, for example with less emphasis on market
competition. Thus, implemented using various public policy mechanisms
and legal instruments, a second objective of health care law concerns cost-
control.

Guaranteeing equitable access to a basic level of health care is consid-
ered as a third concerns of health care law. This has resulted in legal
intervention to force health care providers to provide “free” health care,
that is care financed by other patients, and in government programimnes
to pay for health care directly. As costs have increased, new technologies
have further tested the meaning and commitment of equal access.™

Fourthly, health care law ardculates a primary human right, viz, Tespect
for the person of the patient. The law has taken on the role of protecting
the autonomy of the patient. This concern is reflected in the doctrine of

B.R. Furrow, S.H. Johnson. T.8. Jost, RL. Schwartz. Health Law: Cases, Materials and
Problems. West Publishing Co.. St. Paul 1991 viii-ix.

Furrow o.c.: viii.

Furrow o.z.: ix.
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informed consent, protection of confidendality of medical information,
et cetera.

3.5 Montgomery: Exposition of obligations

From a UK-perspective, Montgomery lists the following sectors in which
law has a role, interpreted as responsibilities of the Department of Health:
to provide and operate a National Health Sexvices system (including the
provision, finance and allocation of health care), to carry out public health,
to regulate the health care practise (professional regulation), and to
regulate the position of the patient (in terms of specific professional
responsibilides).™ Apart from the typical National Health Service system,
Montgomery's categories of health care law largely correspond with the
classification of Roemer and the WHO such as monitoring and improving
the health status of the community (public health), the regulation of health
manpower, services and pharmaceuticals (quality assurance, supervision
and control), and safeguarding patients’ rights (professional principles and
duties). According to the similarities in classification and objectives, it can
therefore be assumed that Montgomery subscribes to the functions of law
in health care.

3.6 Longley: Llewellyn’s theory of law-jobs applied to health care

One of the most comprehensive and rational considerations of the role of
law has been advocated by Karl Llewellyn. He argued that in order for any
group or institudon, regardiess of its size, 1o sustain stability and cohesive-
ness and thus function effectvely, a series of socially necessary tasks have
to be performed.® Crucially, authority must be established, goals set,
conduct regulated, and disputes resolved. Although the theory is vague,
open to interpretation, and arguably tautologous, itis a rough and useful
instrument for functional analysis, and it is undoubtedly capable of
generating some important insights. The law-jobs can be considered as a
crude checklist of questions to ask when examining the soructure and
operation of a society.”” These fundamental jobs do not indicate the
adoption of any specific organisational or procedural arrangements, as these
will be shaped by the context within which they are 1o be operating, but
they do provide a kind of blueprint for collective actvity.™ It prompts the

Monzgomery o.c.: 23, 53, 135, 227 ot seq.

K Liewellyn, “The Normatve, the Legal and the LawJobs™ (1940) Yale Law Journal 49,
quoted by: D, Longley. Health Care Constitutions, Cavendish Publishing 1996: 12.

W. Twinning. Karl Llewellyn and the Realistic Movement. Weidenfeld and Nicholson, London
1973: 181.

™ Longley o.c: 12.
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question about the funcuon(s) of statutes dealing with health care.
Irrespective of the kind of health care system (national health service,
health insurance system), Longley distilled four basic intertwined functions
of the law or, “lawjobs™.™ With specific reference to the health care field,
these qualides are:”

the allocative function concerns the distribution of decision-making
authorides. Questions such as who is competent o make choices and
decisions, relate to the legitimacy and effectiveness of an organisation.
Itinvolves the structural and administrative framework within which the
other tasks are carried out. This lawjob brings into focus the exercise
and control of delegated and discretionary powers and within the health
service raises questions of the balance of authority and responsibility
for the utilisation of resources between management, clinicians and the
public;

choosing goals and objectives; the setting of priorities and development
of policy. Secial 1nvasive decisions concerning health care disparides
are essentally political choices and need to be legitimised within alegal
frame, due to the rule of law;

simultaneously, the law expresses on policy objectives. Thisrefersto the
implementation and monitoring of activities to ensure that chosen
objectives are achieved. In particular the monitoring aspect is increas-
ingly significant; (side-) effects of policy-decisions can be revised by
normative criteria, expressed by law, and,

conflict regulation by means of dissolving disputes. Besides individual
satisfaction, grievance resolution may provide additional information
about structural deficiencies of the system, of importance to feedback
of the system and an effective channel of accountability.

This brief summary of modalities of health care law outlines the role of law,
respectvely the legislature in health care law. Fereafter, it will appear that
these functions have been formulated in international law, providing
universal normative standards relevant to national authoritdes in the field
of health.

59

n

There are several distillations of Llewellyn's lawjobs theory. Twinning, for instance identified
six jobs. viz, adjustment of the wouble case: preventive channelling of conduct and
expectations: preventve rechannelling of conduct and expectations o adjust to change:
arranging for the say and manner of its saying (allocadon of authority and procedures for
authoritative decision-making); provision or direction and incentive within the group, and
the job of Justice Method. Twinning o.c.: 175.

Longley Le: 12
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4 PRINCIPLES OF HEALTH CARE LAW IN INTERNATIONAL
LAW

The seminal values underlying the field of health care law have been
formulated and further developed in numerous documents. This para-
graph idendfies the main (legal) documents and attempts to explain the
sources of authority of both the right to health care and patient autonomy
in international law. Such a tour d horizon completes the “core content” of
these principles. Moreover, it identifies the normative commitments
imposed to the national legislature. The analysis is focussed on the main
multlateral declarations, treaties and conventions thatinclude these rights.
Apartfrom the previous considerations on the basic values, understanding
the nature and consequences of these rightsinintermatonal lawisasecond
important step to formulate a conceprual framework of health care law.

4.1 The right {o health care in infernational treaties

As to the multilateral declarations and agreements to the right to health

care, the following have been taken into account:™

— the Universal Declaration of Human Rights (1948);

— the International Covenant on Economic, Social and Culmural Right
(1966);

— the European Convention on Human Rights and Fundamental
Freedoms (1950):

— the Conventon on Human Rights and Biomedicine (1997);

— the European Social Charter (1961), and

— the Treawy of the European Community (EC Treaty 1997).

Urniversal Declaration of Human Rights; the International Covenant on Economic,
Social and Cultural Rights

In the post war history, the adoption of the Universal Declaration of
Human Rights (UDHR) on 10 december 1948, encompassed nearly the
entire scope of what today are recognised as human rights and fundamental
freedoms.™ In the Declaration the general Article 22 has been formulated
which can be considered as an “umbrella” article on social rights: “Everyone,
as a member of society, has the right to social security and is entitled to realisation,

" AP.denExter, H.E.G.M. Hermans. Constitutional Rights to Health Care: The consequences

of placing limits on the right to health care in several western and eastern European
countries. AT 1998, Iss. 3: 261-290.

*  Adopted and proclaimed by the General Assembly resolution 217 A (II) of 10 december
1948 and reaffirmed by more then 100 counwries which participated the World Conference
on Human Righrs, held in Viennain 1993. UN. DPoc. A/CONF. 157/23-4 (Part I} 13 October
1993, para 5.
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through national effort and international co-operation, and in accordance with the
organisation and resources of each State, of the economic, social and cultural rights
indispensable for his dignity and the development of his personality™. Although the
Declaration is without any concomitant legal obligatons it has not lost its
relevance since the “founding fathers” drafted the common standard of
achievement. The principles of the Declaration have been implemented
in several conventons and treaties, which together form the international
framework for the right to health care. Due to the immediate effect of
several treaties and convendons, the legal status of the Declaration has even
increased.

Initated by the Declaration, the United Nations Commission on Human
Rights started to draft covenants on human rights, which would be legally
binding on the States ratifying them. The General Assembly adopted a
resolution, emphasising the interdependence of all categories of human
rights, and called upon the Commission to adopt a single convention.”
Western States succeeded in reversing that decision and in 1951 the
General Assembly made a controversial and contested decision that two
separate human rights covenants should be prepared, one on civil and
political rights and another on economic, social and cultural rights.™ In
Article 25 of the Declaration it is stated that *[e] veryone has the right to a
standard of living adequate for the health” andwell-being of himself and his family,
including (...) medical care (...} and the right to security in the event of sickness
(...). Asimilar reference to health 1s made in the Internatonal Covenant
on Economic, Social and Cultural Rights (ICESCR, 1966). Article 12 (1)
provides for “the right of everybody 1o the enjoyment of the highest attainable
standard of physical and mental health” and paragraph 2 conceptualises the
measures that should be undertaken by member states in order to achieve

3

General Assembly resolution 421 (V) of 4 december 1950,

A. Eide. A Rosas. Economic, Social and Cultural rights: A Universal Challenge in: A. Eide,
C. Krause. A. Rosas. Economic, Social and Cultural Rights (eds) Martinus Nijhoff Publishers
Dordreche 1995: 22.

Health has been defined as: "a state of complete physical, mental and social well-being and
not merely the absence of disease or infirmity” in: World Health Organization. The
Consttution 1948. Some members of the medical profession criticized such a rather
philosephical or social description: in stead, they consider health in purely scientfic terms
and perceive medicine solely as a technological enterprise where tme is wasted on dealing
with the social causes of ill-health. In their eyes the docror's role is not the carer. it is that
of the “scientific problem-solver and curer”™. I, Kennedy. The unmasking of Medicine, 1981,
especially chs. 1-3, quoted by J.A. Hayes. Health Care as a Natural Right Medicine and Law
1992, Iss. 5: 416, Such a strict definition of health is not generally accepted. more common
is the health-concept from a social point of view. As a consequence, health care includes all
that facilities in order to prevent ill-health, protect, safeguard and te improve a state of
health, although not inzerpreted as an absolure righe.

i
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“the full realisation of this right”.”® As a result of divergent views it was
formulated in a very general manner.”” Although such formulations include
a certain responsibility to the state with regards to the allocation, finance
and provision of health care services, its claim is generally interpreted as
a non-enforceable legal entilement to health care. Therefore, the nobile
aspirations of universal access to health care must be interpreted within
the context of the treaty, which means a basic level of health care,
interpreted in accordance with the formulation. ratio and implementation
of legal norms and economic capacities of a given society. In fact, the
domestic economic capacities and the non-enforceability of these interna-
tional treaty provisions temper the actual meaning of the right to health
care and thus access to health care sexvices.

As mendoned before, the legal status of the right to health care is
changing. In a recent article on the legal consequences of the Universal
Declaration, Meijers and Nollkaemper conclude to the self-executing effect
sensu stricto of the Declaration for members of the European Union.™ The
situation is different for non-members. Based on two studies, viz, one of
the International Law Association (1994) and another published in the
Georgia Journal of International and Comparative Law (1996) , only certain
articles including “core rights™ have reached the status of international
customary law (the right to seek and enjoy asylum, right to education,
prohibition against torture, et cefera).”

Most of the agreements reached between the Community and third
party states {twenty-three between 1998 and 1997), refer (in)directly to
fundamental human rights as included into the Helsinki Agreement
(1975). Possibly the most explicit citation can be found in the Europe
agreements based on Article 310 {(ex article 238) of the EC Treaty, referring
to the “acquis communaulaire”, including fundamental principles such as
a pluralistic democracy based on the rule of law, human rights as the
conditions to a market economy.'” According to both authers, the
recognition of the binding effect of the Declaration has serious conse-

*  Foramore extensive description of the genesis of the Declaraton’s and Conventions health-

provisions. see H.D.C. Roscam Abbing. Internatonal organisations in Europe and the right
to health care. Kluwer. Deventer 1979,

Roscam Abbing s.c.: 18.

H. Meijers, ANollkaemper. De universele verklaring van de Rechten van de Mens bevat thans

bindend verdragsrecht (Presently, the Universal Declaration includes binding wreaty law)

NJB 1997, Iss. 25: 1113-1115.

“Report on the Status of the Universal Declaration of Human Rights in Natonal and
International Law, ILA, Rep. Of the 66" Conference 1994 525-563: Georgia Journal of
International and Comparative LawIss. 1/2, 1995/6 (special issue).

E.g..the Europe Agreements the Czech Republic (L 360/3, Dec. 19.1994) Hungary (L 347/2
Dec- 15, 1993). Poland (L 348/2, Dec. 13, 1994).
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quencesforjudicial review.’”! Itmakes the Declaration subject to universal
application, review and interpretation by the European Comununity. The
Declaration includes one of the agreements as mentioned in Artdcle 300
EC (ex article 228) of the treaty, that is part of the law, as assured by the
European Court of Justice (Article 220 EC, ex article 164). Thus the right
to health care incorporated as international treaty law, and therefore
binding on atleast the European memberstates. Nonetheless, a differentia-
tion referring to the typology of obligations (respect, protect, ensure and
promote) has to be considered. Thus, despite the binding character of
notably protecting and ensuring measures, positive promouonal obligations
enzble governments a “margin of appreciation” in implementing the
NECEessary easures.

The revaluation of social nights was affirmed by the reinforcement of
the so-called “Limburg Principles” by the “Maastricht Guidelines on
Violations of Economic, Social and Cultural Rights” (1997)."* These
guidelines elaborate the commitments of party states due to the ICESCR.
The Committee of Economic, Social and Cultural Rights (as mentioned
above, the Commitiee) confirmed these guidelines in terms of a “General
Comment”. This Commitree observes compliance to the Covenantby party
states and has now been in operation for tenyears (1987-1997). During this
decade, the Committee has developed a compelling interpretation of the
states’ commitments emanating from the Covenant. Besides its main task
of studying party states reports and itself report on them, the Committee
has formulated several General Comments thatinterpret reaty-provisions
which are rather generally defined. This interpretation may support party
states in understanding the meaning of the ICESCR during itsimplementa-
tion. Two General Comments are of particular importance, viz, on the
nature of treaty obligatons of party states and the highest attainable
standard of health.'” Whereas the main obligation in Arxticle 2 (1) is to
prrogressively achieve the full realisation of the recognised rights, the
minimum essential levels of each of the rights a country should meet have
restricted the inherent policy freedom.'™ The content of these socalled
“core obligations” were based on the Alma-Ata declaration (1978) of the
World Health Organization. This declaration emphasized the importance

101

Mejjers and Nollkaemper s.6.: 1114.

UNDoc. E/CN.4/1987/17, Annex. Intended te function as a basis for elaboratng a General
Comment on the right to health care, the workshop resulted in several interesting criteria
(e.g.. indicators such as reduction of stillbirths and infant mortality). The Maaswicht
Guidelines on Violatdons of Economic, Social and Culrural Rights, Th.C. van Boven, C.
Flinterman, I. Westendorp (eds) Studie- en informadecentrum Mensenrechten Netherlands
Institute of Human Rights Utrecht SIM special Iss. 20, 1998, HR() 1698: 691-705.
Supranotes 15 and 37.

General Comment no. 2, ¢..: para 10.
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of primary health care and non-discrimination in access to health care. A
more extensive reading also includes preventive health care and the
promotuion of positve environmental and health care circumstances, to be
realised by a number of “law-jobs”, i.e. preventive activities, guaranteeing
access to basic health care provisions through a social financing system,
positive measures in favour of discriminated categories of persons, and
protecting the rights of individual patients.

Besides the “progressive realisation” standard, a second parameter to
review States progresses to the Covenant-obligations is the “violation
appreach”, ie, determining which actions or omissions amount to
violations of the Covenant’s right to health’. Such violatons can occur
through the directaction of States or other entities insufficiently regulated
by States (acts of commission). But violations of the right to health can also
occur through the omission or failure of States to take necessary measures
arising from legal obligations (acts of emission).'® Corollary to the violation
approach is the possibility for individuals and groups to submita complaint
according to the opticnal Protocol related to the rights recognised by the
Covenant.'” This relatively new development enables further elucidation
of the Covenant obligations to party states emanating from the right to
health care. Subsequently, that could be of relevance to national law-
making (policy).

European Convention on Human Rights and Fundamental Freedoms (ECHR)

The European Conventon does notinclude provisions on economic and
social rights. However, under expanding conceptualisatdon of the individual
right to life, the right to health care can be considered under the rubric
“right to life™."" For instance, in Tavares v. Francethe applicant, whose wife
had lost her life in a French hospital as a consequence of serious complica-
tions following the delivery of a child, argued that France was in violation
of Article 2 of the Convention.'” Although the Commission rejected that
contention it has however repeatingly voiced its earlier standpoint
according to which Article 2 “enjoint a IEtat non seulement de s'abstenir de
donner la mort “intentionnellement”™ mais aussi de frrendre les mesures nécessaires
a la protection de la vie. "Further: “[d]ans le cas despéce, il n'est pas conlesté que
des mesures véglementaires élaient imposées ay centre hopitalier de Compisgne, ni

General Comment no. 14, o.c.! para 48-49. The General Comment subsequendy sets out
article 12 violations in term of violations of the obligation to respect, protect and fulfil: para
50-52.

" UN Doc. E/CN.4/1997/105.

7 V.A. Leary. Complaint Procedures and the Right to Health in: The Review, International
Commission of Jurists. Economic, Social and Cultural Rights and the Role of Lawyers, Special
Issue. december 1995, Iss. 55: 114,

" Tavares v. France. Decision of the Commission. Decision of 12 september 1891,
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quelles ont élé respectées.” The implication is clearly that certain regulatory
measures aimed at protecting life and concerning the hospital system were
inherentin Article 2."" However, the Commission, after satsfying itself that
this basic requirementwas fulfilled by the relevantFrench regime, declined
to go into detzil on the functioning of the systern in the instance of this
particular case. Tavares might serve as a reminder that, in allocating
resources, itis the Convention’s point of view that not only is it important
to ensure a fair trial *within a reasonable time” but also that a certain
minimum level of health care services be maintained.!” Moreover, this
rapprochement of social and socially related rightsincludes an enhancement
of these rights within the framework of the Convention.

In another case Karara v. Finland, the right to health care was linked
with the prohibiton of torture or inhuman and degrading treatment
(Artcle 3). The applicant complained that his deportatdon to Uganda
would result in an irrevocable deterioration of his state of health and
subject him to inhuman and degrading treatment. The HIV infected
applicant claimed that deportation according to the Finish Deportation
Actwould interrupt medication and result in an acceleradon of his illness.
In view of applicant’s relatively good medical condition and taking into
account the available health facilides in Uganda, the Commission rejected
this complaint.’"!

Otherindividual rights invoked to appeal aright to health care concern
the right to private and family life (Ardcle 8) and the right to freedom of
expression (Article 10}, notably in cases of health protection. This appeal
is not that far-fetched given cases such as Lépex Ostra case, in which the
Courtunderpinned the violation of privacy due 0 environmental pollution
that caused serious health problems.'”” The applicant complained about
awaste treatment plant that emitted fumes, noise and strong smells, which
made her family living conditions unbearable and caused serious health
problems. She alleged that her right to respect for her home had been
infringed due to environimental pollution. The Courtanalysed this in terms
of a positive duty of the State; whether naticnal authorities had taken the
measures necessary for protecting the applicant’s right to respect for her
home and private and family life.” Since environmental problems
continued after pardal shut down of the plant, the Court considered that

[

M. Pellonpaa. Economic, Social and Cultural Rights in: R.5t. J- Macdonald, F. Matscher, H.
Pewzold (eds). The Eurcpean System for the Protection of Human Righws. Dordrecht:
Martinus Nijhoff Publishers 1993: 865,

Pellonpad o.c.: 865.

Karare v. Finland. Decision of the Commission on 29 Mayv 1998. See also: M, de Boer-
Bugquicchio. Health and the Courtin: P.J. van Knieken o.c.: 334 a5

Lipez Ostra v. Spain. Judgement of the Eur. Court HR on 9 december 1594

Lipex Ostra, para 55.
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the Spanish State did not succeed in taking adequate steps to secure the
applicant’s rights under Article 3(1).

Finally, in Guerrav. ltaly there has accordingly been a violation of that
provision 8.'" Here, the applicants also claimed that they had been victims
of avioladon of Article 8(1). Although the object of Article 8 is essentally
thatof protecting the individual against arbitrary interference by the public
authorities, it does not merely compel the States to abstain from such
interference: in addition to this primarily negative undertaking, there may
be positive obligations inherent in effective respect for private or family
life.'"” Similar as to the Lipez Ostra case, the Court only needed to ascer-
tained whether national authorities had taken the necessary steps to ensure
effective protection of applicants’ right to respect for their private and
family life as guaranteed by Article 8."'° The Court reiterates that severe
environmental pollution may affect individual’s well-being and prevent
them from enjoying their homes in such a way as to adversely affect their
private and family life."” In this particular case, the applicants waited for
essential information that would have enabled them to assess the risks they
and their families might run, if they continued to live at a risk in the town
exposed to danger of an accident at the factory. The Court holds, there-
fore, that the respondent State did not fulfil its obligation to secure the
applicants’ right to respect for their private and family life, in breach of
Ardcle 8 of the Convention. There has consequently been a violation of
that provision."®

In summary, the Convention’sright to life, the prohibitdon of inhuman
and degrading treatment and the right to private and family life have
occasionally been used to secure individual’s right to health care, in this
respect, safeguarding the enjoyment of applicants’ health. Whereas the
Lépezand Guerrajudgements protect against health related environmental
offences, the Tavaras and Karara rulings claimed an obligaton to ensure
the quality of, respectively, access to health care facilities.

The Conuvention on Human Rights and Biomedicine
The Convention on Human Rights and Biomedicine of the Council of
Europe is also relevant to the right to health care.’”® The Convention

114

Guerrg and Others v, Italy. judgement of the Eur. Cowrt HR on 19 February 1998 Strasbourg.
See the Airey v. freland, judgement of the Eur. Court HR on 9 October 1979, para 32

Cf the Court’s reasoning in respect to article 2in the L.C.8. v. the United Kingdom, judgement
of the Eur. Court HR on 9 June 1998, para 36.

Mutatis mutandis, the Lépez Ostra judgement, para 51,

M Lépen Ostra, para 80.

" Officially. the Convention for the Protection of Human Rights and Dignity of the Human
Being with regard to the Application of Biclogy and Medicine. Council of Europe, ETS No.
164.
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provides a common framework for the protection of human rights and
human dignity in areas concerning the applicadon of biology and
medicine. Itshares the same underlying approach with the Convention on
Human Rights and Fundament Freedoms (ECHR), but also many ethical
principles and legal concepts. This Convention elaborates several principles
enshrined in the Human Rights Convention restricted to human medicine
and biology.'*"

Article 3 of the Convention refers to equitable access to health care,
According to that article “[p]arties, taking into account health needs and
available resources, shall take appropriate measures with a view to
providing, within their jurisdiction, equitable access to health care of
appropriate quality.” Such an interpretation of the health care right
imposes an obligation on States to use their best endeavours to reach it.
According to the draft Comments, the aim is to ensure equitable access to
health care in accordance with a person’s medical needs. “Health care”
means the medical services, diagnostic, preventive, therapeuiic and
rehabilitative interventions designed to maintain or improve a person’s
state of health or alleviate a person’s suffering.’”” Furthermore, equitable
access to health care means first and foremost the absence of unjustified
discrimination. Although notsynonymous with absolute equality, equitable
access implies effectively obtaining a degree of care.™ The Parties to the
Convention are required to take appropriate steps to achieve this aim as
far as the available resources permit. It enables the health authorites to
define the nature and scope of available resources, appropriateness of
necessary measures, and appropriateness of care without crystallising
individual claims. Although the Convention was approved in 1997, the
exact long-term legal implicatons are sill unclear.'™

European Social Charter (ESC)

Arather weak interpretation of the right (of access to) health care has been
confirmed by reading the European Social Charter. The Charter is a
creature of the Council of Europe and considered as the “social counter-
part” of the European Convention on Human Rights. According to Article

Explanatory Report, para 9.

O.c.: para 24,

o O.copara 25.

For mstance. it is not quite clear which treaty provisions may have direct effect. Most likely
itis article 11, the non-discrimination provision, which will have direct effect. Each Party
member, in accordance with its constitutional law, will have ¢ determine this raking into
account the nature and the concreteness of the specified norm. Furthermore. infringemenss
oxn the rights or principles require the Parties to make a judicial procedure available to
preventor stop such an infringement (Articie 23). It remains to be seen whether Parties can
guarantee sufficient access to such judicial procedures.
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11(1) of the Charter, the right to protection of health imposes Contracting
Parties appropriate measures designed, inter alig, “to remove as far as
possible the causes of ill-health”. In the opinion of the Committee of
Independent Experts, a state can be taken to comply with this very wide
and general undertaking if it provides evidence of the existence of an
adequate medical and health system which has the following elements, viz,
adequate and generally available public health arrangements that provide
proper medical care for the whole community and ensure the prevendon
and diagnosis of disease; special measures to protect the health of mothers,
children and elderly; general measures aimed at “the preventon of airand
water pollution, protection from radioactive substances, noise abatement,
food control, environmental hygiene [sic] and the control of alcoholism
and drugs, all of which should be funded primarily by the state.'** The crux
of this provision concerns the phrase “as far as possible” that expresses the
condidonally determined nature of a health care right. The level of
“adequate” medical care is primarily determined by the domestic technical,
financial and geographical capabilites, which obviously differ by country.
Besides, given the enumeration of topics, adequate medical care is also
restricted to community health-affairs such as preventon, protecdon and
promoton of public health. According to this article, individual claims
concerning the delivery of health care services are not justified.

By Article 12, the right to social security, Contracting Parties undertake
measures “to establish or maintain a system of social security” (paragraph
1). This provision is not without meaning to health care since it refers to
the treaties of the Internatonal Labour Organization (ILO) and the
European Code of Social Security.'™ Both type of treaties encompass
minimum norms of provided medical care services to the categories of
persons entitled.'™ As far as the ILO Conventions are concemed, these
provisions are binding to member States that have ratified these conven-
tions. Simultaneously, several constraints may be justified since an absolute
right would be unaffordable due to demographic changes. Possible
constraints are: to exclude or limit the application of this right to certain
categories of persons, the type of beneficiary care, and period of dme. Such
limitations have been enumerated by the different benefit packages of
social health insurance legislation. Since both the ILO Conventons as the
European Code encompass 2 substantal part of the population, to the

D. Gomien. D. Harris. L. Zwazak. Law and practice of the European Convention on Hurnan
Rights and the European Social Charter. Council of Europe 1996, Concludings: I 59.

¥ Notably ILO C 102 Social Security (Minimur Standards) Conventien, 1952; C130 Medical
Care and Sickness Benefits Conventions 1969: European Code of Social Securiy (revised).
Rome 1990, ETS No. 139. However, this revised Code did not came into force vet,
Article 10. respectively 13 of the ILO Conventions and Articles 8 -12 of the Code.
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majority of the population, the right to health care has been made concrete
by insurance and benefit package.'”

Finally, In Article 13(1), the Charter proclaims separately the right to
social and medical assistance, which require governments “to ensure that
any person who is without adequate resources and who is unable to secure
such resources [...], be granted [...], in case of sickness, the care necessi-
tated by his condition”. The meaning of “assistance” includes a definition
that refers to the national competencies concerning the scope and extent
of assistance.”™ The commitment does not require states to provide a
comprehensive health service, asitcovers only the reatment of illness, not
health promotion, and extends only to those unable to purchase care
privately.”

Treaty of the European Community (EC Treaty)

The European Union has no general competence to regulate in the field
of health. The original Treaty of Rome did not foresee int 2 “European
health system™."* Health policy, notably the issue of access to health care
services and facilities has been regulated by the domestic legal orders of
the individual Member States. Community competences with respect to
health were mainly based on general treaty provisions as far as they
concerned the functoning of the commeon market. !

Itwas onlyin the Treaty of Maastricht (1993) that the European Union
received the explicit legal competence “to take complementary measures
in the field of public health™ (Article 129 EC Treaty of Maastricht).
Addidonally, the Maastricht Treaty provided Community health protective
actions by means of the consumer protection provision, Article 129a.'* The

H.J.J. Leenen, Rechtop zorg voor de gezondheid (The right to care for health, Preliminary
advice) Utrecht 1997: 26,

Article 13 {4) refers to the European Convention on Social and Medical Assistance (1953)
and protocol therete ETS No. 14. According ro Article 2 “assistance” means in relation to
each Contracting Party “all assistance granted under the laws and regulations in force [...]7.
Such a descripon restricts any claim towards those facilites granted by national laws and
regulations.

Montgomery o.c.: 53.

Trearty establishing the European Community {Amsterdam consolidated version). Official
Journal C 340, 1997.

Inter alia. articles 94 and 308 EC (ex articles 100 and 235). Both provisions are aimed at the
realisaton of the common market. Further restriction of intra~comrmunautaire trade however,
can be found in other relevant treaty provisions aimed at [..] the protection of health and
life of humans [...]. for instance article 30 EC (ex artcle 36).

Section 1 reads: *In order to promote the interests of consumers and 1o ensure a high level
of consumer protection, the Communityshall contribute to protecting the health, safety and
economic interests of consumers, as well as to promoting their right to information,
educauon and to organize themselves in order to safeguard their interests.” Public health
related actions uander this ardcle pardeularly concern product and food safety.

1
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conferred public health tasks to the Community were however restricted
by the principle of subsidiarity, i.¢. only if and insofar as the objectives of
the proposed action cannot be sufficiently achieved by the Member
States.”™ As a consequence, the Treaty constraints the jurisdicdon of the
Community concerning health to issues such health prevention consider-
ably.

Despite the restricted Community competences, the Protocol of
Maastricht meant a modest landmark in the predominant economic
tradition of the Union. The treaty amendment created a legal framework
for common action in the field of public health, emphasising the preven-
tion of illness, notably major health scourges, and by promoting research
as well as information and educadon.

The prevention of diseases raised several questions, viz, whetheritisa
subject that can be interpreted extensively, and therefore include measures
affecting the organisation of national health care systems. In the legal
literature, the broad interpretation of preventon has been denied. ¥ Baged
on a restrictive reading, this article has resulted in relevant programmes
concerning the fight on cancer, prevention of AIDS, other contagious
diseases, and drugs. However, 2 main weakness of actions based on this
article is the lack of enforceability. The legally non-binding character
requires therefore more and more internal co-ordination and consistency
to effectuate these programmes. Steyger, on the other hand does not
consider the non-hinding character for granted. According to her, it is
arguable that “incentive measures”, introduced by the Maastricht weaty,
cannot consist of legislation, whether through directive or regulation.”
With respect to the subsidiarity principle, she questions whether “incentive
measures” are meant to be measures of a non-binding nature instead of
legislation. This assumption should be precluded by subsectdon two of the
health paragraph, including an instruction to for the Member States to co-
ordinate their policies and programmes on health prevention. The
Commission may, according to this subsection, take “any useful initiative”
o promote such co-ordination. According to Steyger, the very words “any
useful inidatve” seems to fill in the vague concept of incentve measures
mentioned in subsection four. Since subsection four provides the legal

'™ And therefore, by reason of the scale or effects of the proposed acton. be better achieved

by the Community, Article 5 EC (ex art. 3b).

E. Steyger. Europe and its Members: a Constitutional Approach. Dartmouth, Aldershot, 1995:
79. Apart from Article 129, Steyger stares that the possible applicability of the former Ast.
100A as a legal basis for measures aimed at the preventon on communicable diseases “cannot
be considered as far-fetched”. Therefore she refers to the titanium dioxide judgement of
the Court of Justice, concerning the prevalence of article 100A in case of cumulation of
legislative procedures. (C-300/89 European Court Reports 1991 page I-2867.

Steyger o.c.2 79,
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bases on which measures in the area of health can be taken, these “useful
inittadves” will be based on this subsection. However, nowhere is it said that
these “useful initatives” cannot consist of proposals for binding measures,
adopted by qualified majority (subsection 4)."** Actually, since these
initiatives are meant to achieve the referred co-ordination, it will be quite
likely that these initiatives will have a binding nature. This leads Stevger
to the conclusion that adopting subsection two in relation to subsection
four, the member states accepted that in the health area at least some of
the incentive measures may be directves or regulation.’”’

The Amsterdam amendment (1987}, however, does not confirm this
conclusion. The lack of legal precision of Article 152 (4) (a) stillleaves scope
for interpretation. Principally, according to Roscam Abbing, "measures”
may include any kind of legal intervention, including directives.'™ The
Treaty of Amsterdam replaced the Maastricht public health provision by
arncle 152 EC. Apart from the renumbering, the main difference with
article 129 is that Community action will no longer be limited to measures
or activities, which are preventive in nature.'® Since “such action shall cover
the fight against the major health scourges, by promoting research ... as
well as heaithinformation and education” (section 1), the Community may
also actin order to improve public health. Further extended Community
public health actons include measures, iner alia, setting standards of
quality and safety of organs and substances of human origin, blood and
blood derivatives and in the fields of veterinary and phytosanitary health
(Article 152(4) (a) (b)).

Finally, in the fifth section it is mentioned that Community action in
the field of public health “shall fully respect the responsibility of the
Member States for the organisation and delivery of health services and
medical care. It re-emphasises the reluctance of Member States to hand
over their competences in organising and financing their national health

[RH

Stevger Le: 79,

Besides the role of these subsections. Steyger also deseribes the role of Articles 308 and 5
with regard to the health area. For reasons concerning the speculative character of their
applicability, relevant case law of the Court is missing and its possible jurisdicdon will not
be discussed here. Therefore. see Steyger: 81-83.

H.D.C. Roscam Abbing. Public Health in the Treaty of Amsterdam (Treaty on the European
Union). £FL 1998, Iss. 2: 173,

AP.van der Mei, L. Waddingron. Public Health and the Treaty of Amsterdam. E/HL 1998,
Iss. 2: 135.

[k
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care system. Consequently, individual clalms to access to health care
services cannot be based on Article 152,744

4.2 Patient autonomy in multilateral deciarations and agreements

Apart from the right to health care, patient autonomy has been identfied

as a second basic principles of health care law. In view of the traditional

duality between individual and social rights, patient autonomy reflects the

individual dimension of classical human rights. In the context of rights of

patients, patientautonomy functions as the underlying value of health care

law. Their meaning and legal basis of such fundamental rights can be

derived from various multilateral declaratons and agreements. A survey

of the main normative instruments that reflect these principles, offers a

conceptual framework that has been applied to draft and/or reformulate

specific rights of patients. As to the intergovernmental declaratdons and

agreements, the following have been taken into account

— the Universal Declaration of Human Rights (1948);

— the International Covenant on Civil and Political Rights (1966);

~ the European Convention on Human Rights and Fundamental
Freedoms (1950);

—~ the Convention on Human Rights and Biomedicine (1997);

— the Declaration on the Promotion of Patients’ Rights in Europe (1994),
and

~ the Ljubljana Patients’ Rights Charter (1996).

Of further relevance are several non-governmental declarations from the

World Medical Association (WMA), the Council for International Organisa-

tons of Medical Sciences (CIOMS), which are in principle non-binding.

Asto the WMA, the Lisbon Declaradon (1981) referring to patients’ rights

and the Declaration of Helsinki (1964, recently amended in 1989) referring

10 biomedical human research are worthy of mention as are the CIOMS

International guidelines for ethical review of epidemiological studies

See in this respect also chapter eight that includes a more extensive analysis on recent
developmenss initiated by the European Court of Justice.

During the latest inter-governemental conference (Nice 2000), the EU Charter of
Fundamental Human Rights was adopted, which reaffirmes the right to health care as a
communautaire principle, based on Article 152(1) of the EC Treaty and on Article 11 of the
European Social Charter. According to the Council's explanations it should be interpreted
asarightofaccess to preventive health care and the right to benefit from medical treatment
under the conditions e¢vtablished by national laws and practices. Whereas a high level of
human health protecton shall be ensured in the definition and implementation of all Union
policies and activides. Council of the European Union. Charter of Fundamental Rights of
the European Union. Explanarion relating to the complete text of the Charter, Article 35.
Luxembourg, december 2000. At this moment, however, the legal status of the Charter is
still a subject of discuzssion.

BN
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(Geneva 1991) and the Ethical guidelines for biomedical research involving
human subjects (Geneva 1993). These documents refer more indirecdy
to the rights to individual self-determination by means of “hard core”
padents’ rights (consent, information, et cetera) . Although intended as non-
binding recommendations, standards and or guidelines they further
operationalise the seminal principles and may be of relevance to the
Jjudicial interpretation.

Universal Declaration of Human Rights (UDHR)
The Declaration has accepted the right to self-determination as a funda-
merntal collective and individual human right (Article 1). The firstsentence
reads: “All human beings are born free and equal in dignity and rights.”
As to the individual setting. it includes the essence of existence, and
functions as the precondition to the enjoyment of all the rights and
freedoms of the individual. It has been reflected by, infer alia, the right to
life (Article 3) and its corollary rights, i.e. refrain from torture or cruel,
inhuman or degrading treatment or punishment (Article 5), recognition
asa person before the law (Article 6}, equal entitlementwithout discrimina-
ton belore the law (Article 7), respect for privacy (Arucle 12). Individual
freedom and human integrity imply respect for human life, absence of
outside intervention without consent, equal access and treatment before
judicial courts, ef cetera. Therefore, Article I functions in the health care
setting as the underlying basis of various individual human rights from
which the prohibition of maltreatment and experimentation without free
consentis probably the mostsignificant to health care (informed consent).
Jointly, these rights are relevantfor the protection of the individual against
violation of his physical and mental health. In the Declaration, however,
these rights were primarily stated as a political declaration of principles
without concomitant legal implications. Legally binding rights can,
however, be found in the derived Covenant on Civil and Political Rights.

International Covenant on Ctvil and Political Rights (ICCPR)
The mostimportant feature of the International Covenant on human rights
is thatitis a universal instrument, which contains binding legal obligations
for the States parties (Article 2)."" The rights within it represent the basic
minimum set of civil and political rights recognised by the majority of the
world community, It reflects norms of international customary law and is
on this basis therefore binding on the States.

Hlustrative of the importance of the right of self-determination is its
place in both the Covenant on Civil and Political Rights as on Economic,

¥ See General Comment no. 3 on the nature of States parties obligations, supra note 15.
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Social and Cultural Rights; according to Article 1 (1) “all people have the
right of self-determinaton”. Generally understood in the context of the
international community, as a collective right. The UN Charter only refers
to the “principle of equal rights and self-determination of peoples™, without
further specification. In the human rights approach, individual self-
determination is also common.

Faith infundamental human rights and freedoms as common standards
for all peoples has been recently reaffinmed at the Vienna World Confer-
ence on Human Rights (1993)."" Similar to the Declaration, both the right
to life and the prohibition of maltreatment and experimentation without
free consent have been adopted in the Covenant in Article 6 (1), reading
“Euvery human being has the inherent right to life. This right shall be protected by
law. No one shall be arbitrarily deprived of his life.” and subsequently Article 7:
“No one shall be subjected to Lorture or to cruel, inhuman or degrading treatment
or punishment. In particular, no one shall be subjected without his free consent to
medical or scientific experimentation.” The right to life is the only rightin the
ICCPR, which is expressly stated to be “inherent” in every human being.
[thas been described as the supreme right by the Human Rights Commit-
tee (HRC).' This Human Rights Committee is similar to Committee on
Economic, Social and Cultaral Rights in terms of composiiion and
mandates. It has characterised its role as an “advisory and monitoring” body
(considering the formulation of General Comments) and as an “inquiring
and investigative” body (with respect to complaints from individuals. The
Human Rights Committee supported a broad approach to Artdcle 6: [...]
“the Committee has noted that quite often the information given concern-
ing Article 6 has been limited to only one or other aspect of this right. It
is a right which should not be interpreted narrowly.” The expression
“inherent right to life” cannot properly be understood in a restrictive
manner, and the protection to this right requires that States adopt positive
measures. In this respect, the Committee considers that it would be
desirable for States parties to take all possible measures to reduce infant
mortality and 1o increase life expectancy, especially in adopting measures
to eliminate malnutrition and epidemics.'™

However, during the extensive discussions of the preparatory committee,
participating parties could hardly agree about the final text. This resulted
in a merged compromise that does not give an indication either on when
life begins, nor on when life ends.'* In particular, in cases such as abortion
and euthanasia, the question of possible exceptions was raised.

W Supranote 92.

General Comment no. 6 “The right to life” (article 6}, sixteenth session 1982, para 1.
General Comment no. 6, o.c.: para 5.
M5 Roscam Abbing o.c.: 43.

Tt
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Within the bounds of the ICCPR, Article 6 hasa particular relationship with
other Covenant articles, notably the articles 7 (prohibition of torture and
cruel reatment or punishment) 9 (right toliberty), 10 (humane reatment
of persons deprived of liberty), and 14 (equality before the courts). With
respect to Article 7, the purpose is to protect the dignity and physical and
mental integrity of the individual.”*” Both aspects refer to the prohibition
of (inhuman) medical treatment or experimentation without (informed}
consent. This article has been linked with Article 9 and 10 (1), i.e “all
persons deprived of their liberty shall be treated with humanity and with
respect for the inherent dignity of the human person”. More generally,
Article 7 has been linked with in differing contexts with various provisions
of the Covenant including articles 6, § (prohibition of slavery), 9, 14, and
23 (protection of the family) . It has been often correlated to, for example,
disappearances, torture and ill treatment..and the destruction of family life.
Since the incepton, the Human Rights Committee has taken a broad view
of the scope of Article 7. In its opinion, Article 7, “clearly protects not only
persons arrested or imprisoned, but also [...} patents in medical institu-
tons”."* As far as these experiments are concerned, special protection is
necessary to persons not capable or giving valid consent. However, the
Human Rights Committee has refrained from defining of the concepts
covered by this article, nor does the Committee consider it necessary to
draw up a list of prohibited acts or to establish sharp distinctions between
the differentkinds of punishmentor treatment. These distinctions depend
on the nature, purpose and severity of the particular treatment."™

The prohibition on medical and scientdfic experimentation has been
commonly raised in regulations with respect to the removal and transplant
of human organs or tssue. However, though the provision was drafted with
the atrocities of the Nazi war crimes during World War Two in mind, itwas
clearly recognised that the provision as formulated went much wider.
Modern practises such as psychosurgery, research on children, research
concerning pharmaceutical products, the AIDS virus, foetal and embryo
experimentation, and flucridation might well raise issues for the Human
Rights Committee to consider.'™

General Comment no. 20, replacing General Comment 7 concerning “the prohibiton of
torture and ¢ruel treatment or punishment” (Article 7). 10 April 1992, para 2.

General Comment no. 20, ¢.c. para 5.

General Comment no. 20, o.c. para.4.

D. McGoldrick. The Human Rights Committee. Its Role in the Development of the
International Covenant on Civil and Politcal Rights, Clarendon Press. Oxford 1991: 566.

14w
140

150

98 Intersentia



Chapter 3: A normative framework of health care law

Eurgpean Convention for the Protection of Human Rights and Fundamental
Freedoms (ECHR)
The text of the European Convention on Human Rights was largely
inspired by the Universal Declaratdon and the International Covenanton
Civil and Political Rights. In the European region, the Convendon
functions as the European equivalent of its international counterpart.

Encompassing comparable legally binding individual rights and
freedoms, the Convention refers in a number of articles to the right of
individual selfdetermination. Similar as mentonedin the ICCPR, theright
to life (Ardcle 2), and the prohibidon of torture {Article 3) of the
European Convention enshrine the pivotal principles, as mentoned in the
Declaration and ICCPR. Notably Article 2 of the Convention has been
considered as the prerequisite for all other human nghts. Corresponding
to Article 6 of the Covenant, Article 2 protects life itself. Some other
authors such as Fawcett have recognized that the international provisions
protect not life, but the right to life.””' In accordance with Redelbach, it
1s a very formal and limited interpretation, which is contradictory to the
theological assumptions of Article 6 of the Covenant: “the provision that
everyone s right to life shall be protected by law was intended to emphasize
the duty of States to protect life”.'”* Article 2 imposes upon the national
authoridesan obligation to protect everyone’slife, followed by a protection
of intentional deprivation of life. It directly affords protection against
actions and omissions by states, but not by individuals. However, an
application may be addressed against an individual when the violation is
due 1o the lack of protection on the part of the government, as complains
can only be directed against acts or omissions for which the government
bears responsibility.” This responsibility means, however, that States have
to take positive measures to safeguard life. '™

On the question of Article 3, it is indirectly related to the Convendon’s
right of life. Referring to forms of torture used by the Nazis during the war,
theright to be free from torture and inhuman or degrading treatmentare
amongst the most fundamental rights, as they are ted to an individual’s
personal integrity and human dignity.'”” Both the Commission and the
European Court left no doubt about the fact that freedom from torture
and other inhuman or degrading treatment or punishment includes both

JE.8.Fawcett. The Applicazion of the European Convention on Human Rights Oxford 1969:
50-31.

A. Redelbach. Protection of the right to life by law and by other means in: Ramcharan ¢.¢.:
204, quoting the Official Records of the General Assembly, X Session, Anne, Part I Doc.
A/2929, p. 30.

Gomien. o.c.: 94

Osman v. The United Kingdom. judgement Eur. Court HR of 17 May 1996, para 115-116.
¥ Gomien a.c.: 105.
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severe physicaland mentalsuffering aswell. The difference betweenthe acts
prohibited is considered as gradual. According to the Commission, starting
from the concept of inhuman treatment: “[tjhe notion of inhuman treatment
covers at least such treatment as deliberately causes severe suffering, mental or
physical, which in the particular situation, is wnjustifiable. The word “torture™ is
often used to describe inhuman treatment, which has the purpose, such as the
obtaining of information or confession, or the infliction of punishment, and is
generally an aggravated form of inhuman treatment. Treatment or punishment of
an individual may be said to be degrading +f it grossly humiliates him before others
or drives him to act against his will or conscience. ™

However, there is no absolute standard for the kinds of treatment and
punishment prohibited by Article 3. The question whether a treatment or
punishment is inhuman or degrading must be reviewed by, inler alia, the
circumstances of the case.

Convention on Human Rights and Biomedicine

The Biomedicine Convention is the firstinternationally binding legal text
addressing bioethical issues and shares many legal and ethical principles
and concepts with the above mentioned ECHR Convention. Itisintended,
inter alia, to protect human beings against possible misuse of new biological
and medical techniques by safeguarding fundamental human rights and
freedorms. Therefore, the sectarian Convendon formulates new standards
regarding the protection of the embryo and foetus. Already established
rights have been reaffirmed and further specified, e.g. non-discrimination
and the principle of informed consent. The combination of both individual
and social rights that have been regulated in this Convention underlines
the interrelationship and interaction between these type of rights in
relation to health. This makes the Conventon a health law treaty “pur
sang”.’*’

In the Preamble, the Biomedical Conventon refers to other agreements
such as the European Convention. “The two Conventions share not only
the same underlying approach but also many ethical principles and legal
concepts.”" Moreover, “[plartes to this Convention shall protect the
dignity and identity of all human beings and guarantee everyone, [...]
respect for their integrity and other rights and fundamental freedoms with
regard to the application of biology and medicine”™ (Article 1). According

Report of 5 november 1969, Yearbook XII: The Greek Case (1969), p. 186, quoted by
Gomien: ¢.c.: 226.

H.D.C. Roscam Abbing. The Conventon on Human Rights and Biomedicine: An Appraisal
on the Council of Europe Convention. EfFEL 1998, Iss. 5: 379.

Draft Convention Bioethics Convention. Comments on the provisions of the Convention.
no. 17.
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to the Explanatory report, the concept of human dignity, constitutes the
essental value to be upheld. It forms the basis of most of the values
emphasized in the Convention.'” The Convention furthermore affirms a
well-established rule, which is that no one may in principle be forced to
undergo an intervention without his or her consent (Artcle 5). Human
beings must therefore be able freely to give or refuse their consent to any
intervention involving their person. This rule makes clear patients’
autonomy in their relatdonship with health care professionals and restrains
the paternalist approaches which might ignore the wish of the padent.'®

A weak point of the Convention is that the enforcement remains
problematic. Although the Convention foresees an obligation on parties
to provide adequate judicial protection to prevent or stop infringements
to the Convention’s xights (Article 23), the Convention does not create a
supra-national judicial power such as the European Court on Human
Rights. Instead, the Convention imposes parties to deliver a report
explaining the successful implementaton of the Convention’s principles
and rights in internal law (Article 30). Despite the absence of a specific
international complaint procedure, the Human Rights Court can, on
request, advise on the interpretadon of the Convention in raised legal
questions. To a certain extent, the Court’s rulings can compensate the
absence of international judicial review. Since the Convention was only
recently approved, it remains to be seen what the exact, long-term {legal)
consequences will be.

Declaration on the Promotion of Patients’ Rights in Europe and the Ljubljana
Patients’ Raghts Charter

In 1994, a European consultation on the rights of patients was held in
Amsterdam. The purpose was to define principles and strategies for
promoting the rights of padents, within the context of the health care
reform process underway in most countries. The consultation endorsed
the " Principles of the rights of patients in Europe”, which laid down a framework
for developing patents’ rights. These principles include, inter alia, the
essence of patient autonomy, in particular the protection of dignity and
integrity of the person and the promotion of respect of the patientas a
person. In article 1, paragraph 2, the right of (individual) self-determina-
tion is explicitly mentioned together with human dignity (paragraph 1);
physical and mental integrity (paragraph 3); respect for his or her privacy
(paragraph 4}); the prohibitdon of discrimination, and the right to the
highest attainable level of health (paragraph 6). These rights are not

10

Explanatory report Biogthics Convendons, para 9.

" Explanatory report o.c.: 34.
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invented, theyare internationally recognised and formulated in many other
declarations and conventions.

Finally, the Ljubljana Charter on Reforming Health Care articulates a
set of principles which are an integral part of the current health care
systems or which could improve health care in all the Member States of the
World Health Organization in the European Region.'® Such principles
are human dignity; equity: solidarity and professional ethics {(Article 5,
paragraph 1). Thus, human dignity and integrity as the legal components
of the autonomy principle. These principles have been emphasized by the
need for health care systems which focused on people and allowed the
“citizens voice and choice to influence the way in which health services are designed
and operate™'™ Both the Charter and the Declaration, reflects the trend
towards strengthening the rights of patients in health care. Such experi-
ences can be associated with democracy: empowering people isa question
of revitalising representative democracy so as to ensure the smoocth
functoning of basic social institutions, including health care establish-
ments.'*

5 CONCLUSIONS

Analysis of the normative framework of health care law identified wo
underlying principles, viz, the right to health care and patient autonomy.
In the legal doctrine, however, this notion of health care law is not
unchallenged. In the framework of this research, it is argued that other
rights such as the right to life and corrolary concepts such as the right to
physical integrity and the right to dignity, although of relevance, are not
sufficiently specific to function as underlying seminal values of health care
law.

Both primordial values have been recognised by international human
rights law. Internationali law conceptualises the obligations derived from
both and related principles. What is more, modem understanding on
international human rights rednterpreted human rights as indivisible,
interdependent and interrelated. In terms of obligations, it means a shift
away from the traditional dichotomy between social and individual rights.
Such aninterpretation of human rights has been accepted by authoritative
insdmtions such as the United Nations” Committee on Economic, Social

161

Preamble of the Ljubljana Charter on Reforming Health Care, 19 June 1996,

World Health Organization. European health care reforms. The Ljubljana Charter on
Reforming Health Care. Copenhagen, WHO Regional Office for Europe 1896: 5.

World Health Organization, Empowering citizens in the planning and managerment of health
care. Draft for the consuliation on the development of padents’ rights in Eurepe. Gothen-
burg. Sweden. 1819 August 1997. WHO Regional Office for Europe 1997: 4.
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and Cultural Rights as well as the European Court of Human Rights. Its
relevance to the right to health care and padent autenomy concerns a more
thoughtful approach of treaty obligations in terms of obligations to respect,
protect, to promote and to ensure.

In view of the specific role of law in health care, regulatory obligations
have been classified as modalities or functions of health care law. Apart
from the traditional guarantee function concerning patients’ rights and
its regulative function in public health matters and the structure of health
care, it appeared that more and more the law’s role in the finance,
allocation, and quality of health care have increased in importance in order
to influence social relations and institutions in such a manner that they
confirm selected policy directions. As such, the traditional notion of law
has been elaborated according to the specific qualities of the field of law.

Over the past decade limiting the incessant infladon in heaith care
expenditure and funding methods to increase efficiency have been issues
of paramountimportance in decision-making of the legisiature. Gradually,
the wraditional legal doctrine has undergone a reorientation towards an
increased interest in the finance, affordability and quality of health care
withoutloosening elementary principles such as equal access to health care.
This tendency has been formulated most apparently by the World Health
Organization study on functions of health care law. This authoritative
international gremium explicitly acknowledged the original starting point
as defined by Roemer. Legal theorists such as Furrow and Montgomery and
Longley have, (in)directdy and in part, recognised such an approach of
systematsing the role of law according to discerned functions of the law
in health care. The corresponding functions, concern the traditional
normative function of guaranteeing the rights of patients, surveillance over
quality of care, to provide for the equal access to basic health care, and
directing and monitoring the allocation of health care resources and
therefore control over the main costs of health care.

Roemer’s concept of health care law, elaborated by the WHO study. is
strinkingly different from Furrow’s views of health care Jaw. Apartfrom the
minor difference in number of functions, more relevant is the absence of
the typical collective responsibility on public health (protection, prevention
and promotion}. A possible explanation cenwes on the interpretation of
the health care conception and consequently the legal norms relevant to
health care. Instead of a narrow noton related to cure as an engineering,
problem-solving concept, or “the provision of health care to repair the
defective human machine”,'** health care can also be interpreted asaimed

it

J. Montgomery. Recognising a Right to Health in: Economic, Social and Cultural Rights:
Progress and Achievement. R, Beddard and D Hill {eds.) London: MacMillan 1992; 186.
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at care, i.e. control of the causes of the inital breakdown,'® including
prevention and the spread of infectious diseases. Such a broad conception
refers to the social model of health as defined by the WHO Constitution.
Poor environmental and socio-economical circurnstances have a deteriorat-
ing effect to health. In view of this correlation, to tackle poverty and to
restore a healthy environment as well as the eradicaton of infecticus
diseases is certainly a health concern. Instead of focusing on health as
ensuring the absence of constraints on its existence, health care {law)
includes also preventive and promotional measures to increase the health
status of the community and individuals. Compared to Roemer’s specific
functions of health care law, the abstract theory of Llewellyn’s general law-
jobs is rather vague and open for interpretation. Nonetheless, Longley
distilled several functonsapplied to health care, which partly corresponds
with Roemer’s classification.

In view of the classification of functions, law clearly has both constrain-
ing and facilitative qualities. It is instrumental in achieving public ends
through the shaping of social processes. Butitshould also be emphasized
that the law is more than an instrument in that, itis a means of promoting
choice and ensuring accountability in public decision-making; principles
which are the cornerstone of human rghts and consttutional
protections.'®

The assumption of basic social qualities of law and their interpretation
in international lawis of particular relevance in case of legal reforms of the
health care system, for instance the intreduction of market elements in
health care. As such, the discerned qualities function primarily as leading
constitutional principles that provide the normative standards directing
pragmatic choices in heaith care allocation, finance, structure, et celera.
Such an approach provides the legislature a useful instrument to overcome
shortcomings in rationalising the law-making process. It contains both
normative and functicnal suggestions to health care legislative strategies
and activities that should be carried out both in the shortand the long run.
Health care legislation is therefore a “reflection” of health care law and
underlying principles. It is considered as the corpus of standards that
defines the legal framework of rights and lawjobs. Nonetheless, such a
notion of law-making is sill not complete. The relatdon with health policy
is notable in its absence. The next and final step in drafting a legal-
theoretical model that reflects the legislative process is to synthesise the
previous experiences with health policymaking, notablyin the Central and
Eastern European context.

05

Montgomery 1992, ¢.c.: 186.

1 Longley e.e:1l.
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CHAPTER 4: SYNTHESIS OF A CIRCULAR
MODEL OF HEALTH CARE LAW-MAKING:
RELEVANCE TO CENTRAL-EASTERN EUROPE

1 INTRODUCTION

“To revitalize their health services, governments in the former socialist states of
Central and Eastern Europe are experimenting with a new wonder drug called
market mechanism. This is vather like the doctor who gives penicillin to a patient
who has a known allergy to it but will die without it. It is necessary to understand
the associated dangers so that the appropriate measures may be taken fo prevent the
tregiment from killing the patient.™

From alegal perspective, the allegory focuses on an analytical framework
oflaw-making intended to increase understanding of the disease (arather
obsolete legal structure), the prescribed treatment (a “big bang” system
change). the allergy (legislative imperfections) and the remedy (regulated
and progressive reforms).

Due to the rather inconsistent legal reform strategy, legislative changes
of the health care structure in Central and Eastern Europe have frequently
been characterised as “crisis management”. Too often, rapidly changing
circumstances have resulted in less developed, temporary and ad hoc
legislative measures. These experiences give rise to a reconsideration of
the current unsatisfactory approach of law-making. In order to develop a
rational, i.e. more structural and systematic, approach ¢ health care law-
making, a model founded on correlating legal-formal understanding with
substantive parameters may prove to be a useful instrument (section 2).
Consequently, itis questionable in whatrespect the application of such an
analytical model may improve the contemporary practse of law-making
in Central and Eastern Europe. The answer lies in the relation to health
care law-making and pelicy-making since health care policy ohjectves
shape, to a certain extent, the legislative agenda and vice verse. Fundamen-
tal legal principles, values such as equal access to health care and human
nghts, determine the policy objectves of the legislature. The balance
between both perspectives reflects a substandated compromise that
corresponds to 2 minimum level of services and facilites available to the
entire populaton. The ultimate model, therefore, combines the two
interacting perspectives, as described in section 3.

! A. Preker, R.G.A. Feachem. Health and Health Care in: Labor Markets and Social Policy in
Central and Eastern Europe. The Transitdon and Beyond. N. Barr (ed) Oxford University
Press 1994: 288,
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The rationale of the suggested model is one of incremental changes to the
contemporary health care structure. Since the disappointing experiences
of the early 1990s, which was in the main a duplication of an existent
model, a careful gradual movement towards a more marketrelated health
care system has been subscribed by several actorsin the Central and Eastern
European health policy scene. The proposed circular concept of law-
making translates this noton into law-making by maintaining elements of
the ancien régime combined with additional legal changes. These reforms
can be structured according to a framework of universal legal norms
irrespective of the uniqueness of each country’s presentstatus of the health
care system. From a legal-analytical perspective, the progressive approach
of constandy monitored effects may reveal possible ramifications and
pitfalls in reforming the legislative structure. As such, the circular notion
of law-making buttresses the legislative reform process by timely interven-
tion and corresponding underpinning objectives and principles. Here, it
is assumed that it may provide a scientific basis for developing health care
legislation.

2 A CONCEPTUAL MODEL OF HEALTH CARE LAW-MAKING

While in a state of flux with rapid and profound changes, the discerned
functions of health care law provide a useful tool for creating a conceptual
framework of legisiation. It is a theoretical concept that reflects both the
normative and instrumental qualities of law and may assist the legislature
in (re)defining health care legislation. More concretely, it could provide
astipulated course and direction in line with an intended strategy. Health
care legisladon as part and parcel of health care law funcuons as an
inherent means to realise the main objectves of intended legal reforms.
WHO propagated such a systematic approach of law-making several years
ago.” Despite its (theoretical) attractiveness, deficits in the implementation
and evaluation of legislative mechanisms and insufficiently considered
measures complicate a successful realisation of the law-making reform
strategy in most Eastern European countries. Integration of the universal
qualites of health care lawinto a previously explored model of law-making
could improve this activity. Therefore, chapter two interpreted law-making
activity according to a methodological concept, refiected by a (simplified)
model and divided by discerned stages of law-making (figure 4.1). The fixst
element was identified as “objectives of law-making” and refers to the law-
jobs or functons of law. The objective approach requires the intervention
of the legislature, whereas the magnitude, complexity and urgency of

= WHO 1988, chapter 3. supre note 80,
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problems that occur necessitate the prioridsation of legislative issues, based
on an initial problem-analysis. An extensive descripuve analysis of the
specified subject(s) will ultimately result in inigating a range of legislatuve
measures that need to be implemented and monitored for their effects.
To review the extent of realisation by its underpinning objectives, and to
analyse possible (side-)effects of the intervention mechanism, evaluation
is an effective instrument that could ultmately result in adjustment or
modification of the instrument. Consequently, during a motivated
consideration of the chosen objectives, priorities, means and content of
the legal document. evaluation criteria may contribute towards a more
systematic and substantiated approach to law-making acavity. Subsequently,
it may increase rational decision-making. This type of decision-making
should, however, be focused on health care law-making.

- Raview
oo legislative
Soobjectives -

Evaligtion™

Implementation

Bafinition

Figure 4.1: Concept of 2 model of law-making

Elaboration of a law-making model

In the health care setting, the legal functions were successively grouped
according to the following clusters: public health; organisation of health
resources; financing and rariffs; quality control, and patients’ rights. The
discerned clusters symbolise the basic legal principles as formulated by the
World Health Organization. These law-jobs were specified as:
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to prohibit conduct, and ban or regulate the use of products injurious
to health;

to authorise programimes and services that promote the health of
individuals and the community;

to regulate the producton of resources and the production, deploy-
ment, and the management of the health manpower required for the
delivery of health care to individuals and of the environmental health
services;

to provide the social financing of health care;

to exercise surveillance over the quality of health care, and

to ensure the rights of individuals.

In a similar manner as the stages of law-making, the functions can be
graphically reflected {(figure 4.2).

- Public health: -

Principles of
health.care: -

Figure 4.2: Clusters of health care law

Figure 4.2 discerns the normative commitments of the legislature in the
field of health law based on its underlying basic notions. Both figures can
be easily combined. Matching both figures, the diagram transposes the
analytical stages of decision-making model to the field of health care law.
As a result of the circular approach, law-making activity can be viewed
according to the successively discerned elements (figure 4.3). Such a
theoretical model of health care law-making needs further explanation.
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The conceptual framework of health care law-making is defined as a
coherent model of concepts, definitions, assumptions and other analytical
instruments intended to develop and assess a normative framework of
legislation byis underpinning notons. [tis assumed to provide a scientifi-
cally substantiated basis for health care legislation. Since itis an intellectual
construction, it does not have to represent the actual situation. Such a
model is always a simplificadon, though nota blueprint of reality. Accord-
ingly, any description must include certain elements of reality while
excluding others. Its qualities mainly concern formulating and verifying
theoretical concepts of health care law-making, which might have conse-
quences for the actual legislative activity. Obviously, the chronology of the
suggested sequence of law-jobs does not include a hard and fast rule but
offers an analytical instrument to redefine health care legislaton in amore
systematically manner. It “colours” the theoretical perspective of health care
reforms, it enables the correlation of the muldnuide of changes in the
interactive law-making process.

Differences in implementaton and stages of development of the reform
process do not a frima facie alter the methodology, neither do they
influence the timetable of intended reforms. In general, the primacy of
public health has been considered as a fundamental condidon for a
community to enjoy its health.” It requires measures that protect, prevent
and promote the health of society. As a consequence, such an interpreta-
tion requires the legislature to define and facilitate the conditions for a
system that guarantees a certain level of physical and mental health
(including healthy envirenment, decent sanitation, hygiene, vaccination
programmes, medical care, health education and promotion}. Apart from
basic public health facilities, other health care resources that concern
individual aspects of health care necessitate the planning and allocation
of such provisions according to the needs and available resources (organisa-
ton aspects). Whereas to guarantee and maintain a financially affordable
health care system, regulation of the financing, including tariffs, is a
legislative affair par excellence. These three elements, public health,
regulating the organisational aspects of health care resources and the
sources of finance initiate the need for addidonal regulative mechanisms
related to quality control or supervision and patients” rights.” Graphically,

R J. Donaldson. L]. Donaldson. Essennal Public Health Medicine, Dordrecht 1993: IX.
Notably in case of infringements of patients’ right to a {financially) accessible health care
system legislaton is indispensable. Whether or not there is a formal relationship between
the elemenis and relevant legislation, they interact with each other. Legislation must,
therefore, be drafted which takes into consideration the interconnection between these
various elements. Moreover, without assessment there is a serious risk that the law might give
ris¢ to side or contra-effects. HLJ.J. Leenen. Health Law and Health Legislation: Possibilities
and Limits. Sugre note 2, chapter 3.
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these law-jobs correspond with the inner circle of clusters of intervention
according to the suggested sequence (figure 4.3).

Principles of
. health carg”’
law

Figure 4.3: A model of health care law-making

It will be clear that the complexity of (re)defining health care legisiation
needs a long-term strategy that cannot be realised in a singular process.
Reforming health care legislation requires a continuocus approach carried
out progressively by selected cluster(s). The review element in the
legislative process already suggested this, more or less. In this respect,
besides review based on legislative evaluation, judicial review also reveals
possible shortcomings in legislation. Judicial evaluation of (the rationale
of) legislation exposes incidental and/or structural legal deficiencies.
Consequently, such defects may initiate a reconsideration of the original
legal norm, whereas the systematc sequential approach of reforming health
care legislation strengthens the notion of a circular and gradual process.

Finally, the nucleus of the circle reflects the fundamental principles of
health care law in the process of (re)defining law-making. The right to
health care and patient autonomy function as ceniral benchmarks that
represent the underpinning principles of this frame of law-making.
Changesin interpreting these principles may affect the role of law and the
legislature in health care, and therefore influence the content of health
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care legislation. Hence, such an integrated circular model correlates
normative principles, the functions of the law, and the legislative process.
Moreover, the systematic approach by means of stages of law-making and
discerned law-jobs in health care may contribute towards a review of
legislative decision-making. It may reduce the level of “uial and error”™ by
rationalising the process of law-making in health care.

Correlation between the law-making activity and policy-making

The premise of the (start of the) legislative process as a rather autonomous
and mechanical activity without external influence needs to be adjusted.
Forinstance, the initated transition from a rather centralized tax-funded
health care system, towards a (kind) of health insurance scheme is the
result of a political decision-making process and is subsequently based on
primarily socic-economic motives. Thus, changing the health care
legislative framework cannot be placed within a vacuum but must be
comumensurate with legal, political and social principles, transformed in
astrategic plan of further defined and elaborated health policy objectives.
In other words, health care legislation and health policy are interrelated:
health care legislation both expresses (autonomous) axiological norms
{e.g., guarantees the rights of individuals, equal access, non-discrimination)
but also reflects policy objectives (e.g., costefficiency, efficient allocation
of health resources).” Health care legislation balances between fundamen-
tal normative principles and legitimising Instrumental pelicy objectives.
Integrated into the previous model, health policy objectives cover the same
categories as the discerned law-jobs of health care legislation. The circular
approach reflects the continuing interaction between Jaw-making and
policy-making, whereas policy objectives initate legislative intexvention,
otherwise, diverging judicial interventions may require legislative correction
and/or adjustment of existing policy objectives/programmes. Indeed, law-
making has a legitimising functon here besides its traditional guarantee
function. The presumed hierarchy between guarantee and instrumental
qualities manifests itself particularly in health care, viz the dilemma
between reflecting primarily economic effectiveness and efficiency versus
expressing universal access to health care (equality).

This dilemma can be resolved by differentating the equality principle.
Pure equality is an illusion, people differ in social qualites, health status
and knowledge. Such inequalites affect the extent of individual access to
health care. Here we see the primary secietal task of society, the govern-
ment optimising legal equality among its citizens. Yet, it is questionable
whether it is feasible to achieve this ambition. In a well-known statement,

r

Roemer, o.6.:437-8: H.J J. Leenen, G. Pinetand AV, Prims (eds) Trendsin health legislation
in Europe. Parts 1986, Introductdon: VI
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Aristotle recognised the relativity of the equality-concept: “treat equal what
is equal and treatunequal to the extent of inequality™. Interpreted as such,
it “only” expresses a claim of proportionality.® The consequences of the
interest to be served should not be too problematic to otherinterests. What
matters is the motivation to differentate. In health care, this motivation
can be found in the imapossibility of guaranteeing full access to universal
health care. Here, the collapse of previous Eastern European health care
idealsis exemplary. Curtailment of a previously unrestricted right to access
isinevitable, even necessary, to guarantee asustainable health care system
accessible to the entire population. To legitimise such limitadons the
legislature, the pre-eminent social body, has to guarantee a certain level
of basichealth care (decent minimum proposal).” This Rawlsian approach
can be justified since certain categories do not have the ability to choose
in a rational manner and opt for a certain level of facilities, while those
citizens above a certain basic level of facilides may be expected to, for
instance, take out additional health insurance against supplementary,
Iuxury facilities and co-payments. Thus, a certain degree of legal equality
should be aimed at, while above this level, differences could be accep‘tad:aie.8
Although initiated for economic reasons, from a legal point of view such
a perspective can also be justified by criteria open to objectivity.

To find equilibrium between tradidonal legal and instrumental policy
objectives is one of the most difficult aspects in the current health care
legislative debate. Partcularly in countries wansforming their health care
system, changes of the legal structure will instigate a debate on the
underpinning concepts of the role of the legislature and therefore
government in health care. On the one hand, newly developed legislative
strategies intend to introduce (market based) efficiency measures. On the
other, they have to express basic societal values. The centre of the model
reflects these principles which may correct a too instrumental approach
oflaw-making initiated by instrumental objectives. Viceversa, legal principles
are bound by instrumental values that attempt to develop and maintain
sustainable access to health care. Both perspectives are intertwined and
interact (figure 4.4).

However, the rational suggested approach of the legal decision-making
process does not have to correspond to the actual process. As mentioned
earlier, the real legal or policy decision-making process has rather been

Aristote. L. Ethica Nicomachea, transiated by H.G. Aposde. D. Reidel Publishing Company,
Dordrecht 1975, 1131a25-32: The Politics. 8. Everson ed. Cambridge University Press,
Cambridge 1988. 1282b15-1284a2.

Nenetheless, such a decent minimum has proved difficult 1o explicate and implement. Cf.
e.g. HLE.G.M. Hermans and A.P. den Exter. Priorities and Priority-Setting in Health care in
the Netherlands CMJ1998. Iss. 3: 346-355.

J. Rawls. A Theory of Justice. Cambridge, Mass. Harvard University Press 1971.
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characterised as “muddling through”, instead of the more mechanical
rational approach. Whether or notreflecting the actual process, and given
its limitations, the rational concept of transforming policy targets into
legislative objectives and the suggested sequence of continuously passing
stages may help to clarify problems, structure the diffuse process of making
choices or selecting objectives. In this respect, it may function as an
instrument in attempting to increase the transparency and accountability
of the decision-making process, without having the illusion of altering, in
the long run, how policy-makers or law-makers reach decisions.”

. i PubiiE -
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Figure 4.4: Synthesis of health care law-making and policy-making

3 RELEVANCE TO CENTRAL AND EASTERN EURCPEAN
HEALTH CARE REFORMS

The relevance to the legislature concerns the consequences of the synthesis
between the dvnamic approach of the legislative activity and health policy.
While the model provides over a conceptual normative framework to
increase transparency in legal decision-making, the interrelation between
law-making actvity and policy-making enables the implementation of heaith

* A-M Folz. The policy process in: Health policy and systems development. An agenda for

research, ] Janovsky ed. WHO Geneva 1996: 211,
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policy reforms in a more systematic and structured manner. Moreover,
evaluation and feedback to the underlying benchmarks may inidate further
adjustments of both the policy strategy and legislative instruments. This
assurnption of a dynamic process of on-going legislative changes corre-
spondswith the notion of a progressively changing legislative infrastructure
in Central and Eastern Europe. A brief recapitulation of previous reform
experiences may explain this correladon.

In the early 1990s the pace of change can be roughly characterized by
the image of a “fresh breeze blowing from the West” defending radical
marketoriented changes. The following quotation expounds that philoso-
phy: “The countries of Eastern Europe would do well to import Community legal
and regulatory frameworks. The advantages of a ready-made framework are clear:
it has been tried and tested in a modern market economy; it is compatible with
Communily legislation and regulation, it ensures a degree of consistency among the
East European countries; and it can be adopled with a minimum of delay; averling
the enormous amount of adwministrative and parligmentary lime required to prepare
and process new laws and enabling legislation. ™" This conception of law was
based on disillusionment with the funcdoning of previous structures and
institutions, distrusts towards authorities and an unrestrained wust in
“Western” concepts as parliamentary democracy and market economy.
Nonetheless it was sharply criticized by Stark statng: “a new social order
cannol be created by dictation.”. Thisnotion applies notonlyfor economicand
political institutions, but also for the law’."" Following Stark’s statement,
instead of economic growth abrupily “transplanting” Western market
models it had catastrophic effects in most Central and Eastern European
countries such as rapidly increased unemployment, hardly controllable
inflanon rates, and a collapse of the gross national product. “Even a
selective compiladon of different Western laws offers no guarantee that this
artificial-created legal productwill be compatble with the legal and day-to-
day practices which held sway in the states that until recently were still
socialist.” [...]. The current legal expansion in the direction of Eastern
Europe displays two weaknesses, which has characterized the “law and
development” movement: inadequate theoretical underpinnings and
insufficient research on the conditions of wansfer and recepton of law.
Theory mustbe capable of adopting a critdeal attitude vis-g-visthe intrinsic

114

“The path of reform in Central and Eastern Europe™, European Economy 1991, Iss. 2 (special
issue), EC Directorate-General II, p. ix, quoted by Armin Hoeland. The Evolution of Law
in Central and Eastern Europe: Are we Witnessing a Renaissance of Law and Development?
in: European Legal Culrares. V. Gessner. A. Hoeland and C. Varga (eds). Dartmouth,
University Press, Cambridge 1996: 483,

S. Stark. Path Dependence and Privatization Strategies in East Centeal Europe. East Ewropeon
Politics and Societies 1992, Iss. 6: 19 and Hoeland o.¢.: 483.
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weaknesses and limits of the modernisaton formula of 2 market economy
and a state governed by the rule of law.'”

Previous experiences in health care system reforms

From alegal point of view, health care system reforms have frequentybeen
insufficientdy underpinned.” Exemplaryare the observed difficuldes during
the (abrupt) introduction of a compulsory premium-related health
insurance system, large-scale decentralisaton and privatsation in several
Central and Eastern European countries.' These legal reforms failed to
ensure a more efficient and effective ordering of resources, undermined
access to and the quality of health services and public health measures
available to the public. This development may have a direct negative effect
on the health status of the general population, which will increase the need
for health care. Demographic developments and the introduction of new
medical technologies will strengthen those needs. Thus, besides a country’s
economic strength,'” deficiencies in legal reforms also affect the health
situation of the population. This trend would be further exacerbated by
an increase in the real prices for pharmaceutcals and other consurmables
sensitive to exchange rate fluctuation and/or subject 10 price
liberalisation.'® Such experiences have occurred in the Czech Republic

¥ Hoeland o.c.: 484.
AP. den Exter, HLE.G.M. Hermans (eds). The Right to Health Care in several European
Countries. Kluwer Law International. The Hague 1999: 170-2: AP. den Exter, H.E.GM.
Hermans, E.H. Hulst. Health Care Legislation in Central and Eastern Europe. A Problem-
Oriented Method of Legal Analysis of Health Care Systems in Cenrral and Eastern Europe.
The Albanian Example. Rev. CEE Law 1997 Iss. 2: 117-132.
C.f, e.g. T. Sinuraya. Decentralisation of the Health Care System and Territorial Medical
insurance Coverage in Russia: Friend or Foe? £/HL2000. Iss. 7: 15-27: A.P. den Exrer. Health
care legislative reforms in Armenia: preparations fora purchaser-provider split. Medicine and
Law 2000, Ess. 4: 655-661: AP, den Exter. Legal Reforms of the Polish health care system in
view of accessing the European Union £JHI 2001, Iss. 1: 525,
‘Whereas upward rends in unemploymentand consumer prices have a direct negative effect
on the health service expenditures in Eastern European countries since health service
expenditures per head primarily depend on the economic strength of a country. Majnonsi
d'Intgnano, B. Health Care Financing in Europe. Health Care Reforms in Europe
{proceedings of the first meeting of the working party on health care reforms in Europe),
Madrid, 1992, World Health Organization, Regional Office for Europe, Copenhagen. Doc.
ICP/PHC 210(C)BD, quoted by Zarkovic G, Mielek A, John J Beckmann. Reforms of the
Health Care Systerns in Former Socialist Countries: Problems, Option, Scenarios, Medis
Instnu far Medizinische Informatk und Systemforschung 1994: 31.
% E. Goldstein, A.S. Preker, O. Adeyl. G. Chellaraj (eds). Trends in Health Status, Services,
and Finance. The Transition in Central and Eastern Europe. World Bank Washington.
Technical Paper No. 341, 1996: 3.
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(1992),” and to alimited extent, also in Hungary (1998)." The disappoint-
ing outcomes of massive deregulation and funding experiences resulted
inareconsideration or postponement of sudden and substantial legisiative
changes. At the present moment, Central and Eastern European countries
seem more guarded about duplicating (elements of) existing models
fearing they could transfers western problems in these countries.”” Amore
progressively introduced system change would seem to be more advisable.
Such a concept may include several stages of reform according to the
following scenario.

Initial reforms

An extensive analysis of the content of the reform stages is far beyond the
scope of this chapter. Here, several elements will be briefly discussed, since
they affect all aspects of health care. Most important is the concept of the
gradual introduction of legal changes.

The concept of a gradual change to the system implies innovative legal
changes that correspond with the underlying notion of a step-by-step
modified health care system. Instead of losing the good parts of the system
along with the bad, changes to the legal structure should be aimed
at maintaining the successes of a universally accessible health care system
while using western understanding to create a system more responsive to
individuals’ needs and, simultaneously, initiating economic incentives that
encourage cost efficiency. This conceptimplies a critical reflection on both
former experiences and future legal changes. Instead of enforcing massive
breakthroughs, a series of correlated incremental changes of the legislative
framework seem to be more appropriate coping with the unavoidable
adjustments.™ In view of the overall trend towards a more marketrelated
health care system, legislative reforms may start with (relatively) minor

During this ime the state budget available for health care was transformed into a compulsory
premium-based health insurance plan. Deficits in collecting premiums and control
mechanisms, as well the high premium percentage. the high unemployment jeopardized
the solvency reserves of various health insurance funds. Hence, deficits of the health
insurance funds have necessitated national government to step in to prevent bankrupicy.
K. Kissimova-Skarbek. Health care reforms in the CCEE/NIS, European Health Policy
Conference: Opportunities for the Furure. Conference Proceedings 59 december 1994 Iss.
V World Health Organization, Regional Office for Europe, Copenhagen, 1995; 232; E.
Tragakes. Issues of Spending, Health Insurance and Efficiency o.c.: 69.

Experiences with the replacement of global hespital budgets in Hungary into performance-
based diagnostc related-groups threatened to cause bankruptey, which was avoided by strict
budgetrcapping mechanisos.

M. Cesen. V. Mocnik Drirovsek. The process of health legislaton reform in the Republic of
Slovenia. £fHL 2000, Iss. 1: 73-84.

AP. den Exter. Conceptualising a Model of Health Care Law-Making: Relevance to Central
and Eastern Europe by Exploring Hungarian Reforms. AJH 1999, Iss, 1-2: 67.
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adaptations in strengthening the public health sphere including organisa-
tonal, allocative changes in health care services (e.g., redistribution of
collective and individual health tasks, establishing health promotional and
disease preventive activities at countyand local level) . In this respect, given
the future enlargement of the European Union, participation in the health
action programmes or other (incentive) measures based on Article 152 EC
Treaty can be transposed into national health [care] law.”! Other relevant
documents concern, inter alia, EU Council recommendations related to
public health.™ These documents directly refer to national measures
including legislation in the field of disease prevendon, informa-
tion. maintenance of and, if necessary, the development of high quality of
care. Here, (future) membersare encouraged to improve the health status
and public health conditions that are below fixed minimum standards.
Such regulative reforms may function as a precondition for a gradual shift
towards a public/ private funded insurance system since many Centraland
Eastern European governments have given preference to this type of
financing method above the chronic deficiencies in the contemporary
health care funding system.” Combined with allowing private physicians
to actas independent contractors to health financing agencies with newly
introduced reimbursement mechanisms, more and more the government
will withdraw from the organisation, provision and finance of health care.
Addidonal financial resources, as well as cost effectveness of their
udlization, could be raised by combining various methods of funding. After
all, the introduction of new financing methods does not a priori conflict
with the previous national health care system.

Restructuring the health care organisation is one of the main aspects
in the overall reforms. Interesting experiences have occurred in countries
characterised bya “classical” NHS model. Governments are making or have
intended to make the health care systern more competitive by retaining
public funding.” The purpose of these reforms is to make resource
allocation in health care more efficient, more innovative and more
responsive to the consumers’ preferences. The separation between the
purchaser and provider of health care was an essential element in the

# ]. Dommers. Agenda 2000 and the Role of Public Health in Applying for EU Membership.
EJHL 1997. Iss. 4: 315-319,

¥ Eg. recommendaton of the Council 92/442/EEC, Off. ]. of the EC No. 1. 245 26.8.1992.

E. Goldsrein, e.ae.e: 24, also: M Beckman, Zarkovie G. Transition o Health Insurance in

Former Socialist Countries in: The Process and Management of Change. Transition to a

Health Insurance System in the Countries of Central and Eastern Europe. Proceedings of

the second meeting of the working party on health care reforms in Europe. Essen, Germany,

19-21 Ocrober 1993: 8

# G.Fattore. Cost Containmentand Health Care Reforms in the British NHS in: Mossialos and
Le Grand., supranote 70, chapter 3: 733 ¢ seq.
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reforrm strategy. As far as the split of primary care services is concerned,
many Central and Eastern European countries are already familiar with
this concept. Primary care providers function as gatekeepers to second-line
services such as specialist care and hospital care. Strengthening their
position can improve efficient care.

A further step is to make primary care providers financially responsible
for (part of) the cost of follow-up care provided by others to their patients.™
In this respect, several European forms of “budget holding primary care
centres” already have experience with financial responsibility for purchas-
ing some second-line care (e.g., Russia, Leningrad; Sweden, Bohus).

The purchaser-provider split can rather easily be realised by introducing
a kind of contract model. In such a scheme (groups of) general practino-
ners, dentists, pharmacists, et ceterawork independentlyand are contracted
by a third-party purchaser (e.g., health authority or insurer) who actsasa
prudent buyer of care on behalf of its members, whose terms are negotiated
by representatives of the profession. Part of the contracting of providers
concerns the negotiations on the quality, volume and price of care. It is
assumed that selective contracting by third-party purchasers will initiate
competition among providers. At a latter stage, contracts with other
providers (specialist care and institutional care) could then be a natural
complement to these contracts and in fact could then be supportive to the
conditions agreed upocn in the contracts between purchaser and the
primary care physicians.® Where agreement is not forthcoming, the
government can use its Jegal power to impose a contract. Conversely, the
contract gives rise to private lawrights, and providers can bring actions for
breach of contract if payment is wrongly withheld.™

The trend of asystem of public financing (e.g., general taxes, earmarked
taxes, cornpulsory insurance premium} combined with a system of contracts
between providers and third-party purchasers of care reflects a shift away
from a vertically integrated system towards a separation of the purchaser
and the providers of care, who have to conclude contracts with each
other.” The initated measures {also characterised as “managed competi-
don”) are intended to enhance efficiencyand innovation while preserving
equity in an altered framework of publicly operated health care systems.™

- W.P.M.M. van de Ven. Marker-Oriented Health Care Reforms: Trends, and Future Options.
Soc. Se. Med. 1996, Iss. b: 656-657.

*  Van de Ven o.c.: 638

J- Montgomery. Health Care Law. Oxford University Press 1997: 106-107.

* Van de Ven o.c.: 656.

The prototype medel of managed competition was developed by Enthoven as an alternative
to the fragmented, inefficient inequitable U.S. health care system. in which unmanaged
competition had resulted in an expensive and uncontrollable medical arms race. A.C.
Enthoven. Consumer Choice Health Plan, Naw England [ Medicine 1978, Iss. 298: 650, 709.
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Through introducing competition between providers (and/or third party
purchasers), consumer choice, open bidding, negotiated contracts or
physician performance incentives, participants are forced to compete with
each other. The increased competition that arises among providers,
insdmtons or insurers forces them to be more efficient and to improve
the quality of care provided by taking greater account of patient needs.™
Despite the presumed attractiveness of managed competition concept, a
major legal dilemma concerns the scope of health services to which patients
are legally entitled. Such entilements may conflict with the objectives of
the managed competition reforms to encourage cost effective substitution
of care and to increase consumer choice.” Encountering an appropriate
definiton of health care (and thus the benefit package) combined with
sufficient room for managed care and attractive for alternative methods
health care delivery creates another dilemma.™

To deal with such dilemmas will be one of the main issues that may
occur in the suggested strategy. In the short term, legisladve incentves that
initiate the provider-purchaser split should anticipate the described
problems. Concomitantly, developing a more competitive health care
system necessitates the reconsideraton of quality control measures
(services, manpower) in order to increase the deficient quality of health
services, lowstandards, poor equipment of health facilities, and dissansfac-
tion of hezlth personnel. Furthermore, quality incentives will necessitate
the (re)formulatation of patients’ rights (free choice of provider, insurer).

For the moment, it can be concluded that current Western reforms
strategies with, for instance, separate (financial) resources for separate
services packages offer interesing opportunities to Central and Eastern
Furopean health care reforms.™ However, inwoducing comparable
incentives require a basis in the legal systerns as they now stand. This means
that the contempeorary legal structures are notautomatically incompatible
with suggested new initiatives. But the legal conditons among which the
wansformation of the current regulative structure should occur, require
a critical analysis of the underpinning health care legal concepts.

E. Tragakes. Health care reforms in the CCEE/NIS: issues of spending. health insurance and
efficiency in: European Health Policy Conference: Opportunites for the future. Copenhagen,
59 december 1994, Volume V: 71.

F.H. Schut. H.E.G.M. Hermans. Managed Competdon Reforms in the Netherlands and Its
Lessons for Canada. Dalhousie Law JL 1997, Iss. 2: 441.

#  Schutand Hermans £ 441,

See, for instance, H. Hermans, J. Nooren. Contracting and the Purchaser-Provider Split in
Western Europe: A Legal-Organizadonal Analysis. Medicine end Law 1993, Iss. 2: 167-18%: C.M.
Fiood. International Health Care Reform. Routledge, London 2000: 174199
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Towards a pluriform health insurance system
Azralatter stage, the hybrid finance scheme will more and more substitute
elements of the NHS systemn in a mandatory health insurance model. This
includes generating additional financing mechanisms to provide exua
funding, since the often unbalanced compulsory insurance scheme cannot
guarantee (near) universal health care by itself. In Central-Eastern
European countries, voluntary insurance, just as other cost-sharing
modalites, hasbeen considered a promising mean of providing additional
revenues for non-essential care excluded from statutory insurance.” In
any case, a restricted private scheme conditionally offers the better-off the
possibility of optng out of the statutory insurance scheme and to insure
themselves additionally and/or exclusively with a private insurer. “Where
voluntary insurance is available in Central and Eastern Europe [...], it
currently provides only a small propordon of the total health care
financing. It is, however, a source of financing that may grow significanty
asinsdtutional and regulatory frameworks are developed and the transition
to new funding mechanisms progresses.™™

In order to remove major impediments to competition among (private)
insurers, an effective and-cartel policy should be supported based on the
analogy with article 81 and 32 (ex arts. 85 and 86) of the EC Treaty.
Measures to introduce competition among social insurers are highly
controversial, in so far as an entirety can be characterised as a system of
social security. It is generally accepted that Community law has no direct
influence on the organisation of a health insurance. Although member
states are free to establish their own system, inter afia, the introduction of
competitive measures is bound by certain barriers and meeting particular
criteria as far as the content of the system is concermed.” The future
enlargement of the European Union with several Central and Eastern
European countries will have considerable consequences for health care
system reforms. All four markets relate to the heaith feld: goods (ag.,
pharmaceuticals), services (e.g. private health insurance), labour (eg.,
migrating health personnel}, and capital (e.g, investing in cross-border

Such arrangements (although in an embryonic stage) can already be found in several CEE
countries: &g, the Czech Republic, Slovakia and Slovenia.

Costsharing is a form of splitting the costs of health care services in order o make users
economically responsible for their behaviour. However., in the Cenwrzd and Eastern European
setting its primary aim is to raise the revenues.

R.B. Saltnan. J. Figueras (eds) . European Health Care Reform: Analysis of Current Strategies.
WHO regional Office for Europe. Copenhagen 1997: 133,

H.E.G.M. Herroans, I Tiems. Convergence in the Dutch Health Insurance: Possibilities and
Obstacles in a European Perspective, EJLE 1997 Iss. 42 571-388.
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facilites) and the effects of EC standards and regulaton need, therefore,
to be considered carefully in adjusting system reforms.™

Furthermore, the introduction of competition would also require new
legisladon on the methods of remuneration to providers. Instead of
receiving fixed salaries, a fee for service payment system to physicians, as
well as other personnel of health services is a possible option.” The
remuneration of hospitals can be funded by budgets based on a number
of calculated variables and norms, viz, number of beds, diagnosis related
groups (DRGs), lump sum per diem, ez cetera. Nonetheless, such innovative
cost containment and costefficiency measures are strongly related to the
number of hospital beds and physicians. Compared with the numbers in
established market economies, the amounts in Easterm Europe are
excessive. World Bank reportfigures show that the ratios of physicians and
hospital beds exceed the figures in established market economies.” In
order to lower costs, reducton in the surplus of physicians and hospital
beds is an extremely difficult but necessary condition. On the other hand,
the call for raising the extremelylowand unsustainable remuneration levels
of doctors to acceptable levels will increase, although it is not realistic to
expect that doctors’ remuneration to be raised to acceptable levels in the
absence of very substantial cuts in the number of doctors. The belief that
doctors’ salaries can be increased while maintaining or slightly reducing
their numbers is a fantasy which goes hand in hand with another fantasy
that health insurance systems can increase the total funds for the health
care under the current socio-economic and political climate.” Changing
only the system of health care financing without changing the structure
of health care services, and without reconstructing the entire soclo-political
framework of the health care system, would probably only make worse the
existing crisis of the health care system in former socialist countries.

When the number of selfempioyed health professionals increases,
improving the countervailing power of individual physicians with respect
to the contracting funds will also need further regulatory attenton. Here,
the government could stimulate certain legislated self-regulatory activities
of professional organisations (tariffs, quality of care and efficiency-
incentives, ef cetera).

See also chapter 8.

During the last few years. several Central and Eastern European countries have already
changed the methods of remuneration of providers (e.g.. Czech Republic, Hungary. and
Slovenia}, at least for the physicians in private sector.

World Development Report 1993, Investng in Health. Washinton DC. WorldBank 1993:
UNDP, Human development report 1993. New York. Oxford University Press 1993,

" Tragakes o.c.: 68,

Zarcovic 0.c.: 18,
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Reforming the health care financing mechanism, combined with organisa-
tonal changes and decentralisation tendencies are without doubt impor-
tant tools in reforming the health care system. However, the increased
necessity to contain costs and improve efficiency will further pressurize the
rights of patients. With all respect to the existing codes of deontology and
professional ethics, they cannot substitute patient rights legislation, however
valuable these codes may be for training health professionals. The existing
legal codes showed serious lacunas in regulating patients’ rights. Besides
the rudimentary confidentiality of medical data, other provisions concern-
ing newly developed rights hardly existed. Such deficiencies in legal
background are illustrative for the rather paternalistic approach towards
patients in most Eastern European countries.” Protecting patients’ rights
therefore impel the legislature moxre then ever before to develop or modify
the contemporary codes in a more sophisdcated framework of (new)
patients’ rights including the inviolability of the human body, informed
consent, disclosure, correcton, and removal of data recorded by different
types of information systems.

Since the early 1990s, patients’ rights have become a main issue in
medical practise and government health policy (e.g., choice of provider).
Harmonisation of health care legislation with international and Eurcpean
standards has made, and isstill making, visible progress. Elementary rights
as informed consent, disclosure of medical files, ¢f celera, gain in importance
or were already codified. A weak point, however, is the rather ad hoc
approach in which padents’ rights are translated to legislation. Here,
(inter)national instruments may offer a useful contribution in achieving
acoherentlegalinfrastructure that guarantees that patients are treated with
respect, dignity and humanity and affirming the principles in the patient
physician reladon.™

Several Eastern European scholars have subseribed this statement, for instance in Hungary:
A.Désa. New legislation on civil commitmentin Hungary. Medicine and Law 1995, Iss. 3: 582;
B. Blasszauer. The Old Medical Ethics meets the new. Hastings Cenler Report, June 1986: 25-27.
In Poland. prier to 1991, except for the Collection of Ethical and Deontological Principles
of the Polish Medical Society. legislation did not take a position on the need to inform the
patient of the condidon of his/her health, Consequently. the extent of informadon passed
on to the patent depended on the doctor’s own judgement. The padent had no access to
medical records and the right of confidendality had somewhat been obscured under the
influence of the existing medical practice. M.E. Sokalska. Editorial, £/HL 1994, Iss. 13 324,
Rather staggening results of an inquiry among Polish patents confirmed the still subordinate
position of patents’ towards health professionals (Najwyzsza izba kontroli, Departament
Zdrowia i Kulmry Fizycznej, Informacja o Wynikach Kontroli Przestrzegania praw Pacjenta.
Warszawa, Styczen, 1997, No. ewid. 73/96P /96/095).

Cf., e.g.. the Amsterdam Consultation on Patients” Rights (1994) and the Ljubljana Charter
on Reforming Health Care in Europe {1996).
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Further elaboration of a risk-related insurance model

By (re)defining a framework of patents’ rights the gradual withdrawal of
the government in health care will emerge the dilemma of guaranteeing
these rights. Notably, as far as the finance is concerned, a more risk-related
insurance system will inevitably impel limiting access 1o health care.
Modalities of such more risk-related elements concern the different cost-
sharing mechanisms such as co-payments and external sources that will be
or have already been introduced (co-payments, co-insurance,and external
sources (loans or grants).” Consequently, comprehensive and free access
to health care cannot be endrely guaranteed in the long-term.

A comparable shift from a declining share of public to private funding
has been noticed in EU countries. Patlents in many countries have
experienced substantial cost-sharing increases as aresult of higher charges.
Indeed, this seerns to be an important componentin the shift of the public-
private mix in these countries.” For the moment however, the introduction
of such measures in Central and Eastern European countries is a matter
of heated controversy, since certain padents’ categories (e.g., lowerincome
groups and the chronicallyill) have often worse health and/or need more
drugs than the better off. This raises the issue of equity and questions its
legitimacy as such. Besides, limiting access by introducing types of cost-
sharing measures can also conflict with international accepted standards
as the ILO Conventions and the European Code.” For the moment, it is
uncertain how the judiciary in Central and Eastern European countries
will cope with this issue. Acceptance of the binding effect of ILO Conven-
tions may pose a serious threat to proposed or already accepted types of
cost-sharing measures.

Le.. a provision of health insurance or third-party payment that requires the individual who
is covered to pay part of the cost of medical care received. This s distinct from the payment
of a health insurance premium contribution or tax, which is paid whether medical care is
recovered or not (OECD). Costsharingis a form of splitiing the costs of health care services
in order to make users economically responsible for their behaviour. However, in the CEE
setdng its primary aim is to raise the revenues. I Sheiman in: Den Exter and Hermans 1999
o6 110-111,

M. Huber. Health Care Financing in European Union Member States. An Inirial Perspective
Based on Recent OECD Work on Overall Social Trends in Health Care and its Financing
in the Single European Market. R Leidl (ed) 1OS Press Amsterdam 1998: 63.

Atleastin the Netherlands. The Central Board of Appeal concluded that natonal regulation
that imposed an own contribution in case of maternity assistance was a Violation of Article
10 of the ILO Convention 102 (CRvB May 29, 1996, RSV 1997/9). Its relevance concerns
its compliance with the intexpretation of the ICESCR by the Commirntee. The self-executing
effectof weaty provisions may endanger certain types of co-payments. Up to now, itisunclear
how the judiciary in Central and Eastern Eurcpean countries will answer this question.

b

a
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Despite the potential controversies, recently modified Constitations already
anticipate health care curtailments by law.™ In the very near future, the
legiskature has to elaborate considerable restrictive rapeasures in order to
guarantee a sustainable health care system. Accepting a framework of
patients’ rights may therefore have considerable consequences for
changing the finance mechanisms and the scope of entitlements. For
mstance, in order to maintain universal access to basic health care to all
citizens, the legislature has to define the scope of a basic benefit package
of health care entitiements in line with the available resources. In this
respect, experiences such as in the Netherlands resulted in the exclusion
of different types of technologies (reaunent, pharmaceuticals, procedures,
et cetera) from the basic benefit package, according to a series of “sieves”
or filters.” Determination of such criteria pre-eminently requires a
transparent public debate about the possible and desirable choices and
their social effects. Emanated from such a debate, the legislature could
formulate clear criteria to determine the basic package of benefits of care.

The example of limitdng aceess to health care and previously mentdoned
considerations, emphasize that the need for an integral approach of
reforming the health care legislative framework is evident. In this respect,
the suggested concept of law-making that is based on such an approach
of progressively implemented health care reforms may probably function
as such a method. Here, Jaw-making is considered as a less directive and
more consultative activity, with the involvement and co-operation of all
relevant actors: health professionals, purchasers and patients as a pre-
requisite to accepiance of legal norzns.

E.g.. article 51 of the Constitution of the Republic of Slovenia (1991) reads: “[e]ach person
shall have the right to health care a5 determined by statute Rights 10 government financed
health care shall be regulated by statute.” The Czech Charter of Fundamental Rights. as part
of the Crech Constimutional order (1992) proclaims in agticle 31: “{elverybody has the right
to protect under conditions set by the law his/her health. Citizens are entited under public
health insurance to free medical care and to medical aid. While Article 41 (1) of the Charter
restricts the claim to free medical care by “onfy within the scope of the lwsimplementing these
provisions .

AJ. Dunning. Report of the Government Committee on Choices in Health Care. Ministry
of Welfare, Health and Cultural Affairs. Rijswijk. the Netherlands, 1992. Comparable
experiences have been reported in, inler alia. New Zealand, National Advisory Committee
on Core Health and Disability Support Services. Core Services 1993/94, Wellingron (1992):
Oregon (USA) Health Services Commission. Privatization of Health Services. A report to
the Governor and Legislature. Oregon Health Services Commission, Portland, Cregon
(1992): and Sweden. Health Care and Medical Priorities Commission. Priorites in Health
Care (1995): No Easy Choices. Ministry of Health and Social Affairs, Stockholm (1993).

a0
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4 CONCLUSIONS

The objectives of suggested legislative reforms in transition countries have
been determined in accordance with national priorities in the light of the
socio-economic context. Despite the diversity of that setting, the framework
of universal legal qualities of health care law may function as a normative
mechanism, which provide minimum obligations to the legislature and
concomitantly operationalise (the strategy of) legislative actions progres-
sively.

One of the model’s main elements in the decision-making process
includes monitoring and evaluating the legislative consequences which may
result in further modificatdon of current legislation. This process
emphasises the interdependence between the discerned clusters of health
care law-making and thus impel a well-considered and consistent strategy
of law-making. Certainly, the method cannctremove all the imperfections
of the transiton processes. The unpredictability, the complexity of the
process and multitude of participants and their agenda’s may put into
perspective the potential value of such a method, but it can nonetheless
contribute to a better understanding of legislative activity.

As far as the direction of intended health care reforms in most Central
and Eastern European countriesis concerned, the described method starts
with relatively minor legal changes of the legislative structure. A partal
restructuring of the existing national health care system, while retaining
its benefits has certain advantages above the uncertaindes of a complete
shift towards a comprehensive compulsory insurance system. The modifica-
tions may start with the improvement of the quality and organisation of an
often heavily regulated and insufficiently equipped public health sector
(environmental and communicable disease conirol functions, health
premotion and educaton, ef cetera). As far as the financing of health care
resources is concerned, the assumed concept does not reject the current
tax-based system in advance. It rather supports the notion of improving
current financing mechanism combined with progressively introduced
market incentives such as a contract model with an additonal premium-
based finance system and restricted to certain services. In this respect,
reforming the financing legislation could udlise useful competitive
elements, measures to improve cost containment and quality of care as
experienced in traditdonal NHS countries. Subsequenty, at a latter stage,
the final shift towards a comprehensive health insurance system can be
considered including costsharing strategies.

Needless to say, as the wansition process continues changed circum-
stances require a perpetual modification of obsolete norms and impel
newly developed legislation. Asa consequence of the growing complicated
reladons in the health care arena, legislation will be more complex.
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Continued shrinking econormies and/or increasing health care expendi-
tures will lead to consider more profound reforms of benefits instead of
relatively uncontroversial, nonessental services (e.g., cosmetic surgery).
Further limitations of the basic coverage scheme will be unavoidable but
will, nevertheless lead to strong inequities while undermining the principle
of solidarity. To cope with this dilemma the underpinning legal principles
function 2s minimum obligations to be respected. They express fundamen-
tal values and, as such, operatonalise the legislative (reform) strategy. In
more concrete terms, this implies access to a certain level of health care
services and facilities to be guaranteed for the entire population, while
above that level, efficiency and effectiveness motives may initiate further
legal reforms. In this respect, Aristotle’s proportionality claim can justify
a further differentiation in access to health care. The relevance of the
theoretical modelis thatboth the guarantee and the instrumental qualities
of the law are included. An analytical construction that is based on a
circular concept of law-making and which attempts to rationalise decisive
considerations in the legislative process.
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The relevance of the law-making model
in Ceniral-Eastern Europe:
A three country analysis






General inwoduction

GENERAL INTRODUCTION

The adoption of the “Health for All by the Year 2000" (HFA) agenda by
the World Health Organizadon inidated world wide the launch of
governmentstrategies targeted at fulfilling thisambitdon.* In the European
region, such strategies have centred on the pre-requisites for good health,
including health protection, disease prevention, health promotion, equal
access, quality of care, and other (in}directlyrelated conditions. As regards
the legal conditions supporting this strategy, it is questionable in what
respect national governments have succeeded in realising the targets of
the HFA strategy. Too often, regulative mechanisms have been considered
asinstrumental means to jusufy policy objectives. Apart from this “mechani-
cal”, or instrumental approach, legislation has primarily 2 normative,
notably guaranteeing function (e.g., safeguarding access to health care).
The diversity in qualities characterises the dynamic approach of law-making,
viz, anticipaung future changesinitiated by societal developments. Assuch,
legal norms express fundamental values, which provide a frame of
benchmarks thatsubstandate the opted health policy strategy. Particularly
in the case of radical system changes, and therefore transforming the legal
structure, both the instrumental and normative perspective of law-making
are of importance. Overemphasising the instrumental standards harms the
normative dimension of health care legislation. A more balanced legislative
strategy, which simultaneously attempts to increase the consistency and
transparency in the legislative decision-making, may contribute towards
nullify the legal deficits. To develop such astrategy, in partone, a theoreti-
cal method of law-making has been developed.

Part two, in turn, attempts to verify whether such a dvnamic method is
applicable to the legislative practise. Therefore, this part of research begins
with a description of the main features of the legislative framework in three
selected countries in Central and Eastern Europe. The examined legal
norms will be classified according to the discerned clusters of health care
law since they correspond with the law-jobs in health care (Roemer, 1980).
From the legal documents available, it should be possible to examine the
state of law-making practise on health care and whether it corresponds to
the typology of clusters of health care law (comprehensiveness). The
transformation of the health care legal system requires leading consttu-
tional principles that provide normative standards to justfy, direct and
review this reform process. The developed conceprual approach could help
to identify possible deficiencies in the current legal framework and,
subsequently, enable an analysis of legal problems and shortcomings from

*  Global Strategy for Health for All by the Year 2000 launched by the 32th World Health
Assembly in 1979, based on the Alma-Ata report and Declaration.
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the underpinning analyical framework and suggest proposals for legal
decision-making in a more rational manner (effectiveness).

In addition. the comparison of the main stages of the actual legal
decision-making process with the aenalytical method of law-making may
contribute towards verifying the validity of the hypethesis, viz, a rational
model of health care law-making to review the process and content of
legislative reforms. Therefore, the subsequent chapters examine the
possible pattern in the method of law-making in the selected countries.
After all, such a pattern (e.g., targets, problem analysis, identifying and
selecting mechanisms for improvement, implemenung changes, evaluation
results, modification strategy and practise), enables structuring and falsify
the decision-making process. For instance, what are the underlying
objectives c.q. principles; were they placed in a priority order; if se, were
they publicly accepted? Furthermore, have current regulatory measures,
alternatives been sufficiendy analysed? Defining and implementng the
legal measures, are the enforcement procedures adequate to effectuate
the legal norm; are the results systematically being reviewed; did this result
in updating legisiation, previous targets and/or strategy objectives? The
legal decision-rnaking process will be reviewed whetheritcorresponds with
the concept of the analytical model. In case of a positive correlation, it
could be the basis of a more systematic approach of legislative problem-
solving. For instance, the discerned patterns in the decision-making process
enable the anticipation of possible conflicts and provide a structured and
rational concept of law-making.

The examined legal systems include those of Hungary. the Czech
Republic and Poland. These countries have a leading role in Central-
Eastern Europe in indtiating health care reforms, notably the introductdon
ofa “western-orientated health care system. The manifested legal problems
are therefore more urgent than, but also exemplary of, the difficulties in
less developed countries in this area, such as Bulgaria and Romania.
Moreover, these countries will be the first to access the European Union.
Since the ratification of the Europe agreements (1993-1995), these
candidate Member States have embarked on national legislation approx-
mate 10 Community law in an early stage. EU accession imposes, inter alia,
the incorporaton of the “health acquis” and the harmonisation of the
“internal market” law. To cope with the magnitude and complexity of
Community law, the analytical model could provide avaluable instrument
in structuring and analysing law-approximation as relevant to the health
care reform process. The incorporation of Community law is the subject
of an extensive review in part three. Part two, however, focuses primarily
on domestic Jegal reforms.
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CHAPTER 5: HEALTH LEGISLATION IN
HUNGARY

1 INTRODUCTION

This chapter starts by examining the main features of the legal framework
of the Hungarian health care system since the reforms began in the early
1990s. Analysis of the current stage of legislation (section 2) enables the
positioning and ordering of the legal reform strategy: whether there are
parallels with the discerned clusters of health care law is dealt in section
3. Besides the clusters of health care law, the law-making model as
developed in part one reflects the stages of law-making activity. Therefore,
the final section (section 4) will examine the relationship between the
analytical method of law-making and the actual legislative process. The
theoretically discerned stages of law-making will be used to reveal and
analyse possible developments in law-making and, subsequently, to
formulate normative statements about the underlying strategy as well as
its contents. Such statements may confirm the relevance of the theoretical
model in the law-making process and function as a first indication of the
model’s validity.

The analysis is restricted to four selected clusters of health care Jaw
which have faced substantial changes, e, public health, the organisation
and planning of health care rescurces, health financing and patients’
rights. Since the main legal changes have been introduced by parliamentary
acts, the analysis excludes a large number of derived regulatons.

2 SOQOURCES OF HEALTH LAW

2.1 Historical background

A major landmark in the Hungarian post-war history was the first freely
elected parliament, which acceded to office in 1990. As such, Hungary did
notdiffer from other Central and Eastern European countries which faced
similar political reforms. Institutional reforms can be characterised by the
introduction of the rule of law, democracy and respecting human rights.
Hungary, however, is one of the countries in the forefront of institutional
reformms. What discerns Hungary with other countries in this region is its
legacy, the era of “goulash-communism™.' This phrase reflects a kind of
“enlightened” communism, e experimenting with a socialist market
mechanismunique in this hemisphere. New economic reforms introduced

! Which was certainly preferable o gulag communism.
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in the late 1960s and accelerated during the 1980s, led to remarkable
progress in establishing a basic legal and institutional framework for a
market economy. Later, in 1987, it was stated that radical political reforms
were needed. The ruling communist party therefore initiated the firststeps
towards democratisation of the government system. Key elements of the
polidcal reforms include the independence of parliamentary deputies and
gradually decreasing the role of the Presidential Council which character-
ised the shift from “government by decree” towards a parliamentary system.”

These developments occurred prior to the transformadon of the
political system in 1989-1990 and meant a substantal modification of the
written Constitudon of 1949 which was sdll in force at that time. The last
revisions are often referred as the “new” Hungarian Constitution since the
initiated reforms resulted in amending nearly eighty percent of the former
Sovietbased model.” It meanta virtual and radical shift with a pastin which
the Communist Party had absolute and undivided power. Following the
establishment of the first democratically elected governmentin 1990, the
reform process of separation and balance of power was further accelerated.

This does notmean that the transition process was not problemaric. On
the contrary, parucularly the proactive role of the newly established
Constwtional Court caused serious conflicts with both the legislative and
administrative powers.” Furthermore, lacking experience in drafting
legislation, absence of a coherent strategy for legislation, and paralysed
decision-making resulted in severe deficiencies in its outcomes. Nonethe-
less, it appeared that the basic legislative, judicial and administrative
insticutions have been established. As a consequence, the institutional
reforms seem to be largely completed. At the moment, the main legal
chailenges concemn the democratisation and modernisation of legal mecha-
nisms.

L. Vass. Changes in Hungary's Governmental System i The Emergence of East Central
European Parliaments: The First Steps. A. Agh (ed.) Hungarian Centre of Democracy Studies
Foundation, Budapest 1994: 186-187.

Promulgated by Law No. XXX, 1989. Asstated in the pre-ambule, this documentis intended
as a "transitional” Constitution.

J. Pawaki. The Constitutional Court’s search for Identity, Report on Eastern Europe June 21:
7. quoted by: C.W. Gray, R,j. Hanson. M. Hetiler. Hunganian Legal Reform for the Private
Sector. George Washington, J. International Law & Economics 1992, Confirmed by A. $aj6é. How
the Rule of Law Killed Hungarian Welfare Reform. EECR. special report. Winter 1996: 31-41.
In "Wirtschaftliche und seziale Rechte in Ungarmn”, Liszlé Solvom., president of the
Hungarian Constitutional Court, defends the changed attitude expressed in the Court’s
rulings by referring to the rule of law-argument as interpreted by the German and Italian
Consttutional Courts, respectively the Bundesverfassungsgerichtand Corte Constitwrdonale.
J.A Frowein, T. Marauhn (eds) . Grundfragen der Verfassungsgerichtsbarkeitin Mittel- und
Osteuropa. Berim, Springer, Band 130, 1998; 223-224,
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Historical reforms in the field of health care can be divided in three
areas, viz, the period prior to the “socialist” period, the period when the
Communist Party ruled the country (1945-1989) and the post-communist
period.”

Prior to the Second World War, Hungary had a social health insurance
system largely similar to that in Germany and Austria. It was based on
“Bismarckian” principles of compulsory insurance covering certain
occupational related social risks (invalidity, sickness and accidents) SAfter
the war, this situaton changed drastically. In 1948, the Sovietoriented
government introduced a “socialist” health care system, abolishing existing
msurance funds and companies, private practises and dissolving and
nationalising health care institutions.” During this epoque, the Ministry of
Health became the dominant actor for the overall co-ordination of health
policy, including the planning of health care facilities and services. The
“classical” socialist planning mechanism covered a period of five years,
planning the means of health care and introducing various reforms. The
idea that these plans regulated the health care sector thoroughly is a
misconception and, in reality, aspects such as investments and manpower
did not go according to the “health care plan™." Finally, according to the
new Act on Health Care (ActII of 1972), health care coverage became a
citizens’ right, provided free of charge, albeit there were some exceptions.”

After the Communist Party lost the elections in 1989, the need for
radical health care reforms became increasingly apparent. A period of
transition initated major changes of the health care system. Reforms
concern, inter alia, the transferral of the ownership and responsibility of
health care facilities to local authorities by the Act on Local Governments
(1990). Simultaneously, the Social Insurance Fund Administradon,
responsible for the collection of premiums for health care and old age
pensions, started to Operate as a quasi-autonomous government agency.
In 1992, the Health Insurance Actseparated the Social Insurance Fund into
two separate tunds, apart from the natonal budget. Assuch, the financial

L. Gulicsi. Hungarian health care in transition. Studies on the improvement of the
effectiveness of health care in Hungary by implementing quality assurance. University of
Amsterdam (Dissertation) 2001: 35,

In 1870. the General Fund of sick and disabled workers was established. and Act XIV of 1891
introduced a compulsory insurance for industrial workers, followed by agricuitural workers.
The poor were covered by a National Fund of Patient Care that was established i 1898 and
which reimbursed the health care costs for the poor. Gradually, newly established funds
extended the ratione personae (personal scope) and the ratione materiae (social risks).

The “socialist health care model was also known as “Semashko-model”, that abandoned the
insurance principle, supranote 69, chapter 3.

" Gulacsi o.¢.: 36.

Such as the prescription of pharmaceuticals, for which patients had to pay an own
contribudon. Gulacsi o.c.: 34-
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sources of health care and old age pensions were changed from taxes to
compulsory premiums, financed by employers and employees. Other major
reforms during this era concern the modernisadon of public health, the
introduction of general practitioners and newly defined patients’ rights
legisladon. From a legal perspective, the reforms can be based on the
constitutonal right to health care.

2.2 A constitutional right to health care

After the first free elections, Hungary has faced major politcal and legal
reforms. A general point of criticism concerned the plethora of laws
introduced by the Hungarian parliament. The new Hungarian parliament
had been working as a “law factory™."” In general, this might be the case,
however, where health care legislation is concerned, the situation is less
clear. Health care legal reforms were nota priority on the political agenda,
notably in the early 1990s. This situation has, however, changed rapidly
during the last few vears for various reasons. Worsening morbidity and
mortality rates, alarming quality of services, overcapacity of (human)
resources, financing problems and hardly controllable expenditures
imposed radical system reforms, and on itslegal basis. V' It became clear that
ideas of pluralist democracy and “marketisation” would also affect the
health care sector. Inspired by primarily “Western” concepts, in 1995 the
government presented an ambitious health care reform program.'”
Leitmotivwas a constitutionally-based universal right to health care. Article
70 D, adopted from its communist predecessor, states:

“Those living within the territory of the Republic of Hungary are entitled to the
highest possible level of physical and mental health” {section 1)

and,

“The Republic shall effectuate this right by labowr-safety measures, organising
health care institutions and medical care, encouraging the possibility of regular
physical training and by protecting the developed and nafural environment”
(section 2).

A Agh. Bumpy Road to Europeanization: Policy Effectiveness and Agenda Concentration

in the Hungarian Legislation (1990-1993), supra note 2. p. 74. For instance, between May
1990 and January 1993 it passed 134 new faws, 128 amendments and altogether voted for
487 decisions.

European Observatory on Health Care Systems. WHO Regional office for Europe. Health
Care Systems in Transiton: Hungary, 1999: 6-8; 27-28; 69-70.

Ministry of Welfare. Programume of Health Services Modernisatdon. Ministry of Welfare.
Republic of Hungary, Budapest. October 1995,
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Though the Constitution stll defines access to health care as a citizen’s
right, recent legislation formulated such a right in terms of entidements
based on (compulsory) individual insurance contributions. For this reason,
the legislature was forced to establish a Parliamentary Committee for the
elaboration of 2 newwritten Constitution, which would replace the current
Basic Law in force.”® Based on the Committee's draft, a revised version of
the health care right reads:

“Citizens shall be entitled to health cave. Its scope and manner of provision shall
be determined by statute”."*

In casu, the Health Insurance Act {1997). From such a definidon, access
to health care servicesis considered as a social insurance entidement based
on an income related premium instead as a citizens’ right. Moreover, the
parliamentis authorised to limit the nature and scope of services financed
by social insurance “by statute”. Finally, the draft opens the possibility of
private (health) insurance schemes.” The draft provision corresponds to
the changed legal situation concerning the health care right. Notably the
possibility of private insurance anticipates future options to differentiate
sources of funding.

However, for the moment, Article 70 D remains in force. Though the
first section proclaims only a declaratory non-legal enforceable statement
to the highest possible level of health, which actually does not exist, section
2 is more important. It reflects a radidonally strong sccial right to health
care almostinterpreted as an individual right. Itstll envisages the socialist
conception of free and universal access to health care services and facilities.
Although laudable in intent, the strong formulation has created expecta-
tons that Hungary is unable to fulfil. The substantial own payments of
patients (both formal and informal) already refute the myth of free health
care. Up to this ime, no legal cases were found in which the judiciary has
decided on the discrepancy between the “soclalist” notion on access to
health care and the reality of co-paymenss. It remains to be seen how this
will develop in the near furure,'® especially when the “transitional”

This ad koc Committee was established in 1995 by the Parliament, resolution No. 63, 1995.
The objective of the Committee was o formulate a draft Constitution. intended to replace
the “new” Consttuton of 1939, This Committee prepared the document "Concepton of
the new Hungarian Constituton” containing the principle contents of a new Basic Act.

Y Article 46, section 2.

" Article 43 section 3.

Although Sélyom makes reference of two (unquoted) Constitutional Court cases dealing
with lineiting socielinsurance entidements by means of own payments by the insured. In these
cases, the Hungarian Constitutional Courtadopted similar German and Iwalian constitutional
criteria 1o review the consttutionality of imiting social insurance based legal enttlements.
O.c. Frowein and Marauhn, 1998: 223,
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Constitution of 1989 remains effective. It can be expected that in the
foreseeable future the Hungaran Constitutional Court will focus its
attention on social constitutional rights, such as the health care right.”” In
view of the Court’s activist position passing unpopular judgements, clashes
with the legislature related to the observed discrepancy are not unlikely."

Apartfrom the Constitution, the broad interpretation of a health care
right has been embedded in the legal structure of the Hungarian health
care system, a systern which is stll under construction. In four selected
fields of health care legislation, viz, public health, the organisation and
planning of health care services, the finance of health care services, and
patients’ rights, substantal changes have occurred. These changes directdy
influence the meaning of the right to health care. Exploring these clusters
enables the elaboration of the contents of a health care right.

2.3 Public heaith

As in most former communist countries, a Constitutional right to the
highest possible care have been incorporated in the legal order by
emphasising the role of public health, in particular prevention and
protection. Hungary is not unique in this respect.

Mainly due to the WHO’s Health For Allin the Year 2000 agenda, all over
Europe a shift in strategies can be observed centred on the pre-requisites
for good health, including health protection, disease prevention, health
promotion, equal access, and quality of care.'® This development reflects
awidening of the public health concept, reading: “Public health is what we,
as a society, do collectively to assure the conditions for people to be healthy. This
requires that continuing and emerging threats to the health of the public be
successfully countered. These threats include immediate crises, such as the AIDS
epidemic; enduring problems, such as the injuries and chronic illness; and growing
challenges, such as the ageing of our population and the toxic by-producis of a
modern economy transmitled through air, water, or food. These and many other
fproblems raise in common the need to protect a nation’s health through effective,

Apart from interpreting the consttutionality of legal norms, including inrernatonal
agreements, the Court is also authorised to annul parliamentary acts and other regulations
that itfind unconstimtional. Furthermore. the Court may also review draft laws before they
are put t¢ a vore by Parliament (abstract review). The jurisdiction of the Court has been
further extended by the possibility of negative review of legal norms (in case of failure to
act) and (individual) complaints against a legal norm applied. besides some other
competencms.

A firstindication can be the Constitutional Court’s decmrinal acceptance of objective legal
government obligations in case of health care and health environment. The nextstage could
be the acceptance of enforceable legal entitlements based on detailed defined social rights.
Constitutional Court ruling 43/1998 (XI. 23) AB, Magyar Kézliny (Official Gazene).
Supra note 1 General introduction part two.
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organised, and sustained gfforts led by the public sector”.™ This definition imposes
on the national authorities specific obligations to improve the health of
the population and are primarily codified by public health legislation.
Tradidonally, health protective and preventve measures and its regulation
concern communicable disease prevention and protection of the narural
and industrial environment. Nowadays, it also encompasses the fields of
mental health, elderly care, cccupational health genetic care and its
consequences. Besides widening the scope and subject of public health,
the pature of intervention has also changed. Today, public health also
includes health promoton by means of health education and improving
people’s health condition. Secondly, providing basic curative and rehabili-
tative services and facilities as an integral part of community health.
Evolving approaches to public health, however, emphasise respect for
individual rights; trust between public health personnel and the commu-
nity, conditions of non-discrimination, and adequate access to health care
and education.” The question is in what respectan attempt has been made
to realise this by legislation. In concrete terms, the evolved concept of
public health in Hungary has resulted in emphasising the accessibility and
improvement of quality of care health services and facilities. In view of the
alarming figures of the epidemiological and demographic situation of the
Hungarian population, the need for an adequately functioning and
universal accessible framework of community health care resources became
evident in the early reform stage. Itis assumed thatimprovement of these
serviceswould contribute towards immproving community health starus and
life expectancy.™ Consequently, one of the first acts on health care
concerned public health, establishing the National Public Healith and
Medical Officer Service (ANTSZ).

The Act on National Public Health and Medical Officer Service (ANTSZ)
Act XI, 1991 establishes the Natonal Public Health Service (ANTSZ) and
determines its structure and functioning.” The ANTSZ is a state agency
that has been given many new responsibilities in the field of preventon
and health promoton. Recently its competencies have been extended to
licensing health care providers, professional supervision, setting standards

*  Instinate of Medicine. The Future of Public Health, Washington DC: National Academy Press.

1988: 19.

L.O. Gostin, Z. Lazzarini, Human Rights and Public Health in the AIDS Pandemic. NewYork.
Oncford. Oxford University Press, 1997: 43,

Although it is generally accepied that the health status is mainly correlated to factors not
directly related to health care services such as life-stvle (tobacco. alcohol. ef cetera).
environment protection, living standards. Improving the health care infrastructure has a
relatively minor impact.

ANTSZ, Allami Népegészeégigyi és Tiszdorvosi Szolgdlat.
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and accreditation of health care facilities. Thisagency replaces the former
State Supervision of Public Hygiene and Infectious Diseases. The new law
sdpulates that the management and surveillance of performing public
health tasks is a government responsibility, represented by the Chief
Medical Officer heading the Service who is appointed by the Minister of
Health.

The objective of this act is to provide and guarantee a certain level of
uniform and accessible public health services and facilities to all citzens.
As such, this act incorporates the underlying notions of prevention of
declining health status of citizens, protection and promotion of the human
health and to improve the health status expectancy of the community. To
realise this objective, the actformdates the following tasks and obligations
of the ANTSZ, viz,

— toformulate public health programmes and supervise their implementa-
non;

- 1o monitor and evaluate the population’s health status and zll factors
which influence the health status;

— to define health status standards and to monitor their enforcement;

~ to perform measures on comrnunicable diseases;

— to organise and carry out vaccination programimes;

- todefine recommendations for health nutrition and monitor implemen-
tation;

— to provide health educadon and information (AIDS, drugs, tobacco,
et cetera), and

- tosupervise the quality and supply of pharmaceutical, devices, health
care services.

The enumerative summary of obligations and competencies of the ANTSZ

reflect both the protective, preventive and promotional tasks of the

government, which are much broader in its scope of responsibilities.

Implemented both on a national and regional and local level, this act

incorporates the traditional and new public health functons. Other public

health (related) acts, which attempt to operationalise both the preventive

and promotional dimension of public health, are successively:

The Act on Labour Safety

Act XCIII, 1993 on Labour Safety defines the conditions of safety at work
in accordance with Article 70 D of the Hungarian Constitutional. As such,
the act’s objective is to protect health and work performance ability during
work in organised form, as well as humanising working conditions and thus
preventing accidents at work and other occupational diseases (preamble
Labour Safety Act). According to this act, several government and
ministerial decrees were established, inter alia, Decree no. 89/1995 on the
Employment Health Services, defining the scope of the emplovment health
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service's competencies, and Decree ne. 27/1995 regulating the specialised
qualifications of the employment health service.

The Act on Consumer Protection

Besides the labour safety conditions, consumer protection is anotheraspect
of public health. The Consumer Protection Act CLV, 1997 aims to protect
consumers’ interests, with special emphasis on the safety on goods and
services. Therefore, it establishes general legal norms on the safety of
market goods and services during its manufacturing, provision or distribu-
don. Itfurther impceses the manufacturer, distributor to provide consumer
information about the basic characteristics of the products (instructions
for use, hazards associated with its use, quality, price, et cetera). In case of
alegal dispute regarding the quality or safety of goods and services, product
Liability, and performance of contract, the case may be taken to the
arbitradon board.™

The Act on Pharmaceuticals

Finally, a major elementof public health legislation includes the regulation
of pharmaceuticals. The Act on Pharmaceutcals XXV, 1998 regulates the
manufacture, distributden and udlisadon of pharmaceuticals. It has
incorporated a number of European directives into Hungarian law defining
the conditions for intreducing pharmaceuticals on to the market, condi-
tions for conducting research on human bodies and clinical investigations,
and for preparing new drugs. Newly established institutions such as the
National Institute of Pharmacy and the Natonal Insutute of Hospitalsand
Medical Technology administer the registration and licensing system.” The
purpose of the Act on Pharmaceutcals is to ensure that the medicaments,
which are officially registered, are available for preventive and therapeutic
purposes and answer the defined quality norm.

2.4 The organisafion and planning of health care services

The excessive capacity of the Hungarian health care provision system,
particularly in the acute hospital care, combined with the failure of
adequate measures to fight the increase of chronic diseases, were important
reasons to reconsider the overall health care delivery system, notably
primary care.”® Decentralisation and privatsation have appeared as the

Chapter VI Enforcement of Consumer Rights.

Becree No. 14/1990 (IV.17) Minisury of Social Affairs and Health.

E. Orosz. Hungarian Health Care System in Transidon: economic exigencies — faltering
health policy—distrustful public. Workshop National Academy of Sciences/Natonal Research
Council Commission on Behavioural and Secial Sciences and Education. Task Force on
Economies in Transition, Washington DC, september 19-20, 1996: 29.

20
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two main tendencies in the reforms. Important regulative competences
have been transferred from central to local government. The withdrawal
of the state in regulating health care went hand in hand with the (quasi)
privatisation of certain health care services and the establishment of new
(often well-equipped) medical institutions. At the same time, a network
of family physicians (Adziorves) replaced the existing system of general
practtioners (GPs) whether or notworking in 2 private practise. Apartfrom
the semantic change, it also included a reorientation on the role of the
family doctor, i.e his responsibilities as “gatekeeper”, emphasising
preventive care and health promotion. Since the legal reforms were mainly
focused on restructuring GP and hospital care, the emphasis is on
decentralisation and privatsation of these services. According to the new
Act on Local Governments, local governments became the key actors in
the health sector whereas additicnal legal norms such as the Acts on the
State Budget and Private Practise supported the organisational changes.
However, these initiated changes directly affect the planning function as
stipulated by the Health Care Actand implicitly the Health Insurance Act.
Discussing these legal norms reveals the main legal changes in this field.

The Act on Local Government

ActLXV 1990 on Local Government transfers the ownership, management
and responsibility of health care facilides to local governments.” The act
should assist in decentralising the previous system and increasing its
responsiveness to local needs and demands. According to this act, local
government bodies are obliged to provide basic health care services (core
services) as defined by the Health Insurance Act and derived decrees.™
They can fulfil their new tasks in different ways, they can:

use their own institutions;

purchase the services from other local government insttutions:
provide the services jointly with other owners of institutions, and

— contract any person or institution, which provides health services.
The effectiveness of decentralising competencies to local governments is
closely related to the possibility of funding health care expenditures at a
local level. Since local governments have littde capacity to levy local taxes,
they rely on central government transfers — apart from payments of the
Health Insurance Fund - for the majority of their funds. However, local
governments are free to allocate central funds as distinguished from the
Health Insurance Fund operating funds. This led to several problems in
health care, threatening equal access to these services. For instance, the

}

*  In combination with Act CXNI of 1996.
*  In conjuncrion with Act XX. 1991 on the Tasks and Sphere of Authority of Local Self-
Governments and their Organs.
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central budget does notimpose any requirements on funds transferred to
the local government.™ As a result, local governments are not uniform in
their funding of the health care facilities. Funding often depends on
personal contacts between the managers of the facilities and local polit-
cians. The inequalities created primarily concern preventive programmes
financed by those funds.

Apartfrom the decentralisation of hospital facilides and polyclinics to
lecal govermments, a second development concerns the privatsation of
primary health care, notably general practiioners. The original legal basis
can be found in the Act on the State Budget in conjunction with the Act
on Private Practse.

The Act on the State Budget

The State Budget Act, XXXVIII 0f 1992 and Act 156/1995 elaborates the
legal conditions for the transfer of property and transformauon of (health
care) institudons.” From a legal perspective, the “wansferral” of hospitals
and other specialised institutions cannot be characterised as privatisation
since the formal regulative and financial competencies remain with the
original owner, i.e local government. After all, the assets of (the depart-
ment of) an institution are not being wansferred to 2 private institution
c.q. individual. Only managerial competences have been wansferred o a
contracted association or non-profit organisadon (“functional”
privatisation}. Since no transformation of ownership has taken place this
means that local governments remains responsible and accountable for
guaranteeing access to health care.

Local governments are, however, not financially responsible in case of
the bankruptcy of a wansferred institution, due to an exception in the
Municipal Bankruptcy Act. This situation changed when the exception was
abolished (January 1999). Whether this measure will accelerate the full
privatisation process of health care institutions is difficult to say. What is
clear is thatlocal governments’ budget cannot afford the condnuation of
the inherited delivery system. Closing (wards of) hospitals or privatisation
are two possible sclutons.

The Act on Private Practise

The situation for general practitioners is quite different. Already in 1989,
Act113/1989 (X1.15.) MT legalised private practise for family physicians.
In addition. Ministerial Decree 6/1992 of the Minister of Health defined
the responsibilities of family physicians, established the National Institute

2

= National Economic Research Associates {(NERA). Financing Health Care. The Health Care
System in Hungary. Vol. 25, October 1998: 47-48.
Respectively § 8991 and § 6.
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for Family Practise and introduced the right of consumers to choose their
own physician. The introduction of a family physician-system is aimed at
strengthening primary care. At the moment, the majority of family
physicians are working in a private (group) practse as private entrepre-
neurs contracting with both the National Health Insurance Fund as well
aslocal governmenus to provide the necessary care. The physician is obliged
to accept padents living in his/her geographic area and who would like
to join his/her practise. The second possible option for family physicians
is to start as an independent entrepreneur, but without contracting local
government. As such, the practitioner provides care based on his license,
but he should provide the necessary care for those citizens who choose his
practise.

The introduction of the family physician has been supported by several
measures such asafree choice of physician and the shift towards capitation-
based pavment (see Financing of Health Care Services). Such methods
were intended to constitute incentives to an improvement in thé quality
of the services provided and to strengthen the role of the general practitio-
ners. However, important problems were not solved. A general problem
is that the quality assurance of provided servicesis sill insufficient. Another
is the lack of preventive activities. Family physicians continue to
offer mainly prescription and referral services, and little more due to
ignorance of (new) medical responsibilities of the family physician.”
Though the general practtioners also have an important task in the field
of public health, viz, screening, consultaton, parts of public health and
epidemiological activities, and participation in health educaton and
promotion. The regulatory instruments to define these tasks remain absent.

Legal consequences of decentralisation and privatisation
The introduction of new ownership structures, institutions and modifica-
ton of existing organisational structures necessitated the legislature to
reconsider the foundations of thelegal framework, i.e the Health Care Act
II of 1972. This was originally considered as the most important legal
instrument to regulate and plan practically all aspects of health care.
Criticism cenwred on the unspecified role of the various hezalth care actors,
obsolete norms concerning the (changed) tasks and responsibilities of the
government in health care, and the concept of patients’ rights which was
completely missing.

Early 1998, the government presented a draft Health Care Act to
parliamentattempting to give in to cridcism by, inter alia, defining the main
principles and functions of the health care system. Relevant to the

I QOrosz 1996 o.c.: 22,

142 Entersentia



Chapter 5: Health legislatdon in Hungary

organisation of health care services is 2 more detailed formulation of the
role and competencies of (newly established) institutions and necessary
tooels to effectuare its targets.

As far as the planning function of health care services is concerned,
former Central Planning instruments, notably the budget, volume and
prices have been largely replaced by a conwact model between health
msurance authorities and health providers, regulated in the Provision of
Compulsory Health Insurance Act, 1997. Consequently, the Health Care
Act does not deal with this aspect of planning. These changes imposed
major modifications of the currentlegislation, notably the Health Care Act
and the Health Insurance Act. In more detail, the changes have been
implemented in the following acts:

The Act on Health Care
The Health Care Act, CLIV 1997 came into force July 1998 and in
conjunction with the Health Insurance Act, the Health Care Act can be
considered as the most impertant legal document in the current reform
process. Its main objective is to set up an appropriate legislative framework
for the provision of medical sexvices in Hungary and to define the functions
of all major pardcipants in the health care sector, viz, the parliament,
national, regional and local governments, health care providers, purchasers
aswell as formulating the rights of patients. This actregulates all important
aspects of the health care provision, except financing which is regulated
in a separate act. The main objectives of the new Health Care Acthave been
formulated as:
- a revision of legal and organisational structures in the health care
system;
— toformulate rights and dudes of both padents and health professionals;
— to redefine the role of the government in health care;
~ toformulate conditions to improve the quality and efficiency of health
care provisicn, and
- to introduce monitoring and enforcement mechanisms.
Dividedinto eighteen chapters this act regulates major issues in health care,
clustered as (i) equality of opportunities in access and solidarity, (ii) quality
of care and quality assurance of health care providers, and (iii) patents’
rights (to be covered in the nextsection}. To guarantee equal opportuni-
ties in access and solidarity, the act operationalises a wide range of public
health tasks, which were based on the WHO " Health For All by the Year 20007
programme. Chapter IV defines a range of basic health care services and
facilides accessible for the entire populaton, financed by public means.
Furthermore, it defines the general tasks and responsibilites of those
insdtutions concerned. In general, most of these issues were already
mentioned in the 1972 Act, bur with much less detwail neither the responsi-
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bility of all the actors. Besides modernising, the amendments also com-
pleted the missing elements of the previous act.

According to chapter VII, the national governmenthas a responsibility
to improve the health status of the population, to guarantee and control
the organisation of health care services, and the functioning of the health
care system. To realise this obligation, Article 142 section 2 specifies the
tasks which are to be covered by the central budget, viz, emergency care;
blocd supply: particular high technology care procedures; compulsory
public health care tasks, and other traditional public health tasks based on
this act. As such, the amended Health Care Act, including denved
regulations should contribute towards creating equal opportunities for the
entire society to access to health care.™

Besides the organisational provisions to guarantee equal access, the act
introduced various provisions dealing with the quality of care and quality
assurance of health care providers. Changing ownership structures, the shift
in financing resources, and new diagnostic and therapeutic technologies
imposed on the legislature to improve quality of care and strengthen
quality assurance measures. Apart from a licensing and accreditation
system, training and education, other instruments to ameliorate the quality
of care covered the development of professional standards, protocols and
guidelines, and the regular evaluation of examination and licensing norms.
In this respect, the act attempts to create the legal and professional
conditions to match current practise with internationally accepted
professional standards by codifving statutory principles, methods and rules
for health educaton, personal and technical conditions for providing
health services, rules of quality assurance in health care institutions, and
to review these on a regular basis (chapter V). Subsequenty, it is the task
of the relevant professions to elaborate of these guidelines and protocols.

Furthermore, this act regulates the main organisational aspects of
reproductive care, medical experimental research, transplantation of
organs and tissues, the provision of bleod {products), and catastrophe
health care. Previously, these subjects were not, or not in such detail,
regulated by law.

Act on the Provision of Compulsory Health Insurance

It appeared that decentralisation and the privatisation of health care
services demanded major organisational and amendments to the Health
Care Act. At the same time, the existing planning mechanism appeared
outdated. The introduction of 2 Health Insurance Fund only made this
more obvicus. The traditional concepton planning the volume and prices

= Eg.Decree no. 26/1998 (VI.17) NM of the Minister of Welfare, and the establishmens of
the National Service of Blood Supply, Welfare Gazette 1998/12.
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of the health care the state provided was based primarily on the inherited
Soviet Central Planning model.

The new Health Care Act has excluded the planning funcdon. Instead,
the Compulsory Health Insurance Provision Act 1997 implicidy transposed
this task to the Health Insurance Fund, notably through the concept of
contracting health care. Acting as a purchasing agency, the National Iealth
Insurance Fund contracts with both individual and institutional health
providerswho are reimbursed according to determined prices. Since there
is freedom of contract, the purchaser buys that volume of health care
necessary to fulfil its obligations towards insurees. Freedom of contracting
enables the purchaser to cancel or terminate a contractif the provider does
notmeet earlier stipulated conditions. The underlying notion of freedom
of contracting providers is to create an incentive (competition) between
providers to provide cost effective and cost efficient care. Based on the
contract model, the purchaser identifies and selects providers (whether
public or private), negotiates and supervises contracts for services specified
by law.

However, since the reforms, no well-defined concept of the content of
contracting and price calculation paid by the National Health Insurance
Fund has been developed, whereas private enterprises’ activities are
extremely heterogeneous. When private providers strengthen their market
position, which is quite likely since the national and local governments
resources are insufficient to answer the physicians’ and consumers’
demands, they will be increasingly able to dictate market prices for high
technology services such as haemodialysis.”™

Albeit facing substantial difficoldes in achieving the theoretical
advantages, the concept of a contract can be considered as the key element
in the shift away from the Central Planning model. Since the contracted
care includes a universal package of services, covering both individual and
certain preventive and promotonal types of health care (public health),
the Health Insurance Fund practcally took over the planning of health care
provision.

2.5 Heaith care financing

The initiated reforms on the organisation and delivery of health care go
hand in hand with liberalising the health care finance system. Newly
privatised health care providers and physicians have gained more autonomy
and led to new actors being introduced to the decision-making process,
i.e., associations and chambers of physicians. A state budget financing

a5

E. Orosz, G. Ellena, M. Jakab. World Bank Report Hungarian Health Care System in
Transiton: The Unfinished Agenda. July 1997: 20.
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system, generally considered as the main reason for the chronic under-
funding of health care, did not fitin the changed circumstances based on
market elements. To overcome the lack of sufficient financial resources,
Hungary started to experiment with new financing methods in health care.
The shift from a tax-based to an Insurance-based system was one of the most
bmportant steps, originally introduced in 1992. New legislation imposed
a new financing system financed by individual premiums instead of the
central budget. By introducing a (compulsory) insurance system, the
complexity of the financing system increased dramaticaily since full
“marketisation” in financing was, as in most other countries, notacceptable.
New financing and reimbursement mechanisins were introduced by law,
Jjustaswere freedom of choice for padents and legal mechanisms to prevent
risk selection.

Despite the relevance of the insurance model, central budget funding
did not disappear entirely. It is still an important financial resource of
health care.” Nonetheless, major legal reforms heralded the inroducton
of a compulsory and supplementary health insurance system, regulated by
the following acts:

Act on Compulsory Health Insurance
Prior to the introduction of the Compuisory Health Insurance Act 1992,
insurance reforms already introduced a kind of health “insurance”™.** The

¥ The central budget funding covers. inter alia, compulsory immunisation. prenatal care.

emergency ambulance services, catastrophic medicine, high technology care. blood supply
and clinical medical research. Act CLIV, 1997 and LXXXIIIL 1997,

I 1992, the National Insurance Act split the Social Insurance Furd into an independent
Pension and Health Insurance Fund (Act LXXXIV, 1991 on Self-Governance of Social
Insurance, and Act X. 1992 on the Social Insurance Fund’s Budget. Both funds are managed
independentdy from the state budget. The Health Insurance Fund Administratdon { Orszdges
Egészségbistositasi Penzidr, OEP) acts as an autonomous purchaser of health services, and
originally supervised by the Health Insurance Sclf-Government. This quasi governmental
body was granted extensive rights concerning budgetary decisions. Due to the lack of
adequate supervision, the supervisory rele was wansferred o the Prime Minister's office
(1998). respectively the Ministry of Finance (1999). Since January 2001, however, the National
Health Insurance Fund has been supervised by the Ministry of Healch.

Apart from the inwoduction of the Health Insurance Act 1992, siroultaneously. a new
reimbursement method for medical docrors was inzroduced. The svitem of fived salaries was
replaced by output financing in 1993. Primary heaith care practices already started with the
new systexn in 1992, which included a basis salary 1o be supplemented according o the
number of patients who have chosen a particular doctor. This method of per capita-
reimbursement was extended to other parts of the systen in the course of 1993-1996.
Gurpartient specialist care was changed from fixed salaries to an adapted version of the
German points system. These changes were intended to introduce a competitve ¢lement
and improve the previous non-existent incentive structure. The method of reimbursing active
hospital beds is based on three systems: a combinaton of the DRG system adapted to the
Hungarian conditions (this system stratifies health care services into categories, characterised
by predetermined scores, i.e. weighing factors): the German “performance oiented” system
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Act on Compulsory Health Insurance provided the legal basis for the
organisation and financing of the health insurance scheme. In fact, the
Compulsory Health insurance Act encompasses a number of laws, of which
Act LXXXIII, 1597 on the Provisions of Compulsory Health Insurance is
the mostimportant.” In January 1998, these acts came into force.™ These
acts further completed the previous separation between the Health
Insurance Fund and Pension Fund (1992).

The new Health Insurance Act 1997 formulates several important
conditons and procedures for health insurance entilements.” The main
responsibilities of the National Health Insurance Fund (OEP) are derived
from Article 154 of the Health Care Act 1997: “with reference to medical
services provided by the health care institutions and in accordance with
the contents of a separate act (Act LXXXIII, 1997), health insurance
agencies shall provide for (i) the reservation of the required capacity in
reasonable time, and (i) the financing of [...] services provided by health
care institutions.” This means that a) the OFEP contracts with health care
providers to guarantee the Insured adequate care within a reasonable
time," and b) the insured are enttled to a universal package of services,
including preventive care; primary, secondary and tertary care, and
childcare “provided in kind” and free of charge."' According to the act, co-
payments are required for: some dental services, pharmaceuticals and
medical devices, treatment in sanatoria, and some “hotel” aspects of
hospital services.™

Despite major improvements, the introducton of health insurance
legislation left several problems unsolved. Both the Provisions of Compul-
sory Health Insurance Act as well as the Health Care Act fail to define the
benefit package covered by the National Health Insurance Fund. Due to
the lack of an explicit catalogue of defined services, all services are
practically included although some types of health care services are not
covered by the HIF. Using a negative list, the actspecifically excludes the

foractive beds, and a formula based on bed-days for chronic beds: and individual payments

for "unusual activities” such as cardiac surgery. L. Gulicsi and A. Kovacs. Health Care System

and the Health Status of the Populaton. Hungary 1995: 13.

Le, Act LXXX 1997 on the Enttlement for the Provision of Social Insurance and Private

Pension, and the Funding of these Services, Act LXXXT 1997 on Social Insurance Pensions,

Act LXXXTL 1997 on Private Pension and Private Pension Funds, Act LXXXEII 1997 on the

Provisions of Compulsory Health Insurance and Act LXXXIV, 1997 amending Act I, 1993

on Social Administraton and Social Provisions.

™ With the exception of Act I2XXXII which came into force in september 1998.

E.g. the personal and material scope. benefits in kind, co-payments, contractual relations.

(judicial} enforceability and liability procedures. et cetera.

“ Article 9 Act LXDCOXIIL, 1997,

T Art 10 e seg Act LXXXIIL 1997. '

= Respectively, Decree No. 84/1997 (XIL17) NM, No. 21/1995 (I1.8). No. 30/1995 (IX.12)
NM., and No. 17/1997 (V1.30) of the Minister of Welfare.
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services financed by the central budgetas mentioned in article 142 section
2 of the Health Care Act (eg, catastrophic health care).” In the near
future, limiting the scope of services covered by the National Health
Insurance Fund will be inevitable given the stuctural distorted funding
of the Fund.** Such 2 debate introduces a new impetus into the pub-
lic/private insurance discussion. After all, restricting the number orscope
of entitiements creates a potential market for both non-profit as forprofit
insurance companies (voluntary health insurance) to reinsure the
generated deficit by means of additional or supplementary insurance. Up
to now, the poliucians have avoided such a discussion. Butitmust be clear
that priority seting by means of limitng individual entilements will, toa
large extent, determine the future discussion.” Anticipating such a debate,
the existing Voluntary Mutual Health Fund could play an important role
as re-insurer of non-insured risks.

Act on Voluntary Mutual Insurance Funds

The introduction of voluntary mutual insurance funds are an integral part
of reforming Hungary's social security system. Act XCVI 1993 on Voluntary
Mutual Insurance entitled, inter afia, private (non-profit) health care funds
to operate on the Hungarian market offering health insurance. The mutual
health insurance funds function as a fund (mutualiwé) for special groups,

" Article 18 (5) and (6).

“ Since 1991. the deficits of the HIF have increased annually. Until now. both the Ministry of
Health and the HIF have been unable to contain expenditures. This illustrazes the difficulties
1o containe costs. Since the OEPis not responsible for defining the annual health insurance
budget. ithas ne incentive to reverse the tendency of vearly repetition of increasing deficits.
Since its establishrment. the autonomy which was originally intended. has. de facto. created
relationship of dependency with the Ministry of Finance since it has commircted itself o
replenishing the deficits. A possible solution could be the introducdon of financial risk of
the OEPin budgeting as an incentive towards introducing its responsibility in defining the
budget. A second option would be limiting the scope of the compulsory benefit package to
bridge the financing gap since such a measure would strengthen the role of private insurance,
NERA o.6.: 172,

During the economic crisis of 1995, carlier atzempss to limit the benefit package failed. Act
XLVIII, 1995 on the Amendments of varicus Acts for the Purpose of Economic Stabilisation
curtailed in-kind and cash benefits. The main exclusions concerned dental care and sanatoria
treazments, and the introduction of co-payments for some sexvices. The adverse effects. for
instance the negative effect on access to dental care, forced the government to re-introduce
dental care into the basic benefit package. Act XIV 1996 on the 1996 Budget of the Social
Insurance Funds and Government Decree No. 61 /1996 (IV.26) Korm. In 1997, the Health
Care Act 1997 addressed the issue of prioritysetting in a more ratonal manner by
introducing wajting lists. The selection of patients is based on objective medical criteria. Such
waiting lists have been developed for organ and tissue transplantation and for other services
that cannot be provided within twe months. Decree No. 22/1998 (XI1.27) EaM of the
Minister of Health on Health services provided on the basis of waiting lisis: Health Care
Systems in Transiton ¢.c.: 29.
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for instance, rallway personnel, the public ransportsector, and the police
forces. The objective of this act is to strengthen the social security system
by enabling health funds to purchase additional services for its members
and their reladves. The members do not participate the compulsory public
health contribution but receive the same kind of services as do the
mandatory insured. The package of services is covered by the insured
voluntary contributions. The Insurance companies (based on individual
characteristics} determine those fixed contributions. The package of
services health funds provided and financed may include, cccupadonal
health programmes, basic health care services, and supplementary
specialised care.™

The voluntary murual insurance funds should be distinguished from
private forprofitinsurance. Private forprofitinsurance primarily concerns
non-health insurance (life, car insurance, ¢f cetera). In Hungary, this type
of health insurance is still underdeveloped. The main reason is that the
compulsery health insurance scheme encompasses almost the entire health
care market. For the moment, private health insurance is mainly focussed
on specific types of luxury care.

2.6 Patients’ righis

The initiated democratisation of society also affected the legal norms
concerning the physician-patient relatonship. It appeared that the
dominant paternalistic attitude of the medical professionals and viclations
of the rights of patients did not correspond with the notion of human rights
in health care. Consequently, the basic notion of patients’ rights became
a major issue in the legislative reform process. In the legal discourse, this
principle had been reflected by several pivotal rights, such as the right to
information, consent, and access to medical files. An important impetes
for these rights was the establishment of a newly established Constitutional
Courtin 1989. Immediately after the change of political system, this Court
had to deal with a number of cases with regard to the privacy right and
freedom ofinformation.” Its decisions served as precedents for subsequent
cases and defined the basic principles of new legal norms. In 1992, the
legislature started firstly to reguiate access to informatdon. Access to
information appeared a major controversial issue, notably in relation to
secret police files. Since fundamental constitutional rights are involved,
the legislature had to protect the privacy of individuals. As such, privacy
legislation is of direct importance to the health care sector. Guaranteeing
padent’s access to information and simultaneously the protection of

B

Article 51 section 1 Act on Voluntary Mumal Insurance Funds.
271990 (J118) ABH: 11/1990 (V.1.) ABH; 20/1990 (X.4) ABH: 15/1991 (IV.13.) ABH.
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sensitdve (medical) data can be directly traced back to the Data Protection
Act. From the following analysis (data protection legislation, the Civil Rights
Ombudsman and the Health Care Act), itwould appear that the Hungarian
legislature has been quite successful in drafiing patients’ rights legislation.

Acton Protection of Personal Data and Disclosure of Data of Public Interest
The consttutional basis of the Data Protection Act (Act No. LXIII, 1992)
can be found in Article 59, respectively Article 61 of the Hungarian
Constitution, which states: “In the Republic of Hungary, everyone shali have
the right to ... the protection of private secrets and personal data.” In this
setting data protection has found its place araong the provisions securing
the rightto privacy. Freedom of information has been separatelyregulated
from data protecton. wviz, Articde 61 reading: “[i]n the Republic of
Hungary, everyone shall has the right [...] to know and disseminate data
of public interest.” Furthermore, the amended Civil Code states: *[t]he
data processed by computers must not violate individual rights.” Based on
these provisions and the increasing number of citizens’” complaints related
to data processing, a first draftact on data protection was proposed in 1987.
After a long parliamentary discussion and interventions by the Consttu-
tonal Court that persuaded the legislature to speed up its legislative
activity, the Act on the Protection of Personal Data and Disclosure of Data
of Public Interest was promulgated in november 1992. This act established
aData Protection Commissioner and Data Protection Register. Under Act
LIX of 1993 on Parliamentary Commissioners, the Daia Protection
Commissioner should have been elected by October 1, 1993. Only by mid-
1995 was the instiution of commissioners finally established by Parliament
after much internal parliamentary wrangling. Two striking peints in the
drafting stage were the proactive role of the Constitutional Court in the
legislative process and the delay in effectuating the legal norm due to
political disputes surrounding the nomination of major actors.
According to the Preamble of the Data Protection Act, it establishes
standards regulating the protection of personal data and the implementa-
tion of the right to access to data of publicinterest. To realise these rights,
the Data Protection Commissioner shall supervise the implementation of
this act and other legal rules on data processing, examine complaints
lodged with him and ensures the maintenance of the Data Protection
Register (Article 24). Under the act, the exchange of sensitive data is only
lawful when registered in the Data Protection register. This Registerisone
important instrument run by the Commissioner. He monitors the condi-
tions for the protection of personal data and for the accessibility of data
of public interest, suggests proposals for the adoption or medification of
legislation on daa processing and disclosure of data of publicinterest, and
expresses his opinion on such draftlegislation (Article 25 section 1). Due
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to imprecise formulations, this element of the procedure is a cause of
concern. Itis unclear which organisation or individual is responsible for
sending draftlegislation to the Commissioner’s Office, at what stage of the
codification process, and with what sort of deadline. In his annual report
the Data Protection Commissioner criticised these procedural deficiencies
since, in many cases, drafts waiting for interdepartmental harmonisation
are sent with impossible short deadlines.™ As the Commissioner put it:
“Failure to take account of the opinion of the Dala Protection Ombudsman, which
serves to prrevent future constitutional problems as well as preventing the violation
of the rights of citizens, affects not only the Gffice, but — since the Commissioner
atiempts to protect the rights of citizens in the name of the Parliament — it also fails
to ensure the respect due to the Parliament itself.™

Act on Processing and Protection of Medical Data and Related Personal
Data

Since the Data Protection Act did not provide patients the necessary legal
instruments to guarantee their rights, 2 new act on processing and
protecting medical data was drafted. The Acton Processing and Protection
of Medical Data and Related Personal Data entides patdents to gain access
to their medical records.” According to thislaw, health care insdtution may
not refuse a patient’s request to receive information about his medical
record. Due to a complaint lodged by the Data Protection Commissioner
in May 1997, the Parliament solved an important omission in the act, viz,
access to medical records by relatives of a deceases person who had never
given notice of such a request. This example illustrates the moderating role
of the Commissioner’s recommendations in modifying legislation.

Both the Commissioner and the non-governmental Hungarian Civil
Liberties Union (HCLU) raised the critcism is that this law does allow the
police to process medical data (outside health care services) for the
purposes of medical crime preventon. The Commissioner stated that the
police should be entitled to process such personal data only on an
individual basis and where criminal activity is suspected. In the course of
its parliamentary debate, the Commissioner’s interpretation of the
proposed instructions have been accepted and made into law.

However, with respect to data processed for epidemioclogical purposes,
the recommendation of the Parliamentary Commissioner was less success-

First Report of the Parliamgentary Commissioner for Data Prowection and Freedom of
Informadon Hungary, 1995, Summary. Selected cases and recommendations 1995-1996.
Budapest, Office of the Parliamentary Commissioner for Data Protection and Freedom of
Informaton. I. Székely {¢d.) 1996:22. The criticism concerned several more important draft
acts and decrees submitted to the Commissioner in 1995,

T 028

®  ActNo. XLII 1997,
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ful. Initiated by the HCLU, the Commissioner recommended revision of
the mandatory reporting requirements on HIV/AIDS patents in Hungary.
The criticised provision stated that if the result of an HIV test is positive,
the person undergoing the test should be obliged to disclose her/his

personal idendty. The main argument against the requirement for
mandatory reporting was that the draft did not provide a clear definition
of publichealth and epidemioclogical interest. Consequently, collected data
may be used for a variety of purposes.”’ International recommendations,

such as those of the World Health Organization, invariably support
anonymous testing because of the strong correlation between anonymity
and confidentiality. Both are necessary for motivating the members of the
risk groups to subject themselves to the test, and to become sufficiendywell-
informed, during pre-test and posttest counselling, on the risk factors
latentin their way of life, on the precautions which might help to save them
and others from the infection. Confidentiality is « sine gua non for people
with HIV to submit themselves to regular medical examination and to make
the necessary precautions in order to save others from the dangers they
represent.” During a meeting of the Nadonal AIDS Committee a large
majority of its members voted for anonymous screening. Nonetheless,
Parliament adopted the proposal of its Committee of Welfare and Public
Health putting an end on to anonymous testing for HIV/AIDS. The
Committee justified the proposed amendment by the need for putting HIV
positive individuals under medical control. According to the HCLU, the
effect of the law as amended will run contrary to its objective. Instead of
contacting physician, members of risk groups will avoid the testing sites.

Act on the Parliamentary Commissioner of Human and Civil Rights
The Parliamentary Commissioner for Human and Civil Rights was elected
at the same time as the Data Protection Commissioner (1995).% Since then,
several ex officio investigations have been carried out criticising the (lack
of) treatment of vulnerable groups in health care.”™

Motion of the HCLU to the Data Protection Ombudsman on the collection of data in the
sphere of public health and ¢pidemiology in: Data Protection and Freedom of Information.
Workshop on Data Protection and Freedom and information. §. Fridii. G.A. Téth, V. Ujviri
{eds). Budapest. May 22-25, 1997: 189-192.

o 0.6:192,

*  ActNo LIX 1993.

* Based on article 16 section: 1 and 2 of the 1993 Act on the Parliamentary Commissioner for
Human and Civil Rights. the commissioner is entitied to start an investigation to effectuate
and protect the constitutional righss of citzens. These investigadons concerned the situation
ofin patient psychiatric patients (OBH 2255/1996): personswho committed suicide (OBH
5006/1997), and handicapped patients in nursing-care homes {OBH 600-4/1996 and OBH
600-19/1996).
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Following the Commissioner’s reports, the National Institute for Psychology
and Neuroclogy published the so-called Rosenthal Report prepared by
foreign physicians.” The reportstated that the Hungarian governmenthad
not fulfilled its obligations laid down in internaticnal agreements to enact
regulations to improve the circumstances of mental patients. According
to the report, mental patients are kept in inhuman circumsiances,
professional control is non-existent and rehabilitation and budgetary funds
for judicial review of decisions are lacking. The legislator gives in to most
of the complaints in the new Health Care Act (to be dealt with hereafter).
The recornmendations in the chapter X, on the medical weatmentand care
for psychiatric patients, which sets procedural rules for both voluntary and
involuntary admission and treatment.

Act on Health Care

Apartfrom the organisational provisions, the new Health Care Act, Chapter
two explicate the concept of patient autonomy, by regulating the basic
rights of patents.” To a large extent, this chapter has been based on the
WHOQ Declaraton of Amsterdam, stipulating, infer alia, the right toreceive
health care, self-determination, information, consent, representation and
free choice of provider. Inview of the large number of (detailed) provisions
(Articles 5-25) and the primary place in the act (chapter II, X}, it may be
concluded that endorsing the rights of the individuals was the main pillar
of this law. During the parliamentary debate, solidarity and equality — two
other major principles of the Health Care Act—were not discussed in such
detail as the rights of patients. Strong opposition against regulating the
rights of patients by such a Parliamentary Act came from the Medical
Chamber, representing medical doctors. The main argument was that over-
emphasising the legal rights of patients would endanger the padent-
physician relationship. Furthermore, theyfeared an increase in administra-
tive activities at the expense of the available time per patient.”” Despite the
objections of the Medical Chamber, the original patients’ chapter has been
accepted in general terms by the parliament.

To effectuate patients’ rights, except for psychiatric patients (chapter
X). the act does not specify the possibilities of judicial review and its
procedures to enforce their basic rights or entittements. This can be
considered as a serious shortcoming of the act. An explicit referral to, for
example, Civil Code procedures could have prevented possible uncertain-

=
&

Mental Disability Rights Internatonal. Human Rights and Mental Health: Hungary.
Washington Cellege of Law, American University, Center for Human Rights and Humanitari-
an Law 1996.

W Acr No. CLIV 1997, chapter two.

B. Doktorits. General Secretary Hungarian Medical Association (MOK}, August 1997.

“
<1
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tdes.™ Nonetheless, an intermediate out-ofcourt procedure was introduced
by Article 34, viz, a mediation council intended to resolve legal disputes
between patient and health care provider. Unfortunately, a deficit of
adequately trained councils caused this out-ofcourt procedure to be
postponed until January 2000.%°

Grosso modo, legal reforms cover the entire field of health care and have
been introduced incrementally, although its effects were substantal. The
new legal order means a clear break with the past. It reflects a transforma-
tdon ofasystem towards a more “market-based” health care system initated
by various motives, including the normative. In the near future, the process
of change will continue emphasizing a further radonalisation of health care
by continuing decentralisation of funding and privatisation of health care
provision while, simultaneously, maintaining fundamental principles such
as solidarity and universal health insurance coverage. Obviously, such a
dilemma has raised major (legal) problems that need further discussion.

3 PATTERNS IN LEGISLATIVE REFORMS

The description of the main features of health legisiation enables a
positioning and ordering of the legislative reform strategy. It enables
parallels to be drawn with the functional approach of the legal-theoretical
model (chapter 4). To verify this thesis, the outcomes of legislation will be
compared with the theoretcally discerned law-jobs. Similarities between
the actual law=making process and the theoretical approach could be a first
indicaton of the relevance of the analytical method; whether or not the
law-making model is a feasible instrument to review law-making practise.
When that is the case, the notion of the health care law-jobs could define
the direction and content of legal decision-making in a more rational
manner. In other words, review of law-making practise according to alegal-
theoretical model to radonalise an irrational activity. The comparison starts
with a chronological description of the Hungaran legisladon examined
to position these acts according to the analytical clusters of health care law
(public health, organisaton and planning, financing and patients’ rights).

In Hungary, legislative reforms in the field of health care started with
reconsidering public health law. The interest of the legislature in this field

5

Nonetheless, itremains to be seen in what respect the Civil Code procedure willbe adequarte
o enforce individual rights in health care. For the moment, the Ministry is confident thart
the general ability to go to court is a sufficient guarantee. In case of complaints about alack
ofenforcement procedures, then. further action by the Ministry will be considered. H. Piva,
Deputy Director of the Legal Department. Ministry of Health, August 1998.

* Article 245 section 4,
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can be illustrated by new draft laws initated in the initial stage of reforms.
These propesals vary from the introduction of 2 decentralised network of
public health officers (AN’E SZ) with important changes in tasks and
responsibilities, to the harmonisation of consumerand occupational health
legislation, imposing health protection, prevention and promoton
measures. Analysis of the content of these drafts also revealed a changing
notion on public health towards disease preventon and health promotion.
Various reasons underpin the legisladve attempts to operationalise the new
concept of public health. The alarming figures about the epidemiological
and demographic situation, the Health For All 2000 agenda, and the
alignment to EC public health policy have largely influenced the content
of public health legislation. By mcorporating internaticnal quality standards
concerning the production, distribution and utlisation of pharmaceuticals
on the Hungarian market, the 1998 Act on Pharmaceuticals confirmed the
thesis that Hungarian public health legislation has been largely affected
by internatonal developments. In the very near future, notably the role
of the European Union will increase in importance since EC public health
Prograimimes are now open to participation by applicant countries (e.g.,
cancer, AIDS, and health promotion). As a2 consequence, reguladve
priorides will include an anti-tobacco and alcohol campaign by levying a
kind of health tax to discourage smoking and drinking; restructuring public
health services such as laborateries, and matching medical standards on
education with EC regulation.” Such (intended) legal measures corre-
spond with the new public health approach of swrengthening health
promotion and disease prevention.

Following the revision of public health services, major changes in the
organisation and planning of health care services emerged. Particularly,
the introduction of family physicians and “partial” privatisation of specific
health care services reflect a decentralisation and privatsation tendency
of primary care services. The Local Governments Act 1990 legitimised, inter
alia, the transfer of ownership of health care facilities to local communities.
As a consequence, substantial parts of the former health care system have
been privatised, such as the pharmaceutical sector, the production of
medical equipment, supplies. ancillary services, and ambulatory health
services (private offices, hospitals, pharmacies, and diagnostic centres).”
Where other facilities such as hospitals and clinics are concerned,
“privatsation” is less clear. Here, the concept of “functional” privadsation
has created uncertaindes with respect to competences and liability.
Consequently, many of these health care providers consider themselves as

As concerns the anti-tobacco policy. in 1999 a new law came into force. viz, Act XLII, 1999
on the Protection of Nonsmokers.

W Guldesi and Kovacs oo 22-25,
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entrepreneurs without a public task. Unfortunately, unrestrained
privatisation within an excessively released regulatory framework has led
to unscrupulous profiteering and pillage by health care providers and
unchecked utlisation by patients.*

The observed problems were closely related to the changes in the
financial legal structure. Intended to increase the available financial
resources, in 1992 a first attempt was roade by transforming the legal basis
of the right to health care: from a citzens’ right into premium related
entittements. The introduction of a Social Insurance Fund and subse-
quently, the split into two separated funds provided the first institutional
means of establishing a compulsory insurance based health care system.
With the introduction of a National Health Insurance Fund, the OEP, the
purchaser-provider split was formally realised. Although the law has
effectuated the intended autonornous status of the National Health
Insurance Fund, de facto, this autonomy has been limited due to structural
budgetary deficits.

Efforts to improve the effectiveness of both collecting premiums as well
as strengthening reimbursement methods of health services, had been
intreduced in 1993-1996 but could not prevent an ongoing debate started
by the Ministy of Health about the re-natonalisation of ownership
structures, and abelishing the compulsory health insurance system. Despite
the unsuccessful efforts of the ministry, it remained its dominant position
towards the National Health Insurance Fund in purchasing health care
services. Attempts to reinforce the marginal role of voluntary forprofit
health insurance (private funding, including co-payments) had been
rejected due to highly political controversies, whereas non-profit health
insurance, introduced in 1993, only included additional services for specific
groups of the population.

Criticised by both national and international experts, the situation of
“muddling through” in health financing legislation continued up until
1997. The government attempted to improve the distorted balance of
excessive costincreases and decreasing revenues by introducing a package
of legislative measures, of which the Compulsory Health Insurance Actis
the most important. Although these new acts provide potentially useful
inidatives to overcome the current crisis (contracting providers, a health
benefit package, quality of care guidelines, et cetera), unclear formulated
provisions and conflict of interests undermine the effecuveness of
regulative intervention. More drastic changes such as limiting and
specifying the scope of compulsory insurance entitlements® and simulta-
neously, legitimising a competitive scheme of forprofit insurance that

‘f: L.c: 23,
51 NERA ¢.¢; 172,
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provide a full range of services, and creating a universal system of co-
payments have been suggested as essenual elements in the health care
reforms process.”

The renewed compulsory health insurance scheme impelled the
government to revise the 1972 Health Care Act that was based on the
principle of universal access to health care free of charge. The health
insurance principle introduced a fundamental shift towards access based
on compulsory contributions, ergo, health care not free of charge. By
establishing an independent Health Fund collecting premiums, the
government’s withdrawal from both the finance and administration of the
health care provision became apparent. The purchaserrole of the National
Health Insurance Fund substantally changed the relationship with both
providers and consumers. Implementing underlying principles of solidarity,
equality, patent autonomy and costefficiency created new tasks and
responsibilities, rights and obligations both for providers and consumers.
Therefore, the 1972 Health Care Act became rather obsolete. The
government opted for a “mawuix-act” that would regulate all sectors of
health care, except health financing.”® The decentralisation and
privatisation process started earlier resulted in an unclear definition of tasks
and responsibilities of the actors concerned. To give in faced problems,
the Homm government opted for an extensive elaboration of the actors’ role
in the act itself. Such a detailed regulated act includes the danger of
incorporating obsolete norms, since changing circumstances inevitably
demand modification of the enacted norms, which is a time-consuming
process. Its quesdonable whether it had not been advisable to opt for a
general law with derived (ministerial) decrees regulating further details.
Since the enactment, however, the delay in drafting by-laws to implement
normative statements is considerable. This siruation has been criticised
since these by-laws should effectuate important issues such as the patient’s
right to complain.

The reorganizaton of governmental structureswenthand in hand with
the discussion on human rights in health care. Evolving public health
notions emphasise respect for individual rights, trust between public health
personnel and the community, conditions of non-discriminadon, and
adequate access to health care and education.” In this respect the enacted
law on the Protection of Personal Data and Disclosure of Data of Public
Interest can be considered as a first attempt at strengthening patients’
individual rights in health care by regulating both privacy and access to
(medical) data. The example of anonymous screening of HIV patients

(23

Ministry of Finance .. 70.
G. Kapaocs, Deputy Director Health Policy Department, Ministry of Health, Auguast 1997.
* Gostin o.c.: 43.
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made clear that there is still no consensus on the concept of human rights
in health care. This attitude is, however, rapidly changing. The revised
financing system impelled a further discussion on human rights in health
care. The introduction of a premium related entitement to health care
necessitated the legislature to define the nature and scope of the benefit
entilements. Despite the primacy of equal access to basic health care, faced
with structural funding deficits, infringements on this principle are
potentally conflicting and need finther regulation.

The reinforcement of the notion of human rights in health care also
has an international dimension. Of crucial importance was the moderating
role of Eurcpean institudons, such as the Council of Europe and the
European Court on Human Rights emphasising the respect of human
rights and the rule of law. Ratdfication of the European Convention on
Human Rights (1992) directly affected the paternalistic notion of the
physician-patient relationship. Accordingly, new understanding in patents’
rights needed an explicit statutory basis. Originally intended as a separate
Patents’ Rights Act, the 1998 Health Care Act adopted patients’ rights as
a leading benchmark in the doctor-patient relationship.

Grosso mode, the described enacted legislation correspond with the
functional approach of lawjobs and confirm the ideal pattern of presumed
health care legislative reformms. Nonetheless, a specific cluster of health care
legislation is largely absentin this approach, i.e quality control legislation.
Certainly, both the Public Health Act 1991 and the Health Care Act 1998
refer to quality monitoring and the enhancement of quality standards, but
fail to define and effectuate the necessary legal instruments.” In view of
future enlargement, harmonization of Community quality legislaton is one
the preconditions of entering the European market. Incorporating
European directives on equivalent professional qualifications and skills (as
part of quality control) are particularly important when the common
market will be open for Hungarian health professionals. Particularly for
health professions, the Community has adopted specific directives
concerning the mutual recognition of diploras, certificates and other

In addition. the 1998 Act on Pharmaceuticals stipulates some quakity standards for dispensing
new pharmaceuticals. Confirmed by Gulicsi. since 1990, successive governmenss declared
their intenrtions to address the quality issue as an important policy theme. Though various
imstitutions were established (the Council on Quality and Accreditaton, the ANTSZ, the
Health Insurance Fund Administration, and the Quality Assurance Department, peer review
and audit have not been created so far, professional associations and the ANTSZ have
performed a limited role in this respect. Finally, up to 2001, the Health Insurance Fund
Administration did not have a policy on quality control, Gulécsi, 2001: 122-123, Hungarian
insurance scholars confirmed the role of imsurance funds in quality assurance and
improvement, eg.. Z. Ajkay. Ot tanulmidny az egészsegbisztositisi reformrol, OFEP, 1994
quoted by Guldcsi o.c.: 123
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evidence of formal qualifications to facilitate free movement.” However,
up untl 1998, the implementation of those European qualification
standards has hardly been taken into consideration since the Hungarian
Minister of Health does not expecta mass outflow of health personnel even
with the presentmajor differences in wage levels between Hungary and that
of the EU Member States.” In view of the structural overcapacity of medical
doctors and the intended drastic measures to reduce the number of
hospital beds, nevertheless, such an outflow of physicians is more than
likely. Conversely, the recognition of foreign diplomas and the licensing
of health personnel who intend to starta (specialised) practise in Hungary
has notbeen addressed either, although that mightinterfere with planning
and allocation policy. Improvement of the effectiveness of legal interven-
donsand reformulating responsibilities and competencesis directly related
to the methodological stages of law-making. Therefore, the final section
will examine the discerned stages of law-making, notably the shortcomings
in drafting legislation.

4. DEFICIENCIES IN THE LAW-MAKING PRACTISE

In “Parliaments as Policy-Making Bodies in East-Central Europe”, Agh
analyses the role and function of the Hungarian legislature since the "first
Hungarian parliament” (1990-1994). According to Agh, the major obstacles
of Hungarian policy-making are effectiveness and efficiency, and the
implementation of legisladon. One problem is the overloaded transitory
stage of establishing institutional structures. Secondly, he mentions an over-
concentration in power structure of the central government which does
not leave any room for other social actors.” Agh bases his conclusions on
socio-cconomic legislation, while the development process of health care
legislation is not very different. The emerged obstacles can be illustrated
by outlining the main stages of the law-making method. Mzajor difficultes
have occurred in the preparatory and executive stage of law-making and
are identified as: the unspecified legislative agenda (the setting objectives
stage): lacking responsiveness (the problem analysis stage), and failing
implementaton and absence of systematic evaluation (the implementation

“ E.g. doctors, dentists, pharrmacists, midwives and nurses {chapter 8).

A. Gogl, Minister of Health of the Republic of Hungary. Health and Enlargement of the EU:
Views of a candidate Country. Eurohealth 1998, Iss 4 18,

A. Agh. Parliaments as Policy making Bodies in East Central Europe: The Case of Hungary.
Fnternational Political Science Review 1997, Iss, 4: 418,

[ty
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and evaluatdon stage). Agh characterised these problems as “the pathology
of law-making™.”

Unspecified legislative agenda

The politcal changes in the early 1990s entailed a modernisation of the
Hungarian health policy and legislative framework. With the acceptance
of a new concept on public health and health insurance, shortcomings of
Hungarian legislation became evident. These deficienciesimposed on the
legislature to revise most of the legal acts of the previous system, with the
priority of privatisation (Local Government Act 1990) and decentralisation
(Public Health Act 1991) of public services. Both acts aimed at regulating
primary care, the changed role of government in monitoring and control-
ling health care providers, improving the effectiveness and efficiency of
provided health care and guaranteeing access to health care.

While both acts are in line with the sequence of heaith care clusters,
nonetheless, a (mid-and long-term) strategic plan on consttutive steps of
legislation is missing. Improving the health status of the population as an
underlying notion requires an unambiguous framework of supportive and
coercive legislation that enables the effectuation of opted cbjectives.
Despite the dynamic start, some important (additonal) acts were missing.
At the same ume the enacted legislation caused numerous complications
due to ill-defined competences and responsibilities, which subsequently
was the result of “over-politisised” ineffective decision-making. ™

Only in 1995, the first government reform programme outlining new
policy targets was called the “Programme of the Health Services Modernisa-
don™.™ However, it was considered more as a “discussion paper” than
prescribing the necessary legislative conditions. The legislative programime
encompassed nearly two pages of the whole modemisation program. mainly
stating the need for a new Health Act and Health Insurance Act.”* With
merely declaratory statements such as “decentralisation and deregulation
consistently applied in addition to new regulations” and “out-dated and
unnecessary, superfluous reguiations need to be removed from effect”, the
legislative direction and content of the government modernisation

The use of this medical metaphor has been derived from B.W. Hogwood., B.G. Peters (eds),

The Patholegy of Public Policy. Oxford Claridon Press 1985: 1. Pathology is the branch of
medicine. which studies the nature of discase. especially its structural and functional effects
on the body.

L. Kiss. Rechtliche Vorbereitungen in der Republik Ungarn auf der Beiwitt zur Europaischen
Union in: Der Beitritt der Staaten Ostmitteleuropas zur Europiischen Union und die Rechte
der deutschen Volksgruppen und Minderheiten sowie der Vertiebenen. D. Blumenwitz, G.H.

Gornig, D, Murswick. Koln Verlag Wissenschaft und Politiek 1997: 91.

Programme of Health Services Modernisaton. Ministry of Welfare, Republic of Hung-
ary. Ocrober, 1995.

0.0 183,185,
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programme is unsatisfactory in all respects. The governuent failed to
define and underpin a legislative scenario and its objectives and means.
Asaconsequence, legislative measures were proposed as soon as problems
occurred, whereas anticipating potential conflicts did not seem to occur.

Lacking responsiveness

Asecond major problem concerned the lack of responsiveness and refers
to the problem in the analysis stage. Frequent ad hoc legislative interven-
tons undermine the legitimacy of law-making and impel further modifica-
tion, though unrealistic ime schedules and complexity of the problem do
notallow a thorough and thus time-consuming problem analysis or priority
setting debate. The cumulative deficiencies in law-making often concern
disregarding relevant institutions and interest groups such as the Parlia-
mentary Ombudsman, the Hungarian Medical Chamber and patients
organisations, which complain about the lack of participation in the
preparatory stages of legisladon. The conception of monepoly on law-
making induced the legislature to ignore particular organised interests
since they dircetly represent national interests.” In this respect, explicit
provisions in the Act on Law-making concerning the participatory role of
social representative organisations in law-making appeared illusory.”
Recent legislation, such as the new Health Care Act could mean a break
with the past since it inidated some kind of consensus-based decision-
making in which social actors had a participatory role. Due to the compro-
mising character of this act, its effectiveness (compliance to the Iaw)
increased although it sdll includes controversial issues.

Inadequate implementaiion and absence of systematic evaluation

Finally, vaguely formulated policy objecuves are accompanied by only a
limited programme design. Thus at the implementation stage all the batdes
about conflicting objectives orvalues which were ignored or circumvented
at the earlier stage will emerge.” This is exactly what happened with the
programmatic declaration of anew Health Insurance Act (1993). Drafting
the Provisions of Compulsory Health Insurance Act was notaccompanied
bya debate on, forinstance, limiting health entitlements. Since itwas, and
sullis, such a highly controversial issue, the government could do nothing
else than preserve a comprehensive benefit package while ignoring the
financial consequences, After enactment, the changing position and
functon of the OFP from a “passive” purchaser into a more proactive
contractor has caused various conflicts on the reimbursement of

B Agh 1997 s.c: 419
8 ActXI 1987 on Law-making. arts. 19 and 20
Hogwood and Peters o.c.: 25.

~1
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entitlements and the types of contracted services. These disputes reflect
the underlying dilemma between insufficient finances and practicaily
unrestricted claims.

Furthermore, an extensive legislative production in a rather short period
of tirne hinders effective realisation. Besides guidelines for those explicating
the rules, administrative and judicial enforcement mechanisms are
indispensable to effectuate legal standards. This aspect of the lJaw-making
circle has generally been neglected. Too often, enactment of a legal norm
was considered to be as the final stage of the legislative process while self-
implementing norms do not exist. Administrative enforcement, if present,
frequently faced serious problems. Judicial review and legal enforcement
was, however, not considered a serious option and happened sporadically.
Mobilising public opinion is still more effective than starting a court
procedure 1o enforce individual rights.™

Recently introduced complaint procedures may change this situation.
With the introduction of statutory patients’ rights, the Health Care Act
simultaneously stipulates several (quasi) judicial procedures that enable
the enforcement of enacted entitlements.” Furthermore, Parliamentary
Commissioners’ investigation competences, stipulated limitations of
individual rights, legal rules concerning medical secrecy and professional
liability, and legal standards on the registration of health related data
provide a legal means ofjudicial review in concrete cases. By restoring the
shortcomings of legal rules, these individual complaint procedures fulfil
a keyroleinindicating and developing (recommendations for) legislative
changes. Particularly in the field of company law, the law-making and law-
developing function (“richterliches Prijfungsrecht™) hasbeen accepted. Since
the 1988 Companies Act came into force, the Court of Registry practsed
their law-making and developing functon in several cases,™ The initiating
role ofjudge-made law by the Court of Registry opens perspectives for other
fields of law, in a way that open a conscious combination of legislative and
Judicial development of law.

Apart from the individual (quasi) judicial procedures, in Hungary,
systematic monitoring and review of legislaton is absent as during the first
parliament, no scientific evaluation of the (key elements of) formal acts
has so far undertaken. Indeed, annual parliamentary budget debates
include some monitoring and evaluation aspects, but has its limitations.
However, a systematic scientific assessment of the effectiveness of legislative

The Data Protection Parliamentary Commissioner. I Székely, August 1997.

E.g. hospital complaint and mediation procedures.

A. Visegridy, Some problems of judge-made law in Central and Easterns Europe, in:
Tanuiményok Benedek Ferenc Tisztelerére Pecs, 1996: 305. Smudia Iuridica 123, Janus
Pannonius Tudomdnyegyetem. ActVIion Companies. 1988, modified in 1991, Actno. LXV.
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experiences has not been done. Consequently, the review and correction
oflegislaton and legislative policy based on evaluaton studies do not take
place.

5 CONCLUSIONS

In Hungary, health care system reforms have been introduced through a
plethora of laws. Although the underlying Constitutional norm —the right
to health —remained largely unchanged, inidated legal reformns fundamen-
tally changed the legal structure thatis embedded in the Hungarian health
care system. It appeared that these reforms were mainly focussed on four
selected clusters of health legislation, viz, public health, the organisation
and planning of health care, financing health sexrvices, and patients’ rights.
In the field of public health, the dominant legal norm is the Public Health
Act (ANTSZ 1991) that provided the government an important legal
instrument to intervene in individuals’ lives to protect community health.
Stmultaneously, government attempts to regulate the privatisation of
{certain) health care services and the decentralisation of planning
competences have been rather rash. The complexity of these developments
caused many perverse effects and emerged as a threat to equal access to
health care. As a consequence, further radical reform measures were
postponed or cancelled in early 1993, This persisted unl 1998 when new
legislaton came into force that attempted to revise the organisational
structure of the health care system and to redefine regulatory and
administrative competencies. Major controversial topics, however, remained
unsolved, such asa substantal reducdon of hospital capacities, limiting the
volume of human resources, and chotices in health care. Nonetheless, the
legal reforms meanta shift away from Central Planning towards contracting
health care services, which enabled the newly established National Health
Insurance Fund to purchase health care services. Structural deficits of the
National Health Insurance Fund introduced a new phenomencon, viz, the
need for cost containment by means of priority-setting and limiting the
scope of insurance entitlements. What is more, it addresses the discussion
on private supplementary health insurance but despite the importance of
priority-setting and its legal implications, the private heaith insurance
concept as such cannot resolve the financial problems the Hungarian
health care system is facing. The distorted funding also requires amodern-
ization of the regulatory instruments levying premiums 10 OVercome current
deficits. Finally, Hungary faced an increased interest in patients’ rights.
Promulgated legal rights on informational freedom and privacy, combined
with newly established (quasi) judiciary bodies such as the Constitutional
Court and Parliamentary Commissioners directly affected the health care
sector. Notably individual complaints procedures and ex officioinvestigations
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of the Ombudsman revealed major shortcomings in respecting patients’
rights. To strengthen the positdon of the patient in health care, the
legislature adopted a chapter of fundamental patients’ rights in the new
Health Care Act. Nonetheless, annual reports of the Data Protection and
Human and Civil Rights Comumnissioners made clear thateffectuating these
newly adopted rights remained problematic. Unmistakably, these reforms
reflect not only an ideological break with the past, in terms of the underly-
ing principles of the health care system, butalse in terms of constitutional
principles. The constitutional maxim of supremacy of the rule of law
inidated a “legal revolution” imposing comprehensive reforms of previous
“socialist” laws.

In suro, the inital analysis of the Hungarian legal framework revealed
several lacunas, regulatory imperfections and even contradictons in
different fields (public health, the organisation and planning, health care
financing and quality control), whereas poor enforcement mechanisms and
its consequences exposed a more methodological deficit.

Secondly, analysis of the legislative process, in terms of the developed
methodology, enabled to put the legal reforms into perspective by
idendfying legal developments and examinaton of the legal consequences
of newly defined legislation. Studying the patterns and deficiencies in law-
making enabled to diagnose the pathological features (unspecified
legislative agenda, lacking responsiveness, inadequate implementation and
absence of systematic evaluation). The described disorders and conse-
quences of invalid legal rules and its legislative strategy, justify the diagnosis
of legislative “malnutrdtion” referring both to the method of law-making
as well as the subsantive concept of health law.

Following the model, the suggested treatmentstarts with strengthening
the legislative role in the reform discussion by specifying objectves, legal
preconditions, and selection criteria of necessary legal rules. Besides
emphasizing a more rational decision-making on substantive norms, the
quality of law-making may improve by introducing strucrural assessment
of legislative results. A review to meta standards such as legality, legitimacy,
effectiveness and efficiency enable the evaluaton of outcomes with
underlying targets that subsequently may entail alteration of the reform
plan. As such, the underlying iterative and circular approach promote a
circular approach of law-making and provide a cocktail of remedies,
presenting a combined cure with a methodological conception of health
care law. Intended to treat the disease, suppressing symptoms and
alleviation of suffering are considered as supportive objectives. A second
and third opinion in the Czech Republic and Poland enables the verifica-
tion of the acceptability of the suggested therapyin a different Central and
Eastern Europe setting.
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CHAPTER 6: HEALTH CARE LEGISLATION IN
THE CZECH REPUBLIC

1 INTRODUCTION

In the immediate aftermath of the collapse of communism, reinstalling
democracy in the Czech Republic was supported by profound changes in
the legal system. The new Constitudon (1993) reflects important amend-
ments of the Administrative, Penal, Civil and Commercial Codes. The
leading principle was the need to protect fundamental human rights and
freedoms. These legal changes have affected all fields of society, including
the health care sector and relevant legislation. Besides strengthening
individual rights of padents, from the very beginning Czech health care
reforms were focussed on encouraging market reforms and competigon.
New legislaton therefore seems to manifest corresponding tendencies, as
observed in Hungary. The outcomes, however, give rise for concern.
Symptoms such as legislative “hyperactivity” and the frequency of amended
legal norms suggest identical legislative shortcomings as indicated in
Hungary.

By identifying the main legislative changes, section 2 enables to position
health care reforms according to the discerned clusters of the previous
method. Subsequently, analysis of the main legal shortcomings may confirm
the pattern. viz, the diagnosis of “legisladve malnutrition” (section 3).
Finally, examining the mutual relations within both the formal and
substantive elements may strengthen the notion of a structured and more
rational approach of legislative decision-making (section 4). As in the
previous chapter, the theoretical model functions as the reference point.

2 SOURCES OF HEALTH LAW
2.1 Historical background

Until 1818, the Czechoslovak Republic, predecessor of the current Czech
and Slovak Republics, was part of the Austro-Hungarian Empire. The
origins of the major institutions of government and courts date from that
period. Under the years of the First Republic (1918-1937), the Constitution
established a bicameral National Assembly (Narodni shromdzdeni) thatacted
as legislator; the nartional government (prime minister and ministers) as
the supreme executive authority, and the judiciary. The Supreme Adminis-
trative Court was already established during the Austro-Hungarian period
{1875) and played an importantrole in the development of administrative
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law. The structure of the Czechoslovakian parliamentary model was mainly
influenced by elements of French parliamentarianism. However, the
development of a parliamentary system was curtailed with the dissolution
of a democratic Czechoslovakia in 1938."

Postwar development was further hindered by the political situation
where the ruling Communist Party transformed the political and legal
system based on “socialist ideclogical principles”. This resulted in almost
all property coming into state ownership. This situation influenced many
fields including the health care system. The Natonal Insurance Act of 1948,
transformed the pre-war “Bismarckian™ health and social insurance schemes
into a compulsory system for all citizens, which came under the conwol of
a new Central Social Insurance Institute. These developments were an
important step in a gradual process of centralisation.”

The transfer from insurance to citizen’s entilement was effectuated
under the Law on Health Care of the People, Act No. 20, 1966. In this
regard, the mostimportant provisions in this Act stipulate that “health care
is provided by the State free of charge to all citizens” (Article V, Preamble)
and “all enterprises, cooperatives and other organisations have the duty
to take, within their competence, the necessary measures to create and
protect healthy living and working conditions and are responsible for the
implementation of these duties™ (Article I section 1). Since its enactment,
the Health Care Act had been amended frequently but is still valid.

The political turmoil in november 1989 started a period of democratic
transition. It resulted in the ending of the towalitarian Communist Party
rule; the reconstruction of the state administration and the centralist
economic systemm; the first democratic parliamentary elections for the
Federal Assembly, the Czech Natonal Council and the Slovak National
Council; the dissolution of the Federation (1992) and the subsequent
establishment of a public administration for the newlyindependent Czech
Republic. On January 1993, the Constitution of the Czech Republic came
into force. It characterises the Czech Republic as a sovereign, unitary and
democratic state (Article 1), based on the rule of law and founded on
respect for human rights and freedoms. Legislative power is held by
Parliament that reinstalled the bicameral system (Chamber of Deputiesand
Senate}. From that period, Parliament started the modernisation of the
legal system. As with other sectors, health care legislation in the Czech
Republic has experienced radical changes, notably with respect to public
health, the organisation and planning, financing of health care, and

AP. den Exrer, L. Prudil. The Czech Republic in: International Encyclopaedia of Medical
Law. H. Nys (ed.) The Hague. Kluwer Law International 2001: 13.

= M. Kaser. Health care in the Soviet Union and Eastern Europe. Croom Helm London. 1976:
114.
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changes. Since statutory changes have been marked by a new constitutional
order, the analysis will start with the applicable constitutional provision,
the right to health protection, which is generally interpreted as a right to
health care.

2.2 A constitutional right to health care

In January 1992, the Czechoslovak Parliament adopted the Charter of
Human Rights and Freedoms (Listina zdkladnich prdv a svobod, subsequenty,
the Charter).” This Charter incorporates a catalogue of human rights and
freedoms having the force of a Constitutional Act. Consequently, this
Charterisanintegral part of the Czech constitutional order and falls under
the protection of the judiciary.® Article 31 the Charter determines the
constitutional basis to health care and reads:

“Everyone has the right to protection of his health. Citizens are entitled on the basis
of public insurance to free medical care and to medical aid wnder conditions provided

for by law.”

In concrete terms, access 1o health care has been guaranteed by a compul-
sory health insurance system that encompasses preventive care, curative
care and care facilities. Based on this provision, the Health Insurance Act
stipulates the individual entitlements and conditions.

The constitutional norm and own-payments in health care

The controversial phrase “conditions provided for by law ™ was the subject of
continuous parliamentary debate between liberal ODS and left-wing Social
Democrats. The political controversy concerned the intended introduction
of patients’ out-of-pocket payments by ministerial resolution (Ordinance).
Members of Parliament (Deputies) brought the dispute before the
Constitutional Courtin 1996.° The Courtresolved the case ruling that the
procedure used forintroducing patients’ co-payments for basic health care
services, violates the constitugional right to health care.® According to
Ardcle 41, section 1, the rights listed in Article [...] 31, [...] of the Charter

Officially referred as the Resoludon of the Presidium of the Czech National Council of
16 december 1992 on the Declaraton of the Charter of Fundamental Rights and Basic
Freedoms. 2/1993 Coll.. incl. 162/1993 Coll. Since the “velvet divorce™ between the Czech
and Slovak Republics, the Charter has been considered as part of both constitutional orders,
Hereafrer, subject of research is limired to the Czech legal framework. In Czech Parliament,
the Charter was adopted together with the new Constitution {Act No. 1/1893 Coll.).
Ardcles 3 and 4 of the Czech Consdrution. 1/1993 Coll.. incl. 347/1997 Coll.

Based on article 73 sub 1 Act of the Constitutional Court (Act 182/1993 Sb).

®  Ruling P1. US 35,95, July 10, 1996,
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may only be claimed “within the confines of the laws implementing these
provisions”. Therefore, limitations of these specified constitutional rights
require an explicit statutory base, L.e., the Public Health Insurance Act.
Since the legal basis of this type of co-payments was considered insufficient,
thus unconstitutional, the government was forced to repair the created
unconstitutonality. By means of a statutory (positive) list, the government
determines which heaith care services are wholly or in part covered by the
compulsory health insurance scheme, ergo, introducing patients’ ¢o-
payments by statutory law. From legislative technical-perspecdve, a
laborious and time-consurning procedure, particularly since the type of
services and scope of contributions may be altered in time. At that time,
two other cases were brought before the Constitutional Court concerning
full reimbursement of incontinence materials. Although the main issue of
dispute seems to be the source of financing, again, patients’ out-of-pocket
money are still highly debated.”

Own payments in education: The school tuition case

Where the introduction of cost sharing measures is concerned, a parallel
may be drawn with the right 1o educaton. Albeit different in outcome, the
reasoning behind it could be relevant to the concept of cost sharing in
health care. In 1993, the Constitutional Court decided on the right to free
education stpulated in Article 33 secion 2 of the Charter. As mentioned
before, according to Article 41 section 1 the right listed in Article [...] 31,
33 [...] of the Charter may only be claimed “within the confines of the laws
implementing these provisions”. In the so-called School Tuition case, the
Courtannulied a parliamentary amendment of the School Act No. 29/1984
Sb introducing free elementary and secondary school education “unless
otherwise provided by statute™.® The quoted clause was ruled as in blatant
conflict with the core of the right to education free of charge, and
therefore viewed as unconsttutional. Even Artdcle 41 of the Charter, which
includes the rights enumerated in Article 35 as one of the rights that “may
be claimed only within the confines of the law implementing these
provisions”, could not save it from being declared unconstitcutonal. A
statute which calls into doubt the very principle that education must be
“free of charge™, undermines the entire right, so thatitis not one justified
by the proviso under Article 41 and is, thus, unconstitutional.”

AP.den Exter. Health legal reforms in the Czech Republic and Hungazy in: Health Care
Reformsin Central and Eastern Europe: Outcomes and Challenges. E. Krizova and J. Simek
{eds) Charles University Press, Prague 2000: 28.

P1. US 35/93. 1 Shirka c. 7, published also under 49/1994 Sb.

M. Gillis. The Relationship of Ordinary Courts to the Consttutional Court in: The Czech
Legal Systern in European Contexts SOCRATES /ERASMUS Progranume 1998/99, The Czech
Constitutional Court, Charles University Prague. Prague 1998: 17.
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How to cope with the diverging constitutional rulings on health care and
education? A possible explanation for the contradictory outcomes could
be the more “individual” character of the education right, i.e. 2 more
absolute character although both rights are wraditionally characterised as
social rights. Apparently, a hierarchy of these social rights can be deduced
from Constitutional Court rulings that subordinate health care to educa-
dorn.

In a way, different reading of both constitutional provisions reflect the
difficulties of the judiciary with the “internationalisation” and changing
perception of a health care right. As such, the unwillingness of ordinary
courts to comply with constitutional rights has been mentioned as
symptomatic evidence.

Judicial failure to comply with constitutional rights

Despite its incorporation in the Consttuton, the application of the
Charter’s rights and freedoms showa rather ambivalentsituation. The role
of ordinaxy courts has particularly been questioned. According to
Hollander, absence of a radition of the direct applicability of the Constitu-
ton has been explained by the mere programmatic character of particu-
laxly social rights, meaning that violations were not able to be sanctioned
by courts.”’ Asecond reason is the currently prevailing low level of expertise
of the judiciary, which is a consequence of the long-persisting low level of
legal education, as well as of a number of negative stereotypes. Hollander
considers the orientation on the formal approach of Jaw as the most
importantitem in relaton thereto. Precisely by refusing to apply substantive
and adjective law in a manner sensitive to values, judicial bodies unfortu-
nately provide the weightiest evidence of their Jack of preparedness to apply
the Constdtution.”

Besides the Charter’s rights, as concerns the applicability of interna-
tional treaty rights, the situation seems even worse. This can be illustrated
as follows. Article 10 of the Basic Law makes constitutional a (highly
debated) provision, which binds the Czech Republic on ratified and
promulgated human rights and fundamental freedoms treaties.”” Such
treaties are immediately binding and prevail over domestic law." As such,

" P.Hollinder. The Role of the Constimudonal Court for the Application of the Constitution

in Case Decisions of Qrdinary Courts, Archiv fiir Rechis- und Sozialphilosophic 2000, Iss. 4: 552.
Hollinder s.6.: 352.

The debate is mainly focussed on the question of “what is a human rights rreaty”? In practice,
itisnotalways clear which criteria should be used in deciding what type of treaty it concerns.
The Czech legislature used the generic term “reary”, which is able 1o cover different treaty
instruments, such as the Covenant, Convendon. Protocol, etc. but not resolutions,
declaratons of internarional organisations since they de not represent consensus but one-
sided acts. D. Jilek. Human Rights Treades and the New Constitution in: Survey of Lectures
on Czech Law, Brmo, Masarykova Univerzita. 1995: 111,
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these treates are self-executing, meaning that Czech citzens can appeal
directly to international treaties provisions, notably disputes on human
rights and fundamental freedoms. This is different from the previous
Constitutional doctrine. Those who at that time (1960s) were considered
as prominent representatives of the Czechoslovak socialist doctrine of
international law took the view that ireaties regulated relations exclusively
between the persons of international law and, as such, were notsusceptible
to domestc application.'* Czech scholars now support a more extensive
Interpretation of human rights treaties, whetheritregulates human rights
exclusively, dominantly or individually.”

In practice, however, ordinary courts do not feel bound by decisions
of the Constitutional Court.'® Consequently, the de facto primacy of
domestic law above international law is still asserted and may cause legal
problems. The antagonistic behaviour of ordinary courts may give rise to

H.EJ. Malenovsky. Treades in the Czech Republic: Unresolved “division of labour™ between
Parfiament and the Constinational Court in: Constitutional Reform and International Law
in Cenzral and Eastern Europe. R. Millerson, M. Fitamaurice. M. Andenas (eds) . Kluwer Law
International, The Hague 1968: 279,

Jilek ¢.c.: 112: also: R. Bernhardt. Europaische Grundrechte in der zweiten Halfte des 20.
Jahrhunderrts in: Das kinfrige Mitteleuropa Tradition und Perspekiiven. Karolinum
Univerzity Karlovy (Charles University) Prag 1998: 56-58. For a dissenting opinion see: F.
Weyr. aleading Czechoslovak constitutional scholar who considered “from the juristic point
ofview [...} decisive preference has to be given to the German theories™, which consider “the
pertinent constitutional provisions on civil rights and liberties and their guarantees as mere
academic principles”. “moneologues of the law-giver”, which in practse, do not have
significance of norms binding for courts and administrative bodies. F. Weyr. Ceskoslovwenské
Gstavni pravo (Czechoslovak Constitutional Law). Prague 1937 248. Weyr's interpretation
of the conception of constitutonally enshrined rights and liberties corresponds with the
positive law radition of the Weimar Constitution in which many of the fundamental rights
were placed as non-judicable. programmatic phrases.

Hollinder o.c.: 537, Ardicle 89(2) of the Constitution provides that enforceable decisions of
the Constitutional Court are binding on all public autherities and persons. The Supreme
Courttook the position that ordinary courts are not counted among “public authorities” and
that the Constitudonal Court stands outside the ordinary court system. therefore the
Constitutional Court is generally not enttled 1o review their decisions. The Constirutional
Court had repeatedly made reference to Artide 87 para. 1, sub d of the Constitution,
according to which the Consttudonal Court also has the jurisdiction over consdrutional
complaints against final decisions and other actions of public audorites violadng
constitutionally guaranteed fundamental rights and freedoms. According to the Constituto-
naf Court and the doctrine, the term “public authority” encompasses state bodies and self-
governing authorities, including the ordinaryjudiciary. Constitutional Courtjudgement No,
1 U8 357/97. novernber 1997. The binding character inchides both Constitutional Court
decisions in matters of norm control as well as in cases of consdutional complaints. However,
ordinary courts and several constitutional law scholars reject the precedentdal natre of
Constitutional Courtjudgements in cases of constitutional complaints. V. Mikule, V. Slidecek.
Ustavai soudnicevi a lidskd préva: Predpisy — documenty — komentire — pozndmky (The
Constirutional Judiciary and Human Righs: Legl Texts — Documents ~ Commentaries —
Notes), Prague 1994, quoted by Hollinder o.c 545.
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concern related, forinstance, health care particularly in view of the ratified
European Convention on Human Rights, including additional protocols.'”
This Conventon is pre-eminently an Article 10 treaty and has therefore
direct effect. Subsequendy, viclations on individual human rights and
freedoms can be directly based on the Conventon. Incorporating
individual rights and freedoms, recent European Court case law includes
a rapprochementof individual and social, and socially related rights (chapter
three} and therefore, enhancement of these rights within the framework
of the Convention and thus also making them of relevance to the Czech
situation. Notably the Léper Ostra. Tavares and Guerra cases explicate the
role of natonal (health) authoridesin ensuring applicant’s rights.™ In view
of these rulings, by denving the direct effect, ordinary courts seem to
deprive Crzech citzens the right of appeal to legal causes that could
potentally strengthen claimants’ right to health care. Inconsistencies in
reasoning and outcomes between the Constitutional Court and ordinary
courts also gave rise 1 concerns. Improvement of the judiciary’s level of
expertise in order to remove its negative perception towards constitution-
ally enshrined rights should be given priority in the near future. Further-
more, the need for domestic legal norms matching supra-domestic law is
evident. This is primarily a task for the legislature, meaning, a revision of
the statutory framework. Hereafter, itwill be apparent whether ornot, and
in what respect, the legislature has succeeded In this assignment with

regard to four selected clusters of health care law, starting with public
health law.

2.3 Pubiic health

Historical perspective

Before 1945, the country had a relatively strong and effective public health
system. A network of District and Regional Hygiene Institutes founded later
is still responsible for epidemiological surveillance (including infectious
diseases), immunisation logistics and safety measures concerning environ-
mental hazards, foed, and other sectors. As thevshare public health duties
with other parts of the former state health care system, the hygiene services
are not directly equivalent to a public health network. Primary care

Protocol No. 11 to the Convention for the Protection of Human Rights and Fundamental
Freedoms (ETS No. 155) of 11 May 1994 was ratified by the Czech Republic on 28 April 1995,
Lope=-Ostra 9 december 1994 Applicadon no. 303-C; Tavares decision of the Commuission,
Decision of 12 september 1991 Applicadon no. 16593/90. and Guerra and others v. Italy
19 February 1998 Application no. 14967/89,
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facilides, for example, are responsible for preventive services, immunisation
and antenatal services (financed by health insurance funds).™

Despite this network of public health services, when compared to
international standards, health conditions have decreased dramatically
since 1960. The state of public health was in a downward spiral due to bad
environmental (working) conditions, depression and alcoholism. Apart
from compulsoryand free vaccination programmes to reduce communica-
ble diseases. public health was generally neglected.® The centralist, and
in many cases, rigid system was notable to respond to new health problems.

A fragmented restoration of the Health of the Nation-Agenda

To overcome the environmental and public health crisis a health care
reform plan was launched in 1989 aimed at strengthening the national
health system.”' The mostessential changes concerned the removal of state
monopoly in providing health care and introducing private health care.
Reforms were primarily focussed on changes in the financing, reimburse-
ment and privatisation of individual health care services. In practice,
however, these types of services have only limited impact on the health
status of the population. Key determinants of health include both collective
health care (eg., epidemiology, vaccination programines) and circum-
stances outside the health sector, policies in sectors such as housing,
emplovinent and educaton. As far as public health is concerned, health
policy and legislative issues of health promotion and disease prevention
were only accepted in a later stage of the reform process (1995). Before
that time, a medium-term programme to enhance the nationalt health status
had failed to stipulate normative rules. Such legal norms had ro support
the direction and enforcement of a “restoration of health and health
promotion agenda”. Health in the Czech conception, however, was
continued to be regarded as primarily the responsibility of health profes-
sionals and problems of health and of health care are viewed as identical.™
The consequent subordination of public health resulted in the absence
of relevant legislation in this field.

European Observatory on Health Care Systems. WHO Regional office for Europe. Health
Care Systems in Transiton: Czech Republic 1999: 15.

A Albert, C. Bennett. M. Bojar. Health Care in the Czech Republic. A System in Transition.
J American Medical Association (JAMA) 1992: 267: 2464,

Reform of Health Care in the Czech Republic, Draft of a New System of Health Care, Ministry
of Health, Prague. 1990 and accepted in december 1990 as Resolution 339/90 of the Czech
government. The project defines the principles and steps essential for the new system. All
are exclusively concerned with the health care system. However, the problem of improving
the health status of the populaton was not discussed.

= Nartcnal Health Programme: A Long Term Strategy. Ministry of Health of the Czech
Republic, Prague 1995: 12-13.
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The launch of the 1995 long-term National Health Programme was meant
to be a landmark in public health. This promising programme on public
health analysed the main priorities in enhancing the population’s health
status and translated the outcomes in along-term policy strategy. Strategy
priorities were supposed to be rationally defined according to criterasuch
as social relevance, the extent of potenual intervention and eco-
nomic/financial consequences. Subsequently, based on health indicators
as morbidity and mortality causes various health issues were selected as
prioritdes (e.g., positive change in nutrition habits, reduction of the
prevalence of smoking, improvement of reproductive health, reduction
in alcohol consumption).

Besides some successful regional and local health promoton
programmes,” the concomitantlegal support to promote a healthy lifestyle,
however, remained segmented™ and rather ineffective due to missing
linkages with the curative care and health funds.®

Apart from the separate documents regulating health promotion and
disease prevention, in the current legal setting, public health is still centred
on health protection.” In this respect the archaic Health Care Act, which
is stll in force, incorporates the functons and organisation of the Sanita-
don (former Hyglenic) Services heavily involved in health protection.

The Act on Health Care

Under the previous Constitution, the most important law in Czech health
care was the Health Care Act (1966).% After the introduction of a separately
regulated health insurance system in 1992, the Health Care Act 1966
remained in force. This comprehensive act sets the legal conditions which
attempts to regulate various facets of health care. The focus of the Health
Care Act is setting regulatory conditions for preventive protecdon and
strengthening population’s physical and mental health {ArticlesIVand VI).
These conditions cover basic relations with respect to the provision of care,
set principles for the physician-patient relationship, obligations of all
organisations and bodies vis-g-visthe protection of healthy life conditions,
health care management, the system of health care facilities, science and

Based on the WHO healthly city, region, school. and enterprise programmes.

Regulation on nutriton pattemns, control of advertising tobacco products. Newly developed

legisiation on prevention and public health promotion will be covered by Act No. 258/2000

Coll. on the Protection of Public Health. which will come into force mid 2001.

= J. Jarés. K Kalina (eds}. The Czech Health Care System. Delivery and Finance. Crech
Assodiation for Health Services Research, OECD Swudy 1998: 42.

*  Recently, Act No. 258/2000 Coll.. on the protection of public health confirmed the

traditional role of the public health services (“hygiene services™), divided in district and

regional public health stations. This Act came into force in 2001.

Health of the Populaton Act, No. 20/1966 Coll. Since 1990 frequently amended, most

recently in 1996 Amendment 206/1996.

-
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research and other issues concerning health care. Due to frequent
amendments, the presentform of the Jaw insufficient for the revised health
care organisation (hereafter). It does not correspond to the problems of
modern medicine, infer afia, research on embryos, scope of informed
consent.™ The successor of the Health Care Actis currently being debated
in parliament. Two less comprehensive draft bills modemising the general
public health conception were rejected since they did not include a well-
defined implementadon strategy to realise the Natonal Programme of
Health Promotion. Although in an embryonic stage for six years now, the
overall conceptstili does not differ from the previous conception on public
health. According to sceptics, the name of the draft Law on Public Health
is therefore misleading since it does not propagate the WHO’s notion of
public health.

Apart from public health, major regulatory changes focus on the
organisation and planning of the health care system.

2.4 QOrganisation and planning of health services

In the immediate aftermath of the change of political system, the Czech
govermment presented a document called “Draft of a New System of Health
Care™.™ This ambitious government plan was launched as a first step to
revise the overall health care system, starting with the modernisation of the
organisational and financial structures of health eare services. This official
policy document was dominated by achieving objectives such as de-
monopolisation and decentralisation of health facilides, establishing
multiple source financing, strengthening patients’ freedom of choice, and
strengthening health providers’ autonomy.” The realisation of these targets
had major consequences for the, at that time, most importantact, the 1966
Health Care Act.

Simultaneocusly, a compulsory health insurance scheme was introduced
by the Public Health Insurance Act. Both the revised Health Care Actand
the Public Health Insurance Act reflect the core of the current legal
framework. As concerns the organisation and planning of health care, both
aspects have been regulated by the Act on Health Care. To understand the
regulatory framework of notably primary and secondary care, the legal
setting will be examined hereafrer.

Den Exter and Prudil a.c: 27,

Reform of Health Care in the Czech Republic. Version H Draft of a New System of Health
Care. Ministry of Health. Prague, October 28, 1990.

J-Veprek. Z. Papes. P. Veprek. Czech Health Care in Economic Transformatdon. CERGE-EL,
April 1994: 16.
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The Act on Health Care

Despite various amendments, Fealth Care Act 20/1966 remains the
fundamentum for the organisation and planning of the overall health care
system. As mentoned before, this law sets the legal condidons which
attempts to regulate numerous aspects of health care, inter alia, the
protection and prevention (partone), role of health care actors (partwo),
organisation of health services, competencies of health personnel, and the
Ministry of Health (part three), et cetera.

Asinmany other countries, the Ministry of Health has a dominant role
in conceptualising the health care system. Besides its regulatory and
facilitatve function in prevention and protection, the ministy sets
condidons regarding the health care delivery system, health personneland
technologies, and it supervises administrative competencies. Changed
notions regarding the ascendant rele of the Minisiry in health care
required drastic revision of the Health Care Act. However, the frequency
and contentof amendments have affected the rato of this act considerably.
Furthermore, annulment of relevant provisions, in many cases, caused
withdrawal of prototypical regulatory tasks of the legislature. From the
initial stage of reforms, decentralising and privatising the provision of
health care services dominated the political and legislative agenda.

Decentralisation of competences and privatisation of health care services under the
Health Care Act
The first step in de-monopolising and deregulating the health care
provision was the decentralisation of managerial competences of former
state regulated institutions followed by developing legal conditions that
legitimised private health care facilities.” Consequently, more than 500
facilities, such as diagnostc centres, ambulatory clinics, and hospitals, have
since become legally and financially autonomous.™ To diversify services,
non-profit private facilities were encouraged to operate alongside with
publicly owned facilites.

Low salaries in public hospitals and ambulatories and the conception
of increased professional autonomy attracted many health professionals

Act No. 160/1992 on Health Care in Non-Governmental Health Care Facilities, amended
by Act No. 161/1993. Preceding this act. the general legal basis for private property was
adopted 25 a central element in the Charter (article 11) and Act on Private Enterprise (No
23,/1990). Modernisaton of the Commercial Code and income tax defined further conditions
for private structures established by national and foreign investors. According to the new
Consttution all types of property would be treated equally. The main idea of the government
was 1o re-establish dominance of private property. P. Kranzusch. Die Reformen in tschechi-
schen Gesundheitswesen und deren wirtschafiliche Folgen. Ostewropa Wertschaft 1996, Iss. 4:
340.

* OECD 6.¢.: 2464,
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to the concept of the privatisation of health practise. In primary care, the
establishment of private practise became popular among general physicians
and specialists. Before 1992, to operate their own practise was prohibited
by law. Since then, practcally all became self-employed practitioners,
working in single practises or health clinics (polyclinics).

Both the decentralisation and privatisaton of the health care provision
required adequate conool and redistribution mechanisms to regulate the
supply and allocation of health care services and facilities. The District
Health Department (registration) controls the entry of physicians into
primary care through licensing by the Medical Chamber and the issuing
of permits.™

Apart from a licence to practise a2 medical profession, no further
regulatory conditions are required to start a private practise. In practice,
however, a contract with one or more health insurance funds (HIFs) is a
necessity for reimbursement of provided services, Intended to reduce the
oversupply of physicians, recenty, HiFs have been entited to contract
physicians more selectively according to their accreditation policy. The
practice of selective contracting was only introduced in 1997. Article 17 of
Act48/1997 introduced freedom of contracting providers and resulted in
a decrease of contracted physicians, at least in theory. Practically, it
appeared that the largest insurer, controlling about 75 percent of the
health insurance market, does notcontract selectively. Onlyin exceptional
cases, existing contracts with individual practidoners have been cancelled,
for instance in certain malpractice cases or fraudulent behaviour. Here,
freedom of contracting providers has been interpreted as freedom to
choose for continuation of contracting, sec. Originally, practically all
providers (both individual practitioners and health care institutions) were
contracted. Since annulment of contracts is scarce, selective contracting
with providers is only a theoretical option. In case of annulment. non-
transparent arbitrary procedures often resulted into continuaton of
contracting due to ministerial pressure casu gue public opinion. Since the
enacunent, it appeared that selective contracting as an instrument to
reduce the number of providers has not been successful, atieastin the case
of the largest insurer.

Differing from primary care, privatising secondary care facilities such
asspecialised ambulatory medical sexvices and commonplace hospital care
was not the main obiective. Here, privatisation interpreted as an exchange
of assets to private enterprises hardly occurred, exceptfor attractive balneal
therapy facilides (spa baths) and a few specialised hospitals. Most of the
publicinstitutions were “sold” 1o local governments that became financially

Mutatis mutandis the Stomatological and Pharmaceutical Chambers,
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and legally responsible for often poorly equipped facilides. This decenurali-
sation of competences also included managerial responsibilities (Article
39 Health Care Act). Further reform plans are primarily oriented towards
increasing efficiency. Capacity planning of health care services
however, maintains the competence of the Ministry of Health (Article 42)
setting nationwide principles concerning allocation, norms and standards
of equipmenyt, éf cetera. Furthermore, the Ministry is authorised to prohibit
the establishment, construction or provision of a health care facility that
would conflict these principles (section 2}. As such, the accreditation
procedures for health facilities remained a ministerial affair whereas
licensing of individual providers has been attributed to the Medical
Chamber.

Re-introducing professions associations

Practising a medical profession, membership of the Czech Medical
Chamber is compulsory as stipulated under the Czech Medical Chamber
Act.*In 1991, the Czech Medical Chamber was established as an independ-
ent organisation that had been abolished by the communist government
in the early 1950s. Apart from the Medical Chamber, the Act also estab-
lished the Czech Stomatclogical (Dental) and Pharmaceutical Chambers
with identical tasks and responsibilities. Furthermore, there was a re-
emergence of medical professional societies, nurses’ societies and other
health care professional gremia.

Established as a statutory professional body, the Chamber’s tasks and
responsibilities concern “monitoring and the improvement of the quality
of professional care” by means of, inier alia, licensing, accreditation
procedures, disciplinary procedures, developing training programmes for
medical physicians, developing professional, ethical standards and
guidelines, and representing physicians in negotiations with both the
government and insurance companies, although the Chamber does not
act as a vrade union. Attempts by the Klaus administration in 1994 to
abolish compulsory membership have failed. According to the Medical
Chamber, maintenance of quality contrel requires compulsorymembership
to the non-governmental organisation of all physicians, i.e the Medical,
Dental or Pharmaceutical Chamber. Voluntary membership to newly
established associations would fail sufficient self-regulative competencies
in this respect. In 1996, the government withdrew its privatisation reform
plans of the Chambers. The decentralisation of competences and
privatsation of the delivery of (primary) health care services correlate to

R

Act on the Czech Medical Chamber No. 220/1991 Coll.
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another development, viz, the introduction of a social health insurance
scheme.

2.5 Health care financing

Under the prereform health care system, the National Health Service
model was administrated centrally and financed solely from the state
budget. General dissatisfaction with the system’s shortcomings impelled
drastc reforms. From a financial point of view, the transformation started
from a general taxation funded system into a model financed by multiple
sources. In addition to the state budget, the health care system would be
financed by health insurance premiums (both to be paid by emploversand
employees), local taxes and patients’ own payments. The inwroducton of
a compulsory health insurance system, and simultanecusly, a modified
reimbursementsystemn (initially, fee-for-services) can be considered as the
most important element of the 1990 health care reform programme. The
current outcomes are largely inspired by the Czechoslovak pre-war health
insurance system, as well as present systems in Germany, Austria and the
Netherlands.”

The Act on Public Health Insurance

The legal basis for the Czech health insurance includes: (i) the General
Health Insurance Act (Act 48/1997) which sets the basis for health
insurance;” (i) the General Health Insurance Company Act, (Act
551/1991) which establishes the General Health Insurance Fund ( Vseobecna
Zdravotni Pojistovna, VZP);”" (iil) the Insurance Premium for General Health
Insurance Act (ActNo. 592/1992) which regulates the setting of premiums,
penalties, method of payment, supervision and registration of premium
payers,33 and (iv) the Sectorial, Professional, Corporate, and other Health
Insurance Offices Act (ActNo. 280/1992) which establishes branch health
insurance companies (specialised sickness funds) appealing to the tradition
of plurality of insurance funds.” Onginally, these sickness funds were
intended for emplovees of certain government agencies (e.g., police and

Albert. o.c.: 2463, While health care is covered from insurance funds. sickness benefits,
however, are paid by the state-run social security fund, which is not part of the health care
budget. Some proposals for the unification of both systems have been made, butitwill surely
not take place in the short term. OECD o.c.: 32.

* Amended by ActNo.592/1992, 16/1993 and 60/1995. 149/1996 and most recently Act No.
48/1997, the Act on Public Health Insurance. Practically. the later replaced the basic
elements of the original act.

Amended by Act No. 592/1992, 10/1983. 60,1995, 149/1996, and 43/1997.

Amended by Act No. 59/1995.

Amended by Act. No. 10/1993, 15/1993, 60 /1995, 149 /1996 and 43/1997.
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the army). economic sectors (e.g., miners), large industries and banking
employees only. But as free choice of insurance fund was guaranteed by
law, these employer-based funds are, in theory, open to all applicants (open
enrclment) and compete with each other for the insured. In practice, not
all insurance funds operate nation-wide which restricts patients’ freedom
of insurance.

As far as the funding of health care services is concerned, the most
important provisions can be found in Act No. 48/1997 on Public Health
Insurance that replaced the original Law (Act No. 550/1991). The Acton
Public Health Insurance defines the persons who are obligatorily insured
(personal scope) by the public health insurance, viz. persons with perma-
nent residence in the Czech Republic and persons without permanent
residence in the Czech Republic but who work for an emplover who is
residentin the Czech Republic. According the Act, the insured, employers
and the national authorities are responsible for the payment of premiums.
The government is responsible for children, students, pensioners, the
unemployed, the military and recipients of social security. By law, the
insured receive a wide range of therapeutic and preventative services,
whether or not conditionally.” Therefore, the health insurance funds
contract with individual providers, collect contributions and remunerate
contracted providers. Payments for provided medical services are based
on a service list with a relative value scale determined by the Ministry of
Health. Since 1997, the Ministry of Health has published a new List of
Procedures (items of sexrvices) with corresponding new point values. Annual
negotiations between the Ministry of Health, health insurance funds, the
professional Chambers and providers decide on the range of services and
medications to be covered and the value of the reimbursement points.

Cost containment measures

Concern about the open-ended financing system encouraged the govern-
ment to develop cost contzinment measures. Since 1994, carefully
introduced attempts have been made to contain costs by limiting the defacto
unlimited volume of the contracted services. From that moment, instead
of “passive payers” that reimburse the delivered services, health insurance
funds (HIFs) were endtled to actas more active purchasers.“gAn even more
effecrive measure was introduced by the 1997 Public Health Insurance Act
specifying the funds competencies to impose volume limits in contracts and
introducing alternatve reimbursement methods that are different from
fee-forservices {Artcle 17, section 3).

" Den Exter and Prudil o.¢.: 29,

T Arrs. 13 section 2, and 15 Act No. 48/1997.
Den Exter. supra note 7: 31.
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Since its introducton in 1992, the health insurance system has caused
considerable changes in health care financing. As a result of the contract
ing procedure, contracting providers has proceeded by public tender
{Artcle 46, section 2). In these selection procedures, contract criteria
concern, inler alia, the necessity of provided care, (geographical) accessibil-
ity and quality of equipment. Figures in 1997 show that the largest health
mmsurance fund, the VZP, refused to conclude new contracts with 176
providers and terminated contracts with 130 others.™ Although notveta
significant number, the tender mechanism includes a potentally effective
instrument to reduce the number of health care facilities. To a certain
degree, the new Health Insurance Act is considered as the first adequate
legislative measure thatactually enables health insurance funds to regulate
both the volume of care as well as the number of contracted providers.
Before its inception, the liberal approach of the legislature allowed
providers perverse and uncontroled expansion of services provided.
On the demand side, limiting the scope of the health services package
and cost sharing attempts have been made, but were not very successful.
At this moment, cosmetc procedures, acupuncture and certain
stomological procedures are excluded from the health benefit package, ™
while certain prescribed pharmaceutcalsintroduce patients’ out-of-pocket
payments. On the other hand, however, there are still no barriers to access
secondary, specialised health care since the concept of the general
practitioner (GP) as gate-keeper has not been successfully implemented.

Changes in the providers” reimbursement system

Changes in the financing sphere were combined with the modernisation
of reimbursement methods. The system of providers’ reimbursement
appeared tc be the most complex and controversial result of the health
care reform. The open-ended fee-for-services point system reimbursement
had a profound impact on the health care system. At the tme it was
introduced (1693) total expenditures increased rapidly.* Atthat time, over-
charging by physicians was quite common and was possible due to
nsufficient and wezk control mechanisms. In order to contain costs, Act
48/1997 enabled the replacement of the fee-for-services reimbursement
system by a more controllable per capita payment system for GP care and

The total number of concluded contracts was 22,791 {December 1997), Annual Report of
the General Health Insurance Fund of the Czech Republic, 1997, 35, Annulment or refusal
is based on Article 17, section 2 Act 48/1997.

Article 15 sections 2, 7, 9.

Figures on 1otal expenditures on health care, as a percentage of GDP, increased from 5.3
(1991) 0 5.5 (1992) 1o 7.6 {1993) and 8.1 (1994} Source: Ministry of Health of the Czech
Republic. One of the reasons mentioned was the introduction of the FFS reimbursement
system,
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other services. Certain GP services, however, such as preventive services
were reimbursed according to the existing fee-for-services system. At the
same ume, historical budgets for residential care were introduced
combined with a (future) DRG reimbursement method. Prices were the
negotdating element between representatives of health insurance funds and
providers of health care.

Towards a new risk adjustment scheme

Finally, with the establishment of multple health insurers, the Czech
government also introduced a redistribution system of contributions to
avoid risk selection among the insured.* Health insurance funds retained
forty percentofthe collected contibutions, and the remaining percentage,
plus all governmental contributions, were subject to redistribution. The
risk adjustment scheme is very simple with a weighted redisuibution,
dividing insured persons intc two age categories, viz, one share for an
insured under the age of 60, and three shares for an sured of 60 and
above.”™ A new more sophisticated redistribution scheme has been
developed yet but has to be implemented through new legislation.

2.6 Patienis’ rights

The current Czech legal status of human rights, more particularly patdents’
rights, is rather disappointing. at least, from a domestic perspective.
Although the Charter on Human Rights and Freedoms (1993) includes
several human rights such as the right to life (Article 6) and integrity of
the human body (Article 7), it does not cover patients’ rights as such.
Instead, existing legislation defines certain specific rights but these are far
from complete. Consequently, patients’ rights have only been incorporated
fragmentally and incompletely into legisiation. For instance, the 1966

The concept of risk selection or cream skimming is inherent o a competitve health
insurance marker. Cream skimming refers to an insurer's selection of so-called preferred
risks. that is, those insured members expected to be profitable given the risk-adjusted
capitation payments and the regulatory regime for setting additional premiums. An effective
way to prevent cream skimming is to redefine dsk-adjusted capitation payment formula so
that insurers cannot predict which insured persons will be profitable or unprofitable.
W.P.M.M. van deVen, R.CJ.A. van Vliet, EM. van Bammeveld, and L. M. Lamers. Risk-Adjusted
Capitation: Recent Experiences in the Netherlands, Health Affairs 1994: 13: 130; see also J.P.
Newhouse. Raie Adjusters for Medicare under Capitation. Health Care Financing Review.
Annual Supplement 1986: 45-55.

T OECD o 32.

This weightng probably exceeds the rue average costs of health care for those over 60, 30
the distribution tends to favour the VZP. which insures most of the elderly. In spite of this,
as individuals can change insurers and insurers can effectively select their clients, there is
considerable potential for adverse selection. European Observatory o.c.: 8.
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Health Care Act defines two basic rights, namely: the right to information
{Article 23, section 1) and informed consent (section 2), whereas sections
3 and 4 include a proviso on informed consent in case of incompetence
(mentalillness, minors and in an emergency). However, the scope and the
extent of information to which the patentis endted tois highly debatable.

The Health Care Actalso includes the physician’s duty to confidentiality
(Article 55). Health care professionals have to maintain confidentality
about all the facts they are informed on in relation to the exercise of their
profession. There are also exceptions when, for example, the person
concerned agrees to allowa third party to be informed orwhen the health
care professional is relieved of his duty by a higher body in the interests
of the state. However, this last option is virtually unheard since neither the
higher body nor the interests of the state are clearly defined.” Recently,
the padent’s right to privacy has been strengthened by the adoption of 2
new law on Personal Data Protection.” In addition to artcle 55 of the
Health Care Act, this new law is aimed at protecting the collection and
automatic processing of personal (medical) information. In principle, the
data may only be processed in accordance with the purpose of collecting,
which conforms to the Council of Europe’s Convention on Data
Processing.””

Finally, both the Health Care Act and the Health Insurance Act
guarantee the right to health care. Access to health care services has been
regulated a social right and guaranteed by a social health insurance
system.™

Apartirom the Charter and separate legal provisionsin the Health Care
Act, the Central Ethical Committee developed a Code of Patients” Rights
in Health Institutions which states that patients are conditionally entitled,
inter alia, 10 be informed, to refuse treatment, to have their privacy
respected, and to confidentiality.” Furthermore, the Ethical Code of
Physicians stipulated physician’s duties and indirectly addresses patients’
rights.” Since both codes include norms that are not binding in law, its
legal impact is limited. In 1997, the Code of Patients’ Rights in Health

49

Den Exter and Prudil o.c.; 53.

Act on Personal Data Protection No. 101,/2000 Coll. In addition. the latest revision of 1966

Health Care Actaddressed the issue of medical records (Act No. 260/200] Coll.). Itdefines

cermin rules on access to medical records {e.g.. the persons granted access 1o medical

records. issues that should be recorded. ¢t cetera).

Officially, the Convention for the Protection of Individuals with regard to Automatic

Processing of Persenal Data, ETS no. 108, Smasbourg 1981.

#® Ardcle 9. section 1 Health Care Act: article 11, section 1 sub d Public Health Insurance Act
which also refers 1o newly emerged rights as freedom of choice of insurer subsequendy
physician (section 1, sub a-b).

*®  The Central Ethical Committee of the Ministry of Health, 1992.

* The Ethical Code of the Czech Chamber of Physicians. 1992.

o
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Institutions was evaluated to determine the degree to which Czech patients
were aware of both its existence and patients’ rights in general. Itappeared
that only 2 small majority of the patients questioned had been informed
about their (legal) rights. Apart from general public announcements
posted at the institutions’ entrance, physicians did not inform patients
about their rights, unless requested to do so.”

The absence of a legal framework of patients’ rights characterises an
approach that opts for a non-legisiative strategy, i.e. apart from the basic
right ofinformed consent, patients’ rights will be promoted atinsttutonal
level. Iealth care institutions then create their own charter based on legal
provisions, aswell as on documents prepared by professional bodies. Where
this is the case, the charter is developed following rulings of the court but
is, nevertheless, vulnerable to the hazardsinherent to individual situagons.
Countries optng for this alternative primarily rely on case law.”

Inadequate information mechanisms and the voluntary basis and non-
enforceability of the non-statutory Codes reveal legal pitfalls in the current
situation of patients’ rights. Although most countries suffer from gaps in
implementation to one degree or another, and errors in implementation
are found in even the most developed systems, the gaps in the Czech system
are so systematic and serious that they undermine, to an unacceptable
degree, the realisation of patients’ rights. In view of the internatonalisadon
of patients’ rights and emergence of international mechanisms for their
protection, the Czech Republic can be exposed to legal and polidcal risk
as patents would hold the government accountable for violations.”

Consequently, the non-legislative approach will be difficult to maintain
In the current setting and even more so given that the Czech Republic
ratified the European Convention on Human Rights and Fundamental
Freedoms in 1992.% Since national legislation is largely missing, offences
committed against patients’ rights must be directly determined from the
European Conventon. It can provide a judicial basis for infringement of
patents’ rights in case of, for instance, unlawiul detention (contravening
the right to liberty, Article 5 of the Convention), requests to be heard
within a reasonable time by an independent and impartial tribunal (the

E. Krizova. The Patiencs’ Rights as an Important Issue in the Process of Civic Emancipation
in: the Czech Republicin: The Right to Health Care in Several European Countries. AP, den
Exter and HL.E.G.M. Hermans (eds) Rluwer Law Intermnational, The Hague 1999: 161, ef seq.
B. Wijnberg. Patients’ Rights and Legislatve strategies. Medical Law, 12: 137-140 (1993). The
other alterpative is a separate act on patients’ rights such as in Finland (1993) or the
Netherlands (1995).

Den Exter and Prudil o.c.: 54

Date of ratification 7 May 1992, whereas the Convention entered into force on 1 October
1994

i
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right to a fair trail, Article 6 of the Convention), or claiming respect for
individual’s privacy (the right to respect private life, Article 8).%

The prospect of the Bioethics Convention (1997) may prompt legal
changes by regulating “the protection of human rights and dignity of the
human being in biology and medicine”. Even though the Convention does
not provide for an individual right to complaint before the European
Court.” Despite being unable to lodge a complaint based at the Bioethics
Convention, its not unlikely that the European Court may include the
Bicethics Convention in proceedings under the European Convention, if
they also constitute a violation of one of the rights contained in the latter
Convention.”

3 PATTERNS IN LEGISLATIVE REFORMS

In the previous section, it appeared that the modernisation of the Czech
health care legal framework is still in staty nascendi. While policy reform
programmes specify health targets, legal norms to implementand enforce
these objectives, they are still insufficiendy developed or missing. Analysis
of the main omissions indicates the position of current legislative reforms
based on the analytical discerned clusters of health care law.

Public health law

One of the striking features of the Czech reforms since 1990 is the lack of
(adequate) legislation on collective heaith care. The most important law
is the Health Care Act, 1966 that addressed serious omissions with respect
te new understanding on public health law. Although the 1995 health
policy programme proclaimed (legislative) measures to improve the health
status of the population, the legislature has not been very successful in this

The European Conventon is generally considered asan Article 10 Treaty, Z.e. an international
treaty on human rxights and fundamental freedoms, duly ratified and promulgated and
therefore direcdy binding to the Czech Republic taking precedence over statutes.
Officially, the Convention on Human Rights and Biomedicine, 1997, The treaty has not vet
come into force yet. In March 2001. the Czech Republic ratified the Convention. which
¢ntered inzo force in Qcrober 2001. Theimpact of this Convention in the Czech legal seting
i not quite clear. Since the Convention includes various fundamental human rights and
freedoms it can be considered as an Article 10 wreaty. Nonetheless, Member States can make
claim an exception a reservation in respect of any particular provision of the Conventdon
where the Convention does not conform with national law (Artcle 36 secdon 1 Convention).
Reservatons of a general character that are worded in terms 100 vague or broad for their
exact meaning and scope to be determined. are not permitted. According to the Explanatory
report referring to the European Court's interpretation. the concept of “law”™ must be
interpreted extensively. including secondary regulation. Explanatory Report to the
Convention on Human Rights Medicine No. 174) . Directorate of Legal Affairs. Strasbourg,
May 1997.

" Explanatory Report No. 165.
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respect. Apart from anti-tobacco and smoking programmes, the legislature
failed to enact protective and promotional legislation on environmental
pollution, unhealthy foods, el cefera. As such, anti-pollution and occupa-
tonal preventive legislation highlights the recent importance of public
health and therefore future legislative strategies. Nonetheless, legal
intervention was mainly focussing on general practise, hospitals, health
insurance and pharmaceutical services since that was considered more
lucratve.*

Organisation and planning of health services

Drastic privatisation of health care services and the deregulation of
managerial competencies was a main issue of early Czech health care
reforms. Driven by the leading principle “private provision, public
financing”, legal problems were manifold and show various similarides with
fAnancing legislation.

Since the first wave of decentralisation, national administrative functions
have been transferred to District Health Officers without proper definition
of its administrative tasks and competencies. As a consequence of inade-
quate and unclear administrative procedures (decenuralisation) and
increased autonomy of health facilities (privatisation), massive acquisitions
of advanced medical technologies tock place. Quite often, the need for
such technologies was primarily based on medical prestige without medical
necessity. The liberal approach of the legislature with respect to health
services can be cited as a major cause of explosive cost increases in health
care. Whereas privatisaton of primary care has been largely completed,
the current Czech government changed its policy with respect to secondary
and tertary care facilities. Nowadays, privatisation of these services is
practically impossible since the Ministry of Health nullified previously
decentralised competencies and is reluctant to privatise health services.
Instead of privatisation, the Ministry of Health is more focussed on
rationalising health care practise. In co-operaton with the Czech Medical
Chamber and Czech Medical Assoclation, the Minisory attempts to establish
clindeal guidelines to ratonalise decision-making.

Besides the postponement of further privatisaton and efforts to
introduce transparent decision procedures and decision-making, the
Ministry has attemped to force areduction of hospital bed capacity through
the Public Health Insurance Act, 1997. This illustrates attempts by the
Czech legislator to move towards stricter supervision of continuing
decenuralisation and privadsation tendencies within the health care

[l

* M.A.Vienonen,]. Springett. Public Health, Primary Health Care and Health Insurance: How
to bring the quest for health gain into the health sector reform in ceniral and eastern
Europer Burohealth 1998,/1999. Winter Iss. 6 (special issue).
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system.” Through the suggested measures, the Ministry of Health intends
to revise or even reverse several measures that have already been imple-
mented (self-regulation). According to the Ministry, “self-regulation cannot
be applied in health care, since it did not work. Instead, the government
will take its responsibilities, meaning bringing public services under public
control”. However, selfregulative imperfection should be more different-
ated. First, self-regulation is not similar to unconditional discretion of
powers. The legislature should create sufficient legal condidons within
which the actors can operate. Since the legal conditions that introduced
market competition (as selfregulative mechanism) in health insurance
regulation were not effectively realised,* regulated market compettion
as such, never had a chance of being successful. In this respect, the
Ministry’s proposal, maintenance of a compulsory health insurance system
while abolishing plurality of health insurers in the near future, is rather
dispropertional given the suggestions concerning improving compeve
incentves among insurers. Apartfrom possible legal claims caused by such
a “denationalisation™ measures, its questionable whether a single health
insurance fund as opted would operate more cost effectively and efficiently
without, at the same time, removing existing legal imperfections.

Regulation of financing and lariffs: Inadequale prublic resowrces conirol gnd price
control mechanisms

Czech health care systemn reforms were dominated by abolishing the
national health system, introducing a separate financing system based on
insurance principles and establishing a public/private mix of health
facilites and services, whether or not profitbased. Needless to say,
problems arising from a desire to achieve these aims were manifold. Major
omissions in the legal framework reguliating the health insurance funds
concern insufficient accountability of the funds towards state administra-
ton, which makes it difficult for both the Ministry of Health and the
Ministry of Finance to receive information from the funds for adequate
control of public resources.®® As a consequence, social health insurance
funds behave much more like private, for-profit companies.

The Conception of the Ministry of Health 1998-1999. The main ideas and objectives of the
mostrecentdocument of the Ministry of Health are: (i) the minisovwill increase its influence
in health insurance, meaning strengthening its supervisory powers over health insurance
funds and quality of provided care by health professionals: (i) the privatisation of health
serviceswill come under more strict public control; (iii) re-introducing previouslyabolished
administrative structures on health facilities at regional level: (iv) developing quality standards
(guidelines) concerning medical technologies and professicnal qualificatons; and
(v) maintaining a compulsory health insurance system while abolishing plurality of health
insurers in the near funre.

' QECD o.c: 34

& QECD o.c.: 32,

186 Intersentia



Chapter 6: Health care legisladon in the Czech Republic

Legislative mistakes surrounded the introduction of a fee-forservice
reimbursernent system that were not supported by adequate price and
volume regulation. The fee-for-service is the universal system of reimburse-
ment of all types of providers and helped to define and price medical
services. It has stimulated the privatisadon of primary care and a rapid
development of formerly neglected services, such as haemodialysis. Apart
from some positive developments, it caused a dramatic increase in the
production of medical services and therefore defaulted expanding medical
expenditures of health insurance funds. Consequently, the absence of
adequate price regulation is considered as a main reason for the inflation
of high-priced services.” The need to regulate pricesin health care is based
on the argument of imperfect informaton. Given patient’s dependency
on the physician’s judgement concerning the kind of necessary care and
its costs, price regulation of these services is a prerequisite. Obviously, such
regulation should be transparentand efficient which was definitely not the
case in 1995. Up to 1997, initial attempts to change this development
failed when histerical budgets for residential care were introduced
combined with a (future) diagnosde-related group (DRG) reimbursement
method. Furthermore, general practiioners are reimbursed per registered
basis (capitation), except for certain selected services {e.g. vaccination).
The modifications of the reimbursement system are part of the
“managed” or “regulated” competition concept among insurers and
providers, derived from early experiences in several western European
countries. “Managed competition” attempts to combine solidarity and
competition in health care while dissolving deficiencies in both purchasing
and providing health care services.® According to the managed compet-
donmodel, the government (or some independentagency) should provide
insurers with the following incentves to invest in managed care and to
abstain from risk selection. First, the government should insdwmte an
adequate system of risk-adjusted compensation of health insurers. A system
of risk-adjusted compensation is necessary to convert fixed contributions
by subscribers into risk-adjusted payments to health insurers. In addidon
te a risk-adjusted payment mechanism, the government should prescribe
an annual open enrolment period and a standardized benefit package,
should create opportunities for price competition among insurers and
should enforce an effective competition policy to counteract anti-competi-
tive conduct. In addition to appropriate incentives, health insurers should

(e

O. Vyborni. The Reform of the Czech Health Care System. Eastern European Economics May-
June 1995, Iss. 3: 90.

¥ Lei90.

The concept of “managed competidon” was originally developed and subsequently refined
by A.C. Enthoven. Theory and Practice of Managed Competition in Health Care Finance.
North-Holland, Amsterdam 1938,
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be furnished with sufficient tools to manage care. Specifically, individual
health insurers should be allowed to selectively contract with providersand
should be involved in health care facilities and manpower planning. Finally,
the government should vouch for a systematic gathering and evaluation
of process and outcome data for quality assessment, and for the dissemina-
tion of information about quality of care to the general public.

The Czech interpretation of managed competition was not very
successful in satisfving these conditions. Although the key principles have
been introduced by law (e.g., open enrolment, freedom to select a
provider, rudimentary risk-adjusted payment mechanisms, and liberal price
setting measures), rigid legislation failed to enforce effective implementa-
tion for a long time. For instance, competition among health insurance
funds (by means of open enrolment) was not successful since legal
conditions did not allow differentiation in health benefit packages;
therefore compettion in services is hardly possible. Only recenty, minor
differentiations are possible concerning additional, cutside the benefit
package sexvices or “amenity” care. The conceptof competition an sichwas
not a failure. Instead, the absence of adequate legal norms such as a
properly defined health benefit package and low peint value of services
did not enable sufficient (regulated) competition. Srengthening regulated
competition by ameliorating legal norms should therefore be a priority of
the legislature. In more concrete terms, this means, infer alia, anticipating
on European competition law since future accession to the European
Union may effect contractual relations in Czech health care. Given the
dominant position of the largest health insurance fund (aboutseventy-five
percent of the health insurance market) effectve antitrust legislation is
necessary to enable compettion among health insurers. At the moment,
such legislation is non-existent. However, the preliminary question that
should be answered is whether, and to what extent, is the European
Community competent in dealing with matters concerning social security
systems.™ As in other countries, in the Czech legal debate on European
law, opinions are also divergent. A middle position is that members have
a certain degree of freedom in their choice of a particular system of health
nsurance (the organisation aspect) based on the principle of subsidiarity
and the reladonship between private and social health insurance.”
Freedom is limited, however, where the content of the system is concerned.
On content, the EC Treaty, and the Community regulations and directives
based upon the treaty, circumscribe the conditions to maintain competition
(with private health insurance) butalso conditions governing the introdue-

" H.E.G.M.Hermans, I. Tiems, “Convergence in the Dutch Health Insurance: Possibilitiesand

Obstacles in a European Perspective”, European [ Law and Economics 1997, Iss. 4: 375.
0.1 876.
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tion of competition in social health insurance.” Despite the compulsory
and social character of insurance and premia levied on the basis of
solidarity, a social health insurance system can take on features of private
Insurance and lose its original character. For instance, the situation in the
Netherlands where the free choice of insurer by the insured or when
elements of sclidarity are replaced by an equivalent principle by which
premiums are fixed in relation to the degree of risk. At the moment, similar
measures are under discussion in the Czech Republic. There is, therefore,
a certain risk for the governmentin rying to intervene, through legisladon,
in the character of social insurance.”™

Furthermore, selective contracting of providers has notbeen successful
due to limited discretionary powers of health insurers in dissolving
contracts. Amending the Public Health Insurance Act may solve these
problems by liberalising the tender procedures for contracting providers.
On the other hand, selecting providers requires a transparent and verifiable
(administrative} complaint and appeal procedure since it could mean a
violation of providers’ civil rights (Article 6, secdon 1 ECHR). In view of
the need to further decrease the volume of contracted providers, itis quite
likely that potential conflicts between insurers and providers will concern
thisaspect. Inaway, European norms mayfunction as a catalystin defining
domestic conflict reguladon procedures.

Another reason why managed competifion among health insurance
companies failed was the absence of adequate government regulation
preventng cream skimming. Cream skimming (or preferred risk selection)
is the selection by the insurer of socalled preferred risks, i.e. the insured
for whom risk-adjusted per capita payment the insurer considers will be
far above the expected costlevel.” At the momentbranch health insurance
funds were introduced, this form of competition took place. Emplovees
left the General Health Insurance Fund (VZP) to become members of the
newly established funds. leaving many unhealthy insured to the General
Health Insurance Fund. To compensate the General Health Insurance
Fund, the premiums collected by other health insurance funds became
subject to redistribution. Since the risk-adjustment formulais based onage
and sex,” it is not very successful. Research findings suggested a more
advanced (partal) capitation formula extended with gender, region and

!

B.H. ter Kuile, F.M. du Pré, K Sevinga. Health Care in Europe after 1992: The European
Dimension in: ILE.G.M. Hermans, A F. Casparie ].H P. Paclinck (eds). Health Care in Europe
after 1992, Dartmouth: Aldershot 1992: 16-17.

Hermmans and Tiems o.c.: 379.

W_P.M.M. van de Ven and F.T. Schut. Should Catastrophic Risks be inciuded in a Regulated
Competitive Health Insurance Market? Soc. Se. Med. 1994, Iss. 10: 1459-1472.

Recently, it was solely based on age discerning two subcategories {below and above the age
of 60).

o
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disability to reduce the disadvantages.”™ Although a newredistribution plan
has been developed. it has not been effectuated by legislaton.” The
currentineffective capitation formula, in combination with the prohibition
for insurance funds to set their own premiums, deprives them of the ability
to negotate effectively. As a consequence, the Czech health insurance
reforms have been described as “the worst of all world”.” New incentives
to realise competition among insurers require a certain freedom of
premium setting that is less strictly regulated by the Public Health
Insurance Act and, simultaneously, introducing a more sophisticated
capitation formula 10 prevent cream skimming.

Apart from the rigid premium setting of the health benefit package. the
Public Health Insurance Act does not forbid health insurance funds to
develop alternatve delivery systems such as Health Maintenance Grganiza-
tions (HMOs). On the provision of health care, the law allows a certain
degree of selffmanagement (decentralisation) concluding more innovatve
contracts between hospitals and insurers, employers and hospitals or group
practises. The contracts being used include a risk element for both
hospitals and primary physicians with the health insurance fund. Innovative
elements concem the intreduction of effidiency incentives such as primary
physicians acting as gatekeepers, re-investing cost savings, the selective
contracting of providers, the enhancement of quality of care by introducing
peer review, guidelines and protocols, and individual complaint proce-
dures. These managed care projects have been initated by branch health
insurance funds (e.g., bank employees) in Prague and inspired by the
British fund holding system. Although from a financial perspective
preliminary results are promising, branch health insurance funds easily
exchlude high-risk applicants from insurance.™ This emphasises the need
for effective legislation that discourages risk selection.

Quality control

Traditionally, regulatory norms on quality control address qualifications
of health professionals and health facilities. In order to maintain these
norms, the Czech Medical Chamber Act (1991} introduced an independent
Medical Chamber with considerable selfregulative competencies concern-
inglicensing, developing medical guidelines and drafting and implement-
ing disciplinary rules involving individual physicians. Nonetheless, the CMC

J.P. Newhouse. Patients at risk: health reform and risk adjusunent. Health Affairs 1994, Iss.
13: 132-146: NERA June 1996: 125; L.M. Lamers. Capitation paymentis to competng Duich
sickness funds based on diagnosticinformaton from prior hospitalization, Erasmus University
Rotterdam (dissertation) 1997: 8.

o OECD o.c: 32.

NERA ¢.c.: 125,

P.Veprek. Rizenou Péct (RIP). Prague. April 1999.
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has been critcised for neglecting its supervisory role in quality control, as
formulated in the act.” Non-transparent disciplinary procedures and an
unwillingness to practise and enforce its legal competences undermine the
patient’s confidence in disciplinary proceedings.

As far as controlling the quality of care is concerned, the marginal role
of health insurance funds is worth mentioning. By means of contractual
stipulations, health insurance funds can play an additional role in control-
ling and enhancing the quality of care provided. Acting as prudent
purchasers, their influence on quality control and improvement has been
underestimated for a long time. This seems to have changed with the
“managed care” experiments. By including statutory quality provisions in
individual contracts, health insurance funds can be endtled to set quality
conditions to conmacted care.

Other legal instruments to control quality of care include Civil and
Penal Hability rules. Civil liability is regulated by the Civil Code.™ It does
not, however, include any special provisions on the liability when providing
health care services. According to Article 415, the basic rule is that
everybody is obliged to act in a manner that would not damage human
health, property, nature and the environment. Each person is responsible
for damage caused by breach of his/her legal responsibilides. Criminal
Liability is regulated by the Penal Code.™ As with civil liability, no specific
Liability exists for medical professionals pracusing their profession.

Finally, mention should be made of the quality of the medical educadon
programmes. Since the regulation on medical education is based on
obsolete pre-reform principles, the modemisation of these normsis a new
challenge for the Czech national authorities. Raised by the future enlarge-
ment, compatibility of formal qualifications of diplomas with current EU
standards is a necessity.” European integration imposes on the national
legislator a duty to facilitate the freedom of movement of persons, i.e.
physicians, through mutual recognition of diplomas. At the moment, the
Ministry of Health has not succeeded in harmonising national licensing
and accreditaton criteria to Community norms. Following a period of

Czech Helsinki Committee. Report on the State of Human Rights in the Czech Republic
1998: 85.

" ActNo. 40/1964 Coll., as amended.

" ActNo. 140/1961 Coll., as amended.

Of relevance here are two important Directives, vis, concerning medical qualifications and
training (Directves 75/362 and 75/363). The firs: Directive concerned mutual recognidon
of primary medical qualificatrions and specialist medical qualifications within the EU. The
second Directive covered the minimum standards of training required in order to be awarded
such qualificatons. Both directives have been superseded by the consolidated Directive 95/16
“to facilitate the free movement of doctors and the mutual recognition of their diplomas.
cenificates and other evidence of formal qualifications”™, commonly referred 1o as the
“Doctors Directive™.
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expenditure regulation and cost containment measures, it is evident that
the harmonisation of such quality standards should be a next priority.™

Patients™ rights

As mentioned before, major international events such as the ratification
of the European Convention for the Protection on Human Rights, the
Biomedicine Convention and the publication of national evaluation studies
on human rights in health care (the Czech Helsinki Committee, patients’
rights organisations) emphasise the need for further codification of
patients’ rights and adequate legal enforcement mechanisms.™ Apart from
the right to information and consent, newly emerged patents’ rights do
not have a basis In statutory law. There is not even consensus on whether
the law should regulate patents’ rights and if this is the case, and what type
of law — administrative or civil law — should be enacted. In view of the
number and seriousness of violations on patients’ rights,” the Czech
legislature should take these rights sericusly and finally comply with its
intermational obligations, i.e., to establish patents’ rights by law, enforce-
able by the courts.

4 DEFICIENCIES IN THE LAW-MAKING PRACTISE

In the course of the wansformation several shortcomings in the outcomes
of lawmaking became manifest. These deficiencies can explained partly
by means of the analytical model of law-making descripted in chapter two.
The differentiation of subsequent stages of law-making enable the analysis
of (potential) legal implications drafting legislation, whereas the subse-
quent iterative stages of law-making systematize the normative decision-
making process and reveal deficiencies in the legislative outcomes. Evgo,
such a theoretical approach of murually related stages has certain relevance
rationalising the lawmaking process in health care.

In general, it can be concluded that the Czech legislative activity faces
similar symptoms as identified in Hungary (“pathology of law-making”,
chapter five). The observed deficiencies such as a repeated change of
Ministers of Health,™ frequent ad hocinterventions, defective legal norms
are inherent to underpinning shortcomings such as the overloaded
legislator and embryonic institutional stuctures. At the same time, there
is no clear long-term conception of how to cope with the initiated health

" OECD o.c.: 28.

" L.Prudil, Patents’ Right in the Czech Republic in the Last Decade in: European Centre for
Advanced Legal Studies Yearly (in press).

Czech Helsinki Comumittee Report 1998: 85: The Association for the Protection of Patients
(OSOP).

" Since the beginning of 1990 five ministers have been in the office.
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care reforms. Problemns such as the unstable and poorly functioning legal
and institutional framework for privatisation, unclear ownership construc-
dons, and slow and inadequate financial restructuring and modernisation
have also been observed in Hungary.” In a way, the following comment
from the Constdtutional Court’s confirms the criticism on the current law-
making practise. “Within two weeks they (Deputies of Parliament) know already
that the Law does not work. After enactment, the Constitutional Court has been ashed
Jor its opinion by the same Deputies and repair the damage. ™™

Nonetheless, an important exception to the limited time horizon of
government reform programmes was the “Draft of the New System of the
Health Care, 1990, formulating the conceptual framewoxrk for transform-
ing health care. However, itslegal underpinning has only partially achieved.
The main reason was the lack of well-defined aims of law-making and the
subsequentreform steps. Itappeared thatawell-considered and elaborated
plan of approach was absent (strategic planning) . Predominantly, identified
legal priorities (l.e., privatisation and deregulation) reflected personal
interests of the main actors involved. This explains numerous inconsisten-
cies in legal decision-making.

Further, the legislative drafting process has been gravely hampered by
frequent changes of Ministers of Health. Although the Constitution grants
the Chamber of Deputies the right to initiate and draft legislation, in
practise, most Bills are drafted at governmental, respectively ministerial
level. The pelitical instability at the Ministry of Health, invited other
political actors to adopt short-term policies, but then lacked the capacity
to enforce the respectve laws. Furthermore, the influence of external
actorssuch as the General Health Insurance Fund (VZP) and the Chamber
of Physicians on both legislative policy-making and the legislatdve drafing
process itself is substantial. For instance, various Bills on Public Health
Insurance have been largely drafted by the legal department of the health
insurance fund (VZP), including “generous” provisions for the VZP that
were not always in favour of the general interest.

Finally, where systematic review of legislation (ex ante or ex post) is
missing, judicial review notably by the Constitutional Court assesses the
practical implications of the currentlegal framework. Czech Constitutional
law acknowledges an individual right to complain ( actio poprularisy™ but only
when other legal remedies before the ordinary court have been completed.
The Czech Constitutional Court has encountered serious difficulties,

M. Petucek. Not Only the Market. The Role of the Market. Government and Civic Sector
in the Development of Postcommunist Societies, Cenwral European University Press,
Budapest, Hungary, 1999: 31.

Chief Justice Z. Kessler, Czech Constitutional Court, Brno, April 1999,

The Constimutional Court does not have the competencies to initate a case ex officio.
therefore, it depends on lodged complaints by individuals.

bl

bl
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notably in relation to ordinary courts, which Hollander characterised as
the “paradox of the acceptance and rejection of Constitutional Court
decisions™.*® As one of the underlying causes Hollinder mentioned the
narrow legal positivism that rejects constitutional judgements as source of
law.” Otherwise, the Czech judiciary is facing practcal problems such as
the speed of court procedures, and its corollary, trustin the courts. Based
on practical experiences over the last few years, the Czech Helsinki
Committee is concerned about the actual attainability of legal protection
for a person by means of a timely courtruling. In itsreports, itis stated that
postponement of court proceedings (e.g. in family disputes) and the lack
of a functional and organisational complete administrative judiciary
(absence of Supreme Administrative Court) weakens citizen’s trust in the
law.” In this respect, quasijudicial institutions such as a Ombudsman could
play an important, although complementary, role in strengthening citizens’
trust in the law by revealing instances of poor legislation and raising
awareness armong public officials of public’s expectations. The informal
and relatively short proceedings have appeared quite successful in other
countries, for example in Hungary. Despite limited competences, particu-
larly ex officioinvestigations reveal many executive and legislative shortcom-
ings. Quite often, the exposed deficiencies necessitate subsequent
regulatory or legislative revision. In a way, the Parliamentary Ombudsman
evaluates (the absence of) administrative and normative interventions.
Unfortunately, up to 2001, such an institution did not exist in the Czech
Republic.93 The absence, or the ineffectiveness, of supervisory and
enforcement mechanisms explains the lack of feedback of legal norms.

5 CONCLUSIONS

Analysis of the Czech legal framework revealed profound changes, notably
with regard to the organisation and finanding of health care. This is in
contrast with public health were apart from policy programmes, public
health law, cum annexishasnot been changed substantially. Minor changes
include newly developed anti-tobacco and alcohol regulation and occupa-
tional preventive measures, butlegal norms remained rather obsolete. This
Justifies the conclusion that public health policy, at least from a legal
perspective, has so far been unsuccessful. Instead, legal reforms were
dominated by the introduction of a “Bismarckian” health insurance system

Gl

Sufra note 16.

Hollander o.c.: 548, 552.

Czech Helsinki Committee. Report on the State of Human Rights in the Czech Republic in
1895, Prague, 1996: 5; confirmed by: Report on the State of Human Righes in the Czech
Republic in 1998, Prague 1999: 104-105. 107.

Just recently (January 2001). the Act on the National ombudsman came into force.

ult
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and necessary organisaticnal changes (e.g. the privadsation of health
services). Despite major imperfections, the framework of compulsory health
insurance legislation introduced an almost unrestricted entitlement to
health care for the insured. Atleastin theory, since legal options to realise
and enforce such a right by law are practically absent. Continuous
modifications have attempted to limit the volume and scope of legal
entitlements, which raised constitutional concerns. Though the Constitu-
tional Court did not question the legitimacy of these measures as such, it
appeared that cost containmentmeasures could conflictwith international
lawproviding minimum standards (e.g., ILO Conventions). Consequently,
(constirutonal) complaints can invoke the constitutionality of far-reaching
health insurance reforms. Organisational changes on primary and
secondary care imposed major revisions of the original Health Care Act
(1966). Due to the frequent amendments, the Health Care Act lacks a
coherent organisational structure of health care services and facilities.
Emerging problems such as an effective resource allocation policy of private
practceswill complicate thisissue and demands the reconsideration of the
rather obsolete law.

Itappeared that the dominantrole of the (central) governmentin the
provision, organisaton, planning and financing haslargely been exchanged
for the laissez faire principle. By abandoning crucial regulatory mechanisms
from the Health Care Act, rgorous decentralisation and privatisation
tendencies have occurred. It seemed that the Czech legislator “threw the
babyawaywith the bathwater”. In a certain way, this explains the difficuldes
in public health law and the field of padents’ rights. The withdrawal of
important organisational regulatory provisions affect an adequate realisa-
don of access to collectve services, which viclates the equality principle.
Due to the emphasis on privatising health care, the legislature was not so
much interested in enhancing patents’ rights. Only recently has this
changed due to the ratificaton of the Biomedicine Convention. The phrase
“[e]ach Party shall, in its internal law, take all necessary measures to effect
the provisions of this Convendon™ has urged the Czech government to
provide an adequate legal framework to stipulate and effectuate padents’
rights, including curtailments “necessary in a democratic society in the
publicinterests”. Assuch, currentnon-binding Patients’ and Ethical Codes
can be considered as a preliminary stage to the codification of a specific
law on patients’ rights, including effectve (judicial) enforcement mecha-
nisms according to European standards.

Generally, the legal reforms face an imbalance in texms of the discerned
clusters of health law. Dominant are the introduction of a statutory social
health insurance model and the privatsation of health care services, while
public health, quality of care and the rights of patients received hardly any
legislative attention untl quite recently. Subsequently, in the stages of law-
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making there emerged several important deficits in the process of
legislative drafting and anomalies between the theoretical model and the
practise of law-making. Similar to Hungary, the most important deficits
focus on the initial legislative stages (elaboration of a legislative strategy,
formulation of legislative objectives and the in-<depth data analysis).
Particularly in the data-analysis stage, lessons could be learned from foreign
experiences with cost confainment measures and the selective contracuing
of health care providers. Impact assessment studies concerning the
introduction of market forces in the field of health insurance could provide
relevant information when considering changes in health insurance law.
The absence, or insufficient level, of analysis of this kind of data does not
contribute to the quality of legislation. It is even more likely that the
absence of such informarion and subsequent analysis 1s caused by the poor
legislative decision-making process.

Omissions were also found in the “postlegislative” stages, l.e., the
evaluation and modification of legislative norms. The omissions concern
the absence of systematic ex-ante and ex-post assessment, feedback
legislative policy and the subsequent revision of legislation. Instead, ad hoc
constitutional review evaluates legal norms. Conseguently, the Constitu-
tional Court partly replaces the legislature as evaluator of legislation
(judicial evaluaton”). On one occasion, constitutional review required
the legislator to revise the formal procedure ofin casu patient co-payments.
However, substantizl revision of a legal norm due to its unconsttutionality
has not occurred, at least as far as health care legislation is concerned.
Therefore, legislative practise did not entirely confirm to the hypothesis
of revision through evaluation. Nonetheless, it can be concluded that
judicial evaluaton may require a reconsideration of (the nawre of) a
specificlegal norm. In contrast to Hungary, the Czech Republic until quite
recently failed to establish the institution of an Ombudsman. Given the
Hungarian experiences, the establishment of this important quasijudicial
institution will increase normatve feedback.
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CHAPTER 7: HEALTH CARE LEGISLATION IN
POLAND

1 INTRODUCTION

The 1980s were a decade of protracted crisis within state socialism in
Central and Eastern Europe, most manifestly in Poland. Poland became
a trendsetter and model for changes, not only during the crisis of state
socialism but also afterwards, during the pre-transition crisis and break-
through from one system to another system and during the first period of
democratic transition. Poland, therefore, experienced both the advantages
and disadvantages of being a pioneer.'

Asin the previous chapters, research on Polish legislation analyses the
legal problems experienced during the transformarion of the system, more
specifically in the health care sector. Therefore, a descriptive analysis of
the current legal framework will identify the main legal changes that have
occurred in the postcommunist period. Such an analysis enabled to
position the main sources of health care legisiation (section 2). The
analysed patterns and observed shortcomings further enable the
prioritisaton of additional legislative activities in health care based on
criteria such as national needs and international legal standards. The
analysis of both the sequence of legislaton, emerged deficiencies,
concomitant newly developed or modified legal norms (section 3), as well
as examining the methodological stages of law-making (section 4) may
contribute towards inserting and directing regulatory and policy modifica-
tions based on more scientific arguments. As such, the applied approach
could confirm the underpinning rationality conception of health care law-
making.

2 SOURCES OF HEALTH LAW
2.1 Historical background

Poland was the first Eastern European state to break with the USSR and
to re-establish a democratic government in 1989. Political reforms
mwroduced major changesin the legal system, such as the revival of the rule
of law {praworzadnosc), the definiton of a new Constitution enshrining
fundamental human rights and freedoms, and newly established institutions
such as the National Ombudsman. Before these post-cominunist reforms,
the latest regime had already started the process of adjudicaton by
establishing the Constwtional Tribunal in 1985. Judicial review of

1

A Atsila. The Politics of Central Europe. Sage Publications London, 1998: 141.
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administrative decisions was already introduced as a result of the “round
table negodations” between the central government and the Solidarity
trade union. The competent judicial institution was the Supreme Adminis-
trative Court although its competences were limited.”

The restoration of democracy also revealed the need to restructure the
health care system. Under communist rule after the Second World War,
a Ministry of Health was established and health care was declared a public
responsibility. The administration of the health care system was strongly
centralised, as was the administration of the economy in general. Poland
developed an extensive health care system over the next decades, which
resisted some aspects of the Soviet model. Unlike other countries in the
eastern hemisphere, private practise was never formally abolished and
certain primary care services remained under communism. In the postwar
period, three major sets of health care sector reform can be discerned.”
The first set of reforms aimed to develop free and universal public health
care. Health care services were pationalised in 1948 and offered their
services to all state employees. The initiated process of nationalisation
continued through new legislation that introduced an exclusive state
monopoly on the production and distribution of pharmaceuticals.” Free
health care in rural areas was only restrictively available but this situation
improved after 1972 when coverage was extended to include agriculrural
workers. Secondly, reforms aimed to merge comprehensive health and
social services in each district. The administrative changes were initiated
by the renamed Ministry of Health and Social Affairs. In 1972, the
integrated health care management units, the ZOZ (Zespol Opieki
Zdrowotnef) were established, which managed hospitals, outpatient clinics,
specialistand primary health care, aswell as some social sexvices. The third
reform cluster aimed to decentralise public administration. Health sector
reforms in the 1980s were linked to efforts to decentralise the administra-
tive structure of the country by strengthening the position of voivodships
(provinces) and later the gmina (communes). In 1983, the powers of the
Ministry of Health and Social Welfare were reduced and the voivodships
and the ZOZ were given greater policy and administrative powers.

The jurisdiction of the Supreme Administradve Court (NSA) is based on the protection of
individuals” nights, only en request of the individual. The court has no competence to rule
upon general normative administrative laws, decrees and orders, Its competencies are
restricted to individual administrative acts from central, regional. local, and other competent
organs in cases of pubic administration. D.J. Galligan. D.M. Smilov. Administrative Law in
Central and Eastern Europe. Central European Press, Budapest 1999: 215,

Health Care Systems in Transidon (HiT). Poland 1999 European Observatory in Health Care
Systemns WHO Regional Office for Europe, Copenhagen: 5.

S. Pozdzioch. New legislation in the field of public health law in Poland. £JHL. 1995, Jss. 2:
262.
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The inherited socialist health care system was criticised for its misconcep-
dons. One of these misconceptions concerned the dominant role of the
Ministry of Health in the delivery, organisation and financing of health
care. Newly emerging interest groups, such as the Medical Chamberurged
for more freedom in proving health care by lobbying for legislation that
legalised private ownership constructionsin health care. Successive reforms
propagated a partial withdrawal of the central government in the health
care sector by further decentralisation and the introduction of a social
health insurance scheme.® Embarking on the latest reforms, the two most
important legal documents were the Acts on Health Care Insttutions
(1991) and General Health Insurance (1999). The following sections
examine the main legal aspects of the health care system reforms more
extensively, starting with the underlying constitutional basis.

2.2 A constitutional right to health care

The present Polish legal order was established after the political transforma-
tion processes that occurred in Central and Eastern Europe in 1989. As
most post-communist countries, Poland had to change almost its entire
legal system. The legal reforms started with pivotal concepts such as
consttutonality and legality. The firstimportantstep was the enforcement
of the so-cailed “Small Consuwudon” (Mala Konstytucia) in 1992, which
outlined the powers and structure of the major institudons in the country.®
It was, however, a temporary substitute for a basic law since it did not
provide a Bill of Rights and upheld the socialist provisions on citizens’
rights. In the socialist conception of constitutional human rights, they were
generally not directly applicable, but solely considered as declaraton
norms.” The “Small Constitution” left a large number of constitutional
issues to be settled by an entirely new Constitution. The old communist

AP. den Exter. Legal reforms of the Polish healith care system in view of accession the
European Union. EfHL 2001, Iss. 2: 525,

Dziennik Ustaw {Official Journal of Poland, abbreviated Dz U}, 1992, No. 84, Item 426; 1995,
No. 38, Item 184, No. 150, Item. 729; 1996, No. 106, Itern 438,

P. Hofmanski. Menschenrechtenschuw in Polen. Neue Dimensionen nach 1989 in:
Demokratie Gestern und Heute, 1995: 264: K. Drialocha, Bezposrednie stosowanie Konstymcij
PRL przez sady (Direct applicability of the Constitution in the People’s Republic of Poland
by the Judiciary). Studia Prawicze 1988, No. 4. quoted by T. Diemer-Benedict. “Die
Grundrechre in der neuen polnischen Verfassung™. ZadRV 58 /1, 1998: 206. Cf, for instance,
W. Osiagmski. Social and Economic Rights in a new Constitution for Poland, in: Western
Rights? Post-Communist Applicatdon. A. Sajé ed. Kluwer Law International. The Hague 1996:
258.
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Constitution of July 22, 1952,% therefore remained partly in force to prevent
a legal vacuum in the areas left open by the “Small Constitution™.®

In October 1997, the newly drafted Polish Constitudon came into
force." It replaced the transitional Constitution including three constitu-
fional documents, viz, the “Small Constitution”, remnants of the 1952
Consttution, and the Act preparing the new Constitution.'’ The 1997
Constitution meant a fundamental change with the past, enshrining both
the Rechisstaat principle as human rights and freedoms. '

The right o health care in the new Polish constitution

The 1997 Constitution has maintained the right to health care as one of
the constitutional social rights. The health care right is headed under the
title “Economic, Social and Cultural Freedoms and Rights”, chapter two,
“Freedoms, Rights and Obligations of Persons and Citizens”, reading:

“Fyeryone shall have the right to have his health protected”, Articie 68 (1).

This right includes equal access for all citizens to health care services,
financed from public funds and to be ensured by public authorities (secdon
2). With respect to specific groups (i.e, children, pregnant women,
handicapped people and persons of advanced age), public authorites shall
ensure special health care (section 3) and control epidemic diseases and
prevent the negative health consequences of degradation of the environ-
ment (section 4).

Article 68, however, does not provide an absolute right to health care.
Section 2 limits the contents in a way that the conditions, scope and
availability of social and medical services are defined “by stafulé’. By
including this phrase, the Polish legisiature has attempted o solve the
problem of rather undefined norms. It means that curtailments to the
social right to health care will be further operationalised by statutory law,
i.e. the Health Care Institutions Act (1991) and the General Health
Insurance Act (1997). The latter act defines, inter alia, the conditions and

Constitution of July 1952, Dz U7 1952, No. 33, Item 232 as amended.

DJ. Galligan, D.M. Smilov. Administrative Law in Central and Eastern Europe, CEU Press,
Budapest 1999: 211.

Dz U 1997 No. 78, Ttem. 483.

" De 01992, No. 67, Item 336: 1994, No. 61, Trem 251.

Despite the socialistic approach. nonetheless. a shift towards a more individual conception
on human rights and freedoms has been adopted in 1989 when the Constitution enshrined,
inter afia, an individual constitational property right (Article 7). Furthermore, at that time,
the Constitutenal Tribunal ruled several cases from which several individual constitutional
rights-principles can be derived such as the prohibition of retroactivity, decision 16 January
1996, W 12/94. OTK 1996, Item 10, and decision 25 June 1996. K 15/95, OTK 1996, Item
7. Furthermore, the protection of acquired rights U 3/95. 245 and K 25/95, 501.
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scope of benefits. Further specification of the health care right imposes
on the government to develop special health care programmes for certain
categories of beneficiaries. Finally, this article also refers to what can be
considered as typical public health functions (to protect, prevent and
promote).

Although the Constitutional norm itself does not create a subjective
right, operationalised by statutory act, itmay entail individual (enforceable)
entilements. At the moment, the Tribunal’s rulings do not confirm this
thesis. However, it should be emphasized that the relevant cases concern
the situation before the General Health Insurance Act came into force
(January 1999).

Former Constitutional judgements denied the concepdon of subjective
rights, stating that the 1952 Constitution leaves the Jegislator a substantdal
“margin of discretion” to define the nature and scope of the constitution-
ally enshrined health care right."* On several occasions the Constitutional
Tribunal confirmed this interpretation, based on the former Constitutional
provision, Article 70, section 1 and 2."*** In general. the Tribunal consid-
ered the referred provisions as providing citizens a guarantee towards social
risks, such as sickness, old age, ef cefera. At the same time, the Tribunal
accepted the subsequent obligation of the government to realise such a
guarantee. However, the obligaton includes guaranteeing a minimumlevel
of services. Furthermore, according to the Tribunal, Article 70 did not
constitute an underlying principle for individual entitdements. Instead, it
provides the legislature a far-reaching discretionary power to mould the
necessary regulation, within the condition of considering other constitu-

E.gz.. Constitutional Tribunal ruling K7,/90, OTK 1990, Item 5 quoted by T. Diemer-Benedict.
Die Grundrechie in der neuen polnischen Verfassung. Z26RV 1998, Iss. 1: 211-2.

Article 70 reads as follows: (1) Cidzens of the Republic of Poland shall have the right 1o
health protection and to assistance in the event of sickness or inability to work, and (2) this
right shall be implemented o an increasing degree by (i). the development of social
insurance to cover sickness, old age and inability to work, and by enlargement of various
formos of social assistance; (i) the development of state-organised protection of health and
by the raising of health standards of the population, free medical assistance for all working
people and their families, asteady improvement of safety condidons, protection and hygiene
arwork, extensive prevention and treatment of disease, and care for the disabled. Upheld
pursuant 1o Article 77 of the Constitutional Act 1992 of the Constirution 1952, Although
health care was in principle universal and free, in practice quening for certain services and
side-payments or gifts to medical staff were both common. During the 19505, occupational
health clinics were set up at work sites. primarily for workers in large industries. miners and
the railways. Many of these developed into parallel health systemns, which still exist. Limited
free health services were provided in rural areas, although private primary health care
continued and rural coverage fell short of universality for many years. National Centre for
Health System Management Health Care Systern in Transition (HiT) Profile Poland. Warsaw
1996: 5.

¥ Eg K 1/88, %L K 7/90.55: K 6/91. 62: K. 14/91, 132: K. 14/92. 330 ~ 331,
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tional principles and norms.'® The legal basis for individual entitlements
can only be derived from concrete constitutional norms achieved by means
of legislation.'” More recent case law confirm this Interpretaton ... “this
means that the legislator can modify social rights, both in favour or to the
detriment of individuals as long as it does not deprive the right from its
essence, i.e. guaranteeing a right or benefits necessary for a basic minimum
of existence”.® According to the Tribunal, therightto health care includes
an obligation ... “to provide health care facilities and services which,
however, does not exclude the individual from its own responsibilites.”™"
Otherwise, such an interpretation would transfer the full risks to the
government, practically creating a subjective right.

Moreover, with respect to other social questions (old age and pension
beneflts), the legislarure’s margin of discretion has been confirmed. In
these cases, however, the Tribunal refers to other constitutonal principles
and norms {equal treatment and the rule of law-principle), to define
limmitatons in restricting individual’s claims. Reviewing the legitimacy of
potential legislative limitations, the Tribunal concluded unconstimutional
legislative modifications that fully deprive the insured from exercising
his/her social security right or receiving a payment below the subsistence
level.”¥ This, however, does not exclude modifications of rights as such, only
those restrictions, which make social security rights illusory. In another
case, the Tribunal accepied the argument that exceptional econormic
circurnstances can justify legislative impediments on social rights on the
condition that it does not violate the rule of law, meaning the prohibiton
of retrospective effect and the condition of a transitional period or vacatio
legis.” The legal reforms referred to concerned the system change of the
pension scheme that viclates future pension benefits.

The discretionary competences of the legislature concerning the
organisation, financing and delivery of health care systemn underlie the
reforms that have since occurred.

" L.Garlicki. Soziale Rechte in der Rechtsprechung des Verfassungsgerechtes. in: Grundrecht

im Umbruch: Das Beispiel von Polen und Deutschland. G, Manssern. B. Banaszak {eds). Berlin
Verlag. Berlin 1997: 98.
Yo K7/90.55.
Constimutional Tribunal ruling K 8/98. 275 and K 7/95, 414,
K7/95,414. This is in line with the intention of the legislator at that fime. to ereate a civil
state, meaning, individuals should, to certain extent. take their responsibility in society. B
Banaszzk o.¢. 1997: 78,
* K 1/88,95 K 8/96, 275, and K. 7/95, 414,
o K 10/98.57.
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2.3 Public hezalth

The National Health Programme

The deep economic crisis (1989) made the fulfilment of previously

formulated health goals impossible. Morbidity and mortalityincreased for

circulatory system diseases, injuries and poisonings, mental health
problems. Morbidity from communicable diseases also rose (e.g., measles,
viral hepatitis and sexually transmitted diseases).™ At the same time, over-
centralized allocaton, finance and provision of resources made health care
subject to political intervention. Little attention was paid to costreduction
and efficiency improvement, whereas defective strategic planning contib-
uted towards inequalities in the regional accessibility of health services.
Although this health crisis had been acknowledged in the past, it was

not until the collapse of the socialist system that large-scale reforms were
proposed to address these problems in the health care sector. Itimposed
on the Polish government to dismantle the socialist health care system.
Various democratically elected governments suggested drastc health care
reforms as a attempt to overceme the occurred deficits and its conse-
quences. In 1990, the Polish government presented a detailed document
that outined a swategy for the reform process. Overriding goals of
launched reform proposals were: (i) to stop and reverse detrimental
tendencies in health status; (ii) to improve the quality of provided health
care services, and (iil) to enhance the efficiency of used resources. This
plan was seen as along-term, rolling programme which drastically changed
the organisation and financing of the health care sector.™ The main
features of this reform plan were:

— ashiftin emphasis from a centrally-planned institutional model towards
a decentralised primary health care system;:

— supplementing state financing of health care with the introduction of
an insurance scheme;

- theintroduction of 2 performance-based reimbursementsystem where
services are paid for after they are provided rather than by a fixed
annual budget, and

~ theintroduction of a National Health Programme (NHP), based onthe
WHO “Health for All" policy targets was accepted by the government.™

*#  Biuletyn statystyczny: Ochrona zdrowia 1991 (Statistical Bulletin. Health Care Staristics)

Natdonal Centre for Health Systems Management. Warsaw 1991,

Ministry of Health and Social Welfare, Directions of Change in the Organisadon and

Finandng of Health Care Services (in Polish) . Minisuy of Health and Social Welfare, Warsaw

1999.

* Ministry of Health and Social Welfare, National Health Programme (in Polish), Ministry of
Health and Social Welfare, Warsaw 1990. Since that rime successive NHP's have been

" developed: 1994 and 1997.
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This NHP putanincreased emphasis on health promotion and preventive
health care. The current NHP policy objectives have resuited in several
legislative inidatives aimed at implementing the defined targets. By
describing the main, legislative reforms in previously discerned clusters of
health care law, it will be examined in what respect this policy has been
successful.

Redefined public health objectives

Animportantpart of restructuring the health care system was the modexmni-
sation of the concept on health preventive and promodonal care according
1o international standards (e.g., Health for All 2000 recommendations).
In the Polish tradition, these health preventive and promotional services
represent the main features of public health, which is focussed on
traditional collective health care services and facilities as well as environ-
mental and occupational health care. Due to the reorientation of preven-
tion and promotion, public health objectives have been elaborated in the
Nadonal Health Programme and are focused at changing the lifestyle of
the population, improving working and living conditions, and reducing
differences in health status and access to health sexvices and facilides.
Disease preventon and health promotion have been prioritised as
intermediate programme objectives.” One of the outcomes of this
programme was, inter afia, the introduction of restrictive anti-smoking
legislation in 1996, as an attempt to control smoking. Itimposed limitations
on advertising and strict requirements for health warnings on packaging,
and prohibited smoking in all public buildings. Apart from ant-tobacco
regulation, prevention and promotion in mental health is another major
public health concern and required new mental health legislaton.

Act on Mental Health

The introduction of statutory norms on psychiatric care was a direct
consequence of the “Small Constitution” that came into force in 1992.
Although the main concern of the 1994 Act on Mental Health® is the
regulation of the individual rights and freedoms of mentally disturbed
people (see section 7.2.6), the act also regulates typically public health
activities such as the promotion of mental health and prevention of mental
disorders, regulating the organisational structures of mental health and
providing mentally ill persons with a comprehensive scheme of universally
accessible primary health care and specialised psychiatric facilities (Artcle

The programme priorities include: a cardiac diseases prevention programme: a ¢ancer
prevention programme; reform of the emergency services: mother and child health, and
transplantation. dialysis and purchase of high technology equipment, o.c. NHP: 10.

* D=U.1994 No. 111, Item 335. Mental Health Act. 1994.
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2). Regional and local authorities (voivodships and gminy) play a key role
in establishing and running mental health facilides in accordance with the
national developed framework, which has been developed by the Ministry
of Health. Apartfrom the Act on Mental Health, newlegislation on disease
prevention and health promotion focussed on occupational health was
launched in 1997.

Act on Occupational Health Services

The Occupational Health Services Actis based on the provisions enshrined
in European Union directives, including Directive 86 /391 /EEC thatrefers
to the measures necessary to improve workers health and safety at work,
and on ILO Conventions. notably numbers 155 and 161.7 The Act
establishes occupational health services {OHS) in order to protect the
health of those exposed to hazardous conditions at work and to provide
preventive health care at work. The tasks of the occupational health service
cover a wide range of activities intended to reduce the harmful effects of
the work environment on employee health, provide consultation on
occupatonal pathology, and provide various activities aimed at protecting
employees’ health.

In general, the Law on Cccupational Health Services covers a major part
of the public health legislatve framework since it updates occupational
health services’ structures and modes of operation, and stresses the
prophylactic function, thereby supporting those trends which have been
revealed as priorities {i.e., the functioning of occupational health services
under circumstances of free-market economy, ensuring equal chances of
health protection for all employees, irrespective the type of job or sector
of economy in which they are employed). Detailed provisions guarantee
an indispensable degree of governmentintervention, first of all by ensuring
the possibility of conducting consultations, supervision by means of quality
assessrmnent, aswell as by enhancing the level of postgraduate education and
training of occupational medicine professionals (Arts. 17-20).

Apart from newly developed legislation on mental health and occupa-
tdonal health, public health legal reforms are rather moderate compared
to the legal changes in the organisation and financing of health care.

wr

= Dz U 1997, No. 96 Ttem 593. Act on Occupatdonal Health Services, as amended (Ustawa o
sluzbie medycyny pracy, 27 June 1997); EC Directive 89/391/EEC on the introduction of
measures to encourage improvements in the safety and health of workers. Qf No. L. 183. p.
1. 1989 June 29": ILO Convention concerning Occupational Safety and Health and the
Working Environment (C-155, August 11*. 1983). and ILO Convention concerning
QOccupational Health Services {C-161, February 17", 1988).
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2.4 Organisation and planning of health services

The principle shift from a centrally planned and organised health care
system started when the Law on Health Care Institutions came into force
in 1991. This Actintroduced drastic reforms aimed at decentralising and
privatising the provision of (primary} health care with major consequences
for the financing of health care.

Act on Health Care Institutions

The Act on Health Care Institutions officially repealed the former state
national health care system.™ The Law opened the way for establishing
private activities including, for example, the provision of health care, the
pharmaceutical industry, medical supplies, ambulatory diagnostic services
and a wide range of hospital services that could be contracted. By virtue
of Article 4, health care institutions or individual persons who hold
appropriate professional qualifications may provide health care services.
Health care institutions may be established by various entities, such as the
central government, voivodships, iocal communities and gminy, non-profit
and for-profit private entities (churches, foundations, associations and
insurance companies). Article 2 defines “health care institutions” as
hospitals and other facilities for persons in need of care, delivered in an
appropriate permanent facility; health centres and clinics; clinics for
accidents and emergencies; diagnostic laboratories; orthodontics and
dental prothetical facilities, and rehabilitation facilities. These institutions
can have a private or public character, in the latter case theyare established
by governmental bodies and publiclyfunded. This enabled the government
to modify the previous organisational suructure of the health care system
since the purchaser may contract private health care institutions to provide
health care services.™ Of further relevance is that the act enshrines various
patents’ rights (e.g., the right to health care, confidentiality and access to
medical data, information and consent).” Finally, both chapter two and
three stipulate detailed provisions concerning hospitals and ambulatory
health care institutions.

The second part of the Health Care Institutions Act (articles 33-62) deals
with administrative, financial and contractual matters concerning public
health care institutions, for instance, the establishment of supervisory
boards. The competences vary from the right of consultadon (e.g.,

Dz U.1991 No. 91, Item 408 as amended (Ustawa o Zakladach Opieki Zdrowonej. 30 August

1991)

® C. W. Wlodarczyk. I. Roprowska. Health Care Reform in Poland in: Health Care Reforms
in Central and Eastern Europe: Qutcomes and Challenges. E. Krizovd and J, Simek (eds).
Charles University Press, Prague 2000: 110.

o Ars. 1819,
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investment plans), to the appoinument and dismissal of board members,
whereas part three includes provisions on inspection and control (articles
65-67a). For instance, article 65 et segprovide detailed competences of the
Minister of Health with respect to control, supervision, and inspection of
health care institutions. Whereas according to article 66(1) the Minister
and provisional authorities are empowered to order professional inspec-
tions to be performed by various bodies, including professional chambers
of physicians, ¢ cetera.

Unmistakably, the Health Care Institutions Act has played a key role in
the institutional reforms since itlegidmised the private provision of health
care services. However, the very first step shifing away from a centrally
planned and provided health care system was a law that enabled physicians
to organise themselves in independent associations.

Act on the Chamber of Physicians

The Law on the Chamber of Physicians reintroduced the chamber’s right
to selfgovernment, which had been abolished for over ten years.” The Law
established the Chamber of Physicians as a legally constituted public body
with regulatory competences and regionally organised (Article 1). Two
years later, the Chamber of Pharmacists was restored and the Nurses™ and
Midwives’ Chamber was established.™ Regulatory competences concern
the formulation of principies on professional ethics and deontology
binding to all physicians. Furthermore, the Association has important
administradve and executive competences in various issues concerning the
medical profession (¢.g, the registration of physicians, negotiating working
conditions, and payment) and participating in a range of public health
matiers (Artdcle 4). Apart from the conditions for membership, the act
stipulates the rights and responsibilities of member-physicians (Arts. 12-
18).

Anovum is the introduction of medical disciplinary courts and relevant
disciplinary procedures (Arts. 41-57). All registered physicians (including
dentsts and pharmacists) are subject to medical disciplinary law (Article
41). Therefore, the Act established the Medical Disciplinary Court that,
in the firstinstance, can issue several penaltdesin case of “conduct contrary
to principles of professional ethics and deontology”, as well as “violating
regulations regarding the practise of the medical profession™ These
principles of professional ethics and deontology have been stpulated in

Dz, U 1989 No. 30, Irem 158. Act on the Chamber of Physicians, as amended {o izbach
lekarskich, 17 May 1989).

Dr. U.1991 No. 41, Ttem 179, Act on Chamber of Pharmacists (o izbach aptekarskich. 19 April
1991): D= UL 1991 No. 41, Item 178. Act on the Chamber of Nurses and Midwives, as
amended (o samorzadzie pielegniarek I polozaych, 19 April 1991).
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a separate rule, viz, the Code of Medical Ethics. Disciplinary penaltes
include a reprimand; warning; temporary suspension for practise, and
prohibition from practsing the medical profession (Article 42, section 1).
Section 2 opens the physician’s right to appeal 1o the Supreme Disciplinary
Court. Apart from the Physicians Chamber Act, of further relevance is the
Medical Professions Act.

Act on Medical Professions

Anew act on the medical profession was adopted in december 1996.% The
new act repeals the former medical professions act (October 1950),* and
the Presidential decree on dental practise (June 1927).* Consequently,
a single act regulates the status of both physicians and dentists. It also
strengthened physicians’ self-governmental competences. This, however,
was also a main point of criticism in relation to the act.” The regional self
governmental bodies are entitled to license physicians to practise the
profession after verifying the legal conditions, although not all are clearly
defined by law and regulation (Arts. 5-10). The regional boards are alse
entitled to periodical review of medicai skills and qualifications (Arts. 16,
19). The new act also regulated the conditions for foreigners to practise
a medical profession.

Furthermore, the lawincludes provisions with regard o the admissibility
of medical experiments on human beings and medical treatment onlywith
patient’s consent, the practise of scientfic experiments (Arts. 21 £), the
rules of practse, including the scope of the physician’s duty to provide
medical care (Arts. 30 ff). Such a duty occurs whenever a delay may cause
loss of life, health, and physical damage to the padent or any matter of
greaturgency (Article 35). The actalso stipulates the physician’s obligation
of medical secrecy and other patients’ rights (respecting patient’s
privacy, maintain medical records). Finally, the act entitles physicians to
starta private practise, supervised by regional boards of physicians (art. 54).

Apart from the increased role of decentralised bodies in the field of the
planning and organisation of health care services, a second major reform
issue was the introduction of a purchaser-provider split.

2.5 Health care financing
Of the many challenges facing health care reforms during the transiton

process, in addidon to decentralisation tendencies, the introduction of a

B Pe 011997, No. 28. Item 152,
M e U 1950, No. 50, Ttem 458,
Dz U 1934, No. 4, Item 32.

® o e U 1997, No. 28, Ttem 153,
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compulsory health insurance system can be characterised as the most
problematic. Itimposed major legal changes, notablyin the field of health
financing. The introduction of a “Bismarckian™based health insurance
system marked the second phase in Polish health care reforms that sull,
however, including unique elements. The tvpical Polish elements refer to
the partdcular coherent organisational structure characteristic of the pre-
war period. Besides the reflection to the past, the developed General
Health Insurance Act introduced new elements such as patient’s own
contributions for pharmaceuticals and sanatoria services.

Act on General Health Insurance

Based on the new Constitutional right to health care, in 1997 the Polish
Parliament adopted the Act on General Health Insurance.”” The Law
introduced a compulsory health insurance system for the entire population.
Due to political disputes, the act only came into force in January 1699 The
underlving principles of the Act on General Health Insurance (hereafter,
the Health Insurance Act) are solidarity; non-profitsocial health insurance;
equal access; self-financing; free choice of provider and purchaser; and
good managerial practse. Subsequent provisions have attempted to
operationalise these principles, starting with defining the beneficiaries, and
the nature and scope of the benefit package. Based on Article 3, the
insured are entitled to equal access to a standard package of services
ensured by differentfunds irrespective the insurance premium, the chosen
fund or place of residence. The benefitactvities are aimed at preservation,
recovery and improvement of health. Therefore, the health insurance
benefit package covers a wide range of services in kind, infer alia, medical
examination and advice; diagnostics; treatment (both in and cut-patent
care); rehabilitation; maternity care; pharmaceuticals; vaccinations and
other preventive activities.® However, certain services (e.g. specific
diagnostc tests and pharmaceuticals) require patient co-payments or are
excluded from the health insurance fund benefit package (e.g. certain
types of dental care, extra-standard sexvices, high technology care, and
medical treatment abroad).”

The Act further established sixteen regional and branch health
insurance funds (Kasy Chorych), organised more or less similar to the
German “Krankenkassen”. The legally constituted health insurance funds
sign performance-based contracts with {(both public and private) health
care institutions and individual health professionals {Artcle 53,section 1).

Dz 121997, No. 28 Itemn. 153 {ustawa ¢ powszechnym ubezpieczeniu zdrowotnym, § February
1997, as amended.

*  Article 31 section 1 sub 2.

¥ Artcles 31a, 31f and 37.
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These contracts determine, in particular, the type and scope of services
provided, terms and conditions of providing services, (maximum) health
service costsettlement, principles of service quality, quality monitoring and
control mechanisms, as well as principles of supervision, documentaton
and complaint procedures (section 4). Within this framework patents have
the freedom of choice of both provider and insurer (Article 60). The funds
will be responsible for collecting and distributing the resources, which
should promote efficiency. The freedom of contracting providers shouid
create an incentive for providers to enhance services.

By virtue of Article 66, the health insurance funds are autonomouslegal
entities, regulated by Civil Law. Therefore, (non-litdgious) disputes can be
initated by the insured based on Civil Law rules.” Ardcle 147 of the act
generally stipulates that in matters related to health insurance coverage
and establishing the right to services, Sickness Funds decisions will be
brought for the Court of Labour and Social Insurance within the terms and
according to the rules determined in the provisions of the Code of Civil
Proceedings. This provision provides the insured with an important
instrament to enforce individual benefit claims.

Regional and branch healih insurance funds

The Health Insurance Law outines the framework for a system of regionally
based and sector based health insurance funds. The act continues to follow
the existing parallel health schemes setas independent systems. Resources
are allocated by the respective branch insurance fund, which is being
financed inasimilar manner to the regional insurance funds. The parallel
systems operate their own hospitals and clinics, signing contracts with
providers. Those eligible for services under the parallel systems can choose
between their regional provider and the parallel system provider (Article
€9D). If a regional provider has an appropriate contract with the paraliel
system provider, patients are able to use facilities of the other. Assuch, the
parallel system offers a minimal amount of competidon as branch funds,
but the consumer choice of providers will only be available to those eligible
for paralle]l services.” In some cases, access to certain specialist and
diagnostic procedures under the parallel health systems is better than
under the public health care system, and waiting times are often shorter.

Article 147 generally stipulates that in martters related to the health insurance coverage and
establishing the right to services, Sickness Funds decisions will be broughs for the Court of
Labour and Social Insurance within the terms and according to the rules determined in the
provisions of the Code of Civil Proceedings concerning the separate procedure for social
insurance Mmatiers.

Nadonal Economic Research Associates (NERA). Financing Health Care with Particular
Reference to Medicines. The Health Care System in Poland. London. november 1998: 137,
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However, not all services are provided within the parallel health systems,
in which case patents have the right to use publicly provided facilities.

Although the parallel health systems have provided an alternative source
of health care services for the eligible employees and dependants, the lack
of any co-ordination between them and the public health care system has
led to several problems, such as, many parallel systems offer services without
a clear mandate or responsibility to provide health care. This lack of
accountability means that the Ministry of Health has virtually no control
over how health care funds are spend by other ministries. Secondly, there
are no formal procedures for co-ordinatng the function, administration,
and budget processes of the parallel systems with those of the Ministry of
Health. This has led to unnecessary duplication. of facilities and excess
capacity. Thirdly, patients use the public network when the parallel system
does not offer the required services with any financial wansfer to the
Ministry of Hlealth for providing such coverage.™ Up until now, the Health
Insurance Act does not provide any provisions attempring to sclve these
obstacles.

Private health insurance
Besides compulsory health insurance, since 1990 Poland has had limited
experience with private (voluntary) health insurance. Before that tme,
private insurance was virtually absent under sccialism in Poland. The most
common way of substituting (or complementng) social benefits in cash
was to create transfers simply through saving for, for example, old age
(“rainy days”). Buving individual insurance was permitted although private
companies were notallowed to operate. The only two national companies
were dealing with different types of insurance. One of them, the State
insurance Company (PZU) offered life and accident insurance policies,
and pension plans for individuals. However, health insurance was not
offered.™

During the transition period, alegal norm was developed for the private
insurance sector, and implemented by the Insurance Act in July 1990.* In
fact, the Law of 1984 that allowed the establishment of co-operative
insurance instdtutions had already legitimised this possibility of private
insurance. The act was rather restrictive and discouraging, but it resulted
in the establishment of the first — in recent decades — non state-owned

*? NERA e.c:16.

¥ World Bank Health System Reform. The World Bank, Washington D.C. 1992: §1-62.

L. Topinska. Public vs, Private Safery net, past and recent trends in Poland in: Social
Protection for Countries in Transition from Planned to Market Economy, Jate Press Szeged
1994: 156. Internadonal Symposium Colleque Intermational, Szeged, 7-11 October 1992,
Dz U. 1990, No. 59, Item 344 Acton Insurance Actuvity, 1990 with subsequentamendments.
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insurance company.'® Since the Act came into force, the insurance market
has grown rapidly although the experiences with private health insurance
are still moderate.”’

2.6 Patients’ rights

Apart from the revision of health financing legislation, the dissolution of
the socialist health system marked a new approach to the issue of human
rights. Since the Central and Eastern European countries have accepted
the concept of fundamental human rights and freedoms, they have made
substantial progress towards implementing and guaranteeing these rights
and freedoms.

Taking rights seriously Poland, as other Central and Eastern European
countries, has stipulating a catalogue of mainly individual rights and
freedomsin the Constitution (Chapter II) . Apart from the inalienable right
of human dignity (Artcle 30), the Constituton does notinclude a separate
framework of patients’ rights. Instead, the Ministry of Health and Social
Welfare proposed a single statutory act on patients’ rights. After questions
raised by the Polish Ombudsman, the Ministry presented a “Charter of
Patients’ Rights™ in december 1998 which had been severely criticised. The
Charter is merely an incomplete and incomprehensive collecton of
patents’ rights, stipulated in various legal actsrelated to health care which
are currently into force. Furthermore, this document does not include
expected guarantees nor does it provide any additional support for the
effective protection of patients’ rights. It is also doubtful whether the
Charter will become legally effective.™ Undl that dme, patients’ rights can
be found in varicus (legal} documents. Firstly, in the Health Care Instite-
tions Act and, more extensively, the Physicians Code of Deontology and
the Mental Health Act.

Act on Health Care Institutions

Strengthening the posidon of individuals in health care starts with
regulating the rights of padents. In Poland, it was a revolutionary idea to
include such issues expressis verbis in statutory law. The Health Care
Insdtution Act strengthened the patient’s legal positions with respect to
health care institutions by stipulating the following rights: to be informed
of his/her health conditon; the notion of informed consent; the right to
refuse medical treatment; access to medical records; privacy; confidentality,

" Topinska o.c: 137.
K Tymowska. Health care under transformation in Poland. Health Policy. Vol 56 2001:93.
™ Apnual Information 1998: 16.
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and the right to die in peace and dignity (Article 19)." The protection of
these rights has been improved by means of private legal actions. In case
of the negligent breach of the patient’s rights, s/he may claim indemnity
based on Article 448 of the Civil Code. In case of the viclation of the right
to die in dignity, certain relatives can claim damages (Article 19a Health
Care Institutions Act). Nonetheless, in certain circumstances the curtail-
ment of these rights has been excepted. Furthermore, the act stipulates
that the unauthorised disclosure of personal data is to be considered a
violation of patient’s privacy. Subsequenty, the patient may claim indem-
nity from the health care institution.”

Physicians Medical Code of Ethics

Besides the Health Care Insututions Act, a general source of patents’ rights
is the Physicians Medical Code of Ethics ( Kodeks Etyki Lekarskiej) * The Code
includes ethical values to all members of the Chamber of Physicians.
Formulated as physicians’ duties, such ethical standards primarily include
the protection of human life and health. More significantly, the Code
formulates explicit patients’ rights, such as respecting patent’s personal
dignity and privacy; the right to be informed; the need to obtain consent
before treatment; the right to request a second opinion; medical secrecy,
which pertains to the Act on Medical Professions; and rights in specific
medical interventions (wansplantation, procreation, research and
biomedical experiments). Althcugh no partcular reference te abordon
is made, Article 39 demands that “when undertaking any medical proce-
dures on pregnant women the physician is equally responsible for the
health and life of her child. For this reason, it is the duty of the physician
to maintain the health and life of the child before its birth. Nonetheless,
the Act on Family Planning legitimises abortion in specified circum-
stances.”

Finally, regionally Disciplinary Boards of self-governing physicians
associations are the competentauthority to supervise compliance of ethical
standards (Articie 5). However, both the Ethical Code and the Act of
Medical Professions do not foresee complaint procedures in which patient’s
complain 2bout physicians violating the above mentioned rights.” In this

an

D=0 1997, No. 104, Irem 661, as amended.

# Art. 415 ff Civil Code.

* Medical Code of Ethics, Warsaw, April 1994, accepted by the General Assembly of the
Chambers of Physicians and Dentists,

Lawon 7 January 1993 on Family Planning. Human Embryo Protection and Conditions of
Legal Pregnancy Terminaton, as amended by decemaber 23, 1997.

% The Physicians Medical Code of Ethics. by virnze of Article 4{1)., Article 41 and. in particular,
Article 53(2) of the Act on Medical Chambers (D= U, No. 30 | Item 158), has been
mcorporated into the system of law. thus becoming rules of conduct binding on physicians.
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respect, the effect of the Ethical Code on enforcing padents’ rightsisrather
limited. The Mental Health Actis more successfil by intoducing anumber
of legally enforceable rights for persons with mental disorders.

Act on Mental Health

Article 31 (3) ofthe 1997 Constitution stipulates that “[alnylimitadon upon
the exercise of constitutional freedoms and rights may be imposed only
bystatute, and onlywhen necessary in a democratic state for the protection
ofits security or public order, or to protect the natural environment, health
or public morals, or the freedom and rights of other persons. Such
limitations shall not viclate the essence of freedoms and rights.” The
possibility of the legislature infringing a person’s rights is therefore severely
restricted. Only for the purpose of protecting his or her values will it be
possible to Impede or limit a person’s rights and freedoms, and only by
statutory act.

In psychiatry and related disciplines, referred legal impediments
concern the inalienability of human dignity (Art. 30) and have been
stipulated in the Mental Health Act.™ Absence of a statutory basis and
lacking judicial review on infringements of patients’ rights was the main
reason for drafting the Act on Mental Health. Undl 1994, rules for
involuntary treatment had been partaily stipulated by means of ministerial
1regulation.55 At the same time, it did not envisage judicial control on
infringements of patents’ rights and freedoms. Ratification of the
European Convention on Human Rights and Fundamental Freedoms
{ECHR) urged Poland to provide a statutory basis for involuntary admission
of psychiatric patients (Article 5).”° Consequently, chapters II - VI stipulate
detailed provisions on (in)voluntary admission, examination, treatment,
rehabilitation and assistance of mentally disordered patients. More
specifically, the Act codifies fundamental principles such as informed
consent procedures for court review in case of involuntary admission, and
condidons for applying of physical restraint measures (Arts. 18, 23). To
safeguard the rights of mentally incapacitated patents the Guardianship
Courthas been introduced for minors and mentally incapacitated persons
(Arts. 42-49).

In 1997, the Supreme Chamber of Control evaluated the functioning
of psychiatric (wards of) hospitals with respect to guaranteeing the rights

"' D=0 1994 No. 111 Poz. 533, and subscquent amendments.

¥ Instrucdon Ne. 120/52 of the Minister of Health of december 10, 1952 on admitting and
discharging patents from psychiatric hospitals. Official Gazette of the Ministry of Health,
1952, No. 24. Item 240.

D=.U 1993, no. 61, 284. Government Statement of April 7", 1993 concerning ratification of
the Republic of Poland of the European Convention for the Proiection of Human Rights
and basic Freedoms, Dz U 1993, No. 61, Item 283.

214 Intersentia



Chapter 7: Health care legislation in Poland

of compulsory admitted patients in psychiatric hospitals.” The audit
revealed several violations of patients’ rights, varving from insufficienty
informaton to the patients on their rights, diagnostic, therapeutically and
preventive proceedings before requesting consent. It further reported
several itvegularities concerning procedural requirements for involuntary
admission. Enforcing these rights by the supervisory boards in public health
care institutions did not appear effective, which was the reason for the
Polish legislature to introduce judicial review by means of Article 19a,
Health Care Institutions Act.

The results have been passed to the Minisoy of Health and Social
Welfare, According 1o the Supreme Chamber, improvement in the
enforceability of patients’ rights depends both on the increase in financial
resources and on rational changes in the organisation of institutions and
the physician’s compliance with legal and ethical norms. The Commis-
sioner for Civil Rights Protection (Polish Ombudsman) and the judiciary
have confirmed these conclusions. Notably the Ombudsman has frequently
acted as patients’ advocate in individual complaints and general cases on
violations of law.

Act on the Commissioner for Civil Rights Protection
Poland was the first country in Cenmal-Eastern Europe thathas appointed
a parliamentary Ombudsman. The office of the Ombudsman (officially,
“Commissioner for Civil Rights Protection™) was established in 1987 and
functions as an independent institution, accountable to Parliament.”™
Guaranteeing citizens’ rights and liberties as set forth in the Constdtudon,
the Commissioner shall investigate whether the law and/or principles of
community life and social justice have been violated, due to any action or
default on the part of agencies, organisations or institutions responsible
for compliance and implementation of such rights and liberties (Article
1) . Irrespective its raditional functons, the Comumissioner can also appeal
o the Constitutional Tribunal against parliamentary Acts and (derived)
regulaton (Article 16, section 2 sub 3).

The ombudsman institution in Poland has been strongly influenced by
the Scandinavian model, promoted by Polish scholars. The institution has

The Supreme Chamber of Control (Polish abbrev, *NIK") is a central bedy of government
control. its members are appointed by Parliament. Itsupervises the actvides of governmental
administrative organs. organs of governmental legal bodies. local self-government bodies,
othersubjects performing tasks assigned or entrusted by the governmentwhen using central
or local self-government assets. “Information on the results of an audit by the Supreme
Chamber of Control on the implementation of the Mental Health Protecdon Act.” A
Ciecierska and I} Gajdus, Deparmment of Health and Physical Culture, Supreme Chamber
of Control, Poland 1997: 75-79,

® Dz 01991 No. 109, Ttem 471.
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become quite popular since its establishment given the number of
individual complaints on violations of citizens’ rights and freedoms by
governmental authorities that have been addressed.”™® As with other
Ombudsmen throughout Europe, the Commissioner has had to reject a
large number of complaints since they fall outside his jurisdicton.
Presenting its 1996 annual report to Parliament, the Commissioner
concluded: “numerous complaints filed at the Commissioner’s office have
shown that the right of citizens to health care in public institutions, free
of charge has been infringed.” The Commissioner has addressed many
occasions in which a violadon of the right to access to health care involved
in charging patients for selected services or surgical activities, so-called
“voluntary donations”. Breach of the right to free health care services
occurs also in maternity wards (...). Women entitled to free services are
charged for being treated during hospital admission or when theyvare not
assigned to the administratve district of the hospital (...). The situation
presented shows that the legal principle of universal access to health care
services does not correspond with the daily practise.

3 PATTERNS IN LEGISLATIVE REFORMS

Itis evident that the legislative reform process is not without its problems.
Analysis using the theoretically discerned clusters revealed certain
omissions and shortcomings in the process. While the foundations of a
revised health care svstem in the direction of a decentralised health
insurance system have largely been laid, major problems have appeared
with the (iack of) implementation and enforcement of statutory acts. Of
particular concern is the absence of regulations implementing the Health
Care Institutions Actand Medical Professions Act. Secondly. since the initial
steps towards a decentralised health insurance system have been achieved,
itappeared that the Polish legislator has changed its priorities towards the
“approximation of laws™ in the light of accessing the European Union. This
process has raised legal problems, also in the field of health. Up until now,
adopting the acquis communautaire (the legal framework of EC law} in the
area of health has not been very successful. The identified deficits and
problems that have occurred in the reform stage have been classified

E. Letowska. The Polish Ombudsman and Human Rights in: Ombudsman in Europe ~ The
Insttudion. Engel Verlag, Kehll am Rhein, 1994: 61.

In 1988: 52. 867 complaints: 1989: 29,031; 1990: 22.764; 1991: 22,340;~ 1997: 31, 122, 1998:
30, 251. In: Commissioner for Civil Rights Protection. Annual Information. Warszawa 1998:
101.

Stenographic account of the 14" session of the Parliament of the Republic of Poland., 27-29
August 1997, Warsaw, quoted by Baginska and Nesterowicz. The Polish Solution to Realise
the Right to Health Care: in: Den Exter and Hermans 1999 o.c: 121.
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according to the discerned clusters of health care law-making and concern
public health legislation, the organisation of health services, and financing
legislation. Apart from approximation of domestic public health law, even
more problematic is the alignment with the European Union’s internal
market. Since the internal market legislation constitutes the very core of
the substantial European law, the emphasis is on the consequences for the
freedom of movement, nominatim patient flows.

Approximation of public health law

Accession to the European Union will have implications for the health
systems in the existing Member States, especially due to the rans-national
mobility of persons.” In view of the lower life expectancy and poorer health
status In accession countries, there will be a need to assist these countries
in adapting to Community policy in the field of public health. Since the
latest amendments of the EC Treaty, the new public health provision in
the Treaty identifies three strands of action: improving information for the
development of public health; reacting rapidly to threats to health; and
tackling health determinants through health promotion and disease
prevention (Article 152 EC). Based on this provision, the Commission has
set out a new framework for action in the field of public health in its
“Communication on the development of public health policy”.* The
proposed actions take into account the emerging health threats, increasing
pressures on health systems, and the enlargement of the Community.
Although this Commission’s public health action programmes are open
to candidate countries, the orientation in Poland, however, has evolved into
the treatment-oriented. This has led o public health being given low
priority, with inadequate funding and therefore less successful in heailth
promotion and health education activities.”’ The limited interest of the
Polish government for public health issues at national level does not
correspond with the Community public health policy. Whatis needed is
areconsideraton ofits national public health policy including the impact
of European health policy. Concrete acdons should start with the definigon
of legal instruments and implementing actdon programmes on aids and
other communicable diseases, cancer, drug dependency, health promotion,

Alignment with the Internal Market must be distinguished from accession to the Union,
which will involve acceptance of the aoquis communauiaireas a whole, even if it is obvious that
Internal Market legislation constitutes the very core of the substantial law of this acguis.
Communication on the development of public health policy in the Evropean Community.
COM (1998) 230 final, building on the communication of the 24™ november 1993, Com
(1993)559 final.

Natonal Centre for Health Systern Management. Study concerning adaptations of the Polish
Health Policyand Legislation to the requirernents of EUMembership (Polish), Warsaw 1995:
176.
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polludon-related diseases, injury prevention and rare diseases.”” To certain
extent, the National Health Programme 1993 has already prioridsed these
issues in the new health policy framework.®® However, the legal basis to
coordinate and implement the required activites is missing. Swrengthening
the legal status of the National Fealth Programme in enforcing its
stipulated objectives, in addition to amending relevant Health Care
Institutions Act provisions, has been suggested to overcome the main legal
shortcomings.”

Absence and delay organisational by-laws

Several problems that have been observed concern serious delays in
executive regulations pertaining to the domain of health care.® This is
particularly true of the 1991 Act on Health Care Institutions and subse-
quent amendments in 1997. Despite the fact that the Act came into force
seven years ago, at the present time, various regulations derived from the
law have still to be implemented. Referred regulations should specify, inter
alia, standards of medical procedures, principles of certifying medical
equipment and devices, minimum standards for the employment of persons
performing basic activities, rules and procedures for obtaining specialist
titles, Tules for the accreditation of health care facilities, principles of
storing and disclosing data from medical files, the functioning of health
care institutions of governmental departments, ¢ cetera. Where the
accreditation conditions of health care {acilides is concerned, the Polish
Ministry of Health started to develop a regulatory accreditation system
based on foreign experiences, notably the Netheriands.” Currently, there
are no major legal restrictions to starting and managing 2 hospital facility.
In order to regulate both the volume and allocation of hospital facilities,
alicensing system will be introduced. Withoutalicense itwill be forbidden
to start or run a hospital. The licensing system will be based on a national
and regional planning norms, and based upon needs. This licensing system
will be founded on the Health Care Institutions Act, notably the licensing
by-law.

#  QJ No.L 95.16.4.96. p.16: O] No. L 95. 16.4.96. p.9: O No. L 19, 22.1.97. p.24; O] No. L
95,16.4.96, p. 1: O] No. L 155, 29.4.99. p.7; Of No. L. 46, 20.2.99. p.1, and O] No. L 155,
29.4.99, p.1.

It is expected that Poland will participate in the year 2000 in four public health action
programmes: AJDS and other communicable diseases, cancer, drug dependence and health
promeotion. Participation in other action programmes is being discussed.

National Centre for Health System Management ¢.c.: 179-180.

Commissioner for Civil Rights Protection. Annual Information 1998, Warsaw 1999: 16-17.
J. Both. J. Czeczot, and A.P. den: Exter. The Certificate of Need Development: Elaboratien
of a licensing system according to needs and its Implementadon, in: Standards of Health
Services Purchased in the Natonal Health Insurance Syster. TNO Preventon and Public
Health 2001.
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More significant delays in issuing by-laws on the Act on Medical Professions
have limited or frustrated the implementation of many provisions of the
Actand the introduction of new rights and obligations of physicians {e.g.,
related to certifying doctors for practise, post-graduate training,
new specialisations and activities and activides outside the health care
sector).” The issuing of executive regulations which limit blood donor
rights, as stipulated in the Act on Public Donation of Blood, has also been
delaved.

The impact of EC law on health care services and financing legislation

Approximation of laws is a major aspect in the integration of the internal
market. The Polish Europe agreement’”’ already contains an explicit
reference to approximation, which is seen as “an important condition for
economic integration into the Community”.” Progressive alignment with
internal marketrules and practces necessitates the adaptation of the basic
rules laid down in the Treaty. More detailed secondary legislation has zalso
been required where wide differences between rules and practices in the
Member States present obstacles to free movement. The large body of
secondary legislation includes kev areas such as the co-ordination of sccial
security provisions for migrant workers. In view of expected migration
flows,” both from acceding to present members and among the acceding
mermbers themselves, the exportability of social security benefits will
increase in importance. Of particular relevance are Co-ordinaton
Regulations 1408/71 and 574/ 79.% Regulation 1408/71, which is based
on Article 42 EC (ex Art. 51), guarantees EU citizens acquired rights
accumulated under one natonal social health insurance scheme, when

70

RPrO/271538/98/1, RPO/272393/98/1. RPO/285128/98/1, RPO/287545,/98/1.
Foramore extensive analysis about the Europe agreements, see also the next chapter (secton
8.1}. The legal base of this Agreement is Art. 310 EC Treaty (ex Art. 238 EC) and has the
legal character of association agreement. Originally, Europe Agreements are not designed
toprepare CEE counwries for EU accession. Europe Agreements basically deal with free rade
and polincal dialogue, not with law approximation. This changed as a direct consequence
of the political re-interpretaton of these agreements at the 1993 Copenhagen European
Council M-A Gaudissart, A. Sinnaeve, The Role of the White Paper in: Enlarging the
European Union. Relatons between the EUand Centaland Eastern Europe. M. Maresceau
(ed.) Longman. London 1997: 42-44.

Arw. 68, 69. O]. L 348, 31/12/1993, p. 2-180.

In view of the wage differentals, and the limited freedom of movement before accession,
Agenda 2000: Impact Study. The Effects on the Union's Policies of Enlargement to the
Applicant Counies of Central and Eastern Europe (Chapter 5.1).

" Council Regulation (EEC) No. 1408/71 of 14 June 1971. O,J. No. L 149 of 5 July 1971, Apart
from regulation 1408/71. there is regulation 574/72, laying down the procedure for
implementing 1408/71; officially: Reguiatdon (EEC) No. 574/72 of March 1972, O.J. L. 74
of 27 March 1972. Both regulatons have been revised several tmes and which remain valid
to this day.
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staying permanently or temporarily outside the termtory. The social
protection guaranteed by one nadonal social health insurance scheme
would be guaranteed irrespective of the place of residence. Since Regula-
tion 1408/71 is directly binding, it is valid without being ratified by any
national parliament. Article 22(1)(c) of Regulation 1408/71 will enable
certain categories of persons who are ensured under Polish legislation to
go toanother Member State for the purpose of receiving medical reatment
there, at the expense of the competentinstitution (i.e. the Polish Ministry
of Health). However, the insured must obtain an authorisaton from the
competent institution. By virtue of Article 22(2), the authorisation raust
be given only if both the following conditions are fulfilled: (i) the treatment
in question is among the benefits provided for by the legislation of the
Member State on whose territory the person concerned resides, and (ii)
the weaument cannot be given within the time "normally necessary for
obtaining the treatment in question in the Member State of residence”
taking account of the person’s current state of health and the possible
course of the disease. When these conditions are met, Polish social insured
are entitled to cross-border care. At the same tme, the directdy binding
effecturges the candidate Member State to harmonise national legisiation.
Possible obstacles restricting the free movement of cross-border care need
to be removed.

Such an obstacle is the pre-authorisation criterion, i.e., the “availability-
criterion” in Article 31a(2) of the General Health Insurance Act, which
does not correspond with the time “normally necessary for obtaining the
reatment in questicn in the Member State of residence”, Artcle 22(2).
Article 31a(2) stipulates that “the Minister of Health may refer the insured
for diagnostic examination or wreatment abroad in case such services are
notavailable in Poland.” Such cross-border health care will be financed by
the state budget.” At the moment, it is unclear how to interpreted “not
available™. It could mean “physically " not available whether due to absence
of technical capabilities or financial reasons, or secondly, interpreted as
not available “within reasonable time”. The Ministry of Health uses a
reswictive interpretation, ergo, physically not available instead of normally
necessary, interpreted as notavailable within reasonable dme. This hinders
cross-border care and violates fundamental freedoms of EC law (both
pensions and services).”

In case of extensive interpretation of the authorisation criterion, the
insured may also claim cross-border care when, for instance, there are
waiting lists for certain services or there are likely differences in the quality

™ Artdcle 31a section 2.
"™ AP. den Exter. Legal reforms of the Polish health care system in view of accession the
European Union. EJHL 2001, Iss. 2: 16.
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of services available. Consequently, relevant questons are how to define
“unreasonable time”; whe will decide (mostlikely the Minister of Health);
based on what criteria; may such a decision be contested; which should be
the relevant committee? Cross-national experiences on access to health care
services might also be relevant to Poland. Although mainly focussed on
accessibility of national health care services, the criteria used are also
applicable in the case of cross-border health care. Comparatve legal
research in various western countries indicates that courts have attached
the principles of medical necessity, of urgency or non-deferabilityand the
freedom of choice of provider by patients. However, these principles are
notapplied in an absolute or abstract fashion but on a conditional basis.”
One conditions that is emerging is financial resources. With increasing
frequency, the courts in Italy and the Netherlands have had to make
judgements on the rightto health care with explicit reference to questions
of the costs of care. In these countries, the courts emphasize the principies
of medical necessity, urgency and freedom of choice of providers by
patents.” However, in these two countries, as well asin the UK, conditions
have been formulated and the courts have accepted that the right to health
care, in this case access to health care services abroad, has to be judged
within the scope of the limited resources.

However, even when a more extensive interpretaton would be accepted,
it 15 questionable whether the increase in cross-border flows of Polish
patients will be significant. Although article 22(1) (¢) of Regulation 1408/71
enables the person to go te the Member State where the service is provided,
this does not necessarily mean that the costs related to medical care
provided in the Member State B have to be bom by the competent
insttudon of Member State A where the “beneficiary of the service” is
insured. In fact, there is still a close link between the financing of the
national health insurance system, to be paid out of taxes or contributions,
and the health care (hospitals, physician, e celera) to be provided under
these systems.” In more concrete texrms, this means that the competent
msttutdon in Member State A (i.e., Poland) will reimburse the costs
according to tariffs valid in Member State A. Since the institution that

E.g.. FLE.G.M. Hermans, G. France. Choices in Health care in Italy and the Netherlands: IL
Legal dimensions in: Leidl R {ed.) Health care and its financing in the single European
market, Amsterdam, I0S Press 1998: 265-282. G. France, FLE.G.M. Hermans. Choices in
health care in Italy and the Netherlands: 1. Economic and financial dimensions in: Leidl:
254264 A. den Exter, B. Hermans. Constiutional Rights to Health Care: The consequences
of Placing Limits on the Right to Health Care in Several Western and Eastern European
Countries. in: E[HL 1998, Iss. 3: 261-280.

Den Exter and Hermans o.c.: 284-285.

R. Cornelissen 25 years of regulation (EEC) No 1408/71. its achievements and its limits. in:
European and International Social Security Law. Institute of Social Law, Catholic University
Louvain, 1999: 122,

Intersenta 721



Health Care Law-making in Central and Eastern Europe

provides the service has to be fully compensated,” the difference has o
be paid by the “beneficiary of the service”. Due to the relatively low wages,
the majority of the population in Poland will not be able to finance
{substantial} price differences. Pardcularly since it is not {as vetr) an
insurable risk. Consequently, cross-border care can be considered as a
serious option only for those who can afford it. As such, cross-border care
may put the principle of solidarity incorporated in the health insurance
scheme under pressure.

To overcome the differences in real cost of treatiment and tariffs,
agreements with neighbouring insttutions and health purchasers concern-
ing the level costs to be reimbursed, particularly in border regions, is
suggested. Establishing collaboration with neighbouring instimtions can
be based on positive expenences with border regions and so-called
Euregions.” These experiences emphasise common interest where highly
specialised treatments requiring very expensive equipment, highly
specialised staff and a sufficient level of patient demand are concerned.
Systematic referrals for these specific pathologies to the so-called centres
of excellence throughout the EU would not only allow the member states
to refrain from investing in the same type of care, itwould at the same time
ensure a more optimal use of these centres.™

Another lesson to be drawn from these experiences is that, if borders
in health care are to be torm down, this should first be done in border
areas. Indeed, as the transacton costs are often lower in these areas, the
inhabitants of border areas are better placed to experience the limitations
imposed by the application of the territoriality principle in heaith care
protection. In some cases, this could be an obstacle to closer or more
convenient health care delivery across borders. This should lead us to
reflect upon subjects such as interregional health care planning in border
areas and specific agreements between health care providers and health
insurance institutions so as to facilitate cross-border referral based on cross-
border complementarities in health care supply.™

Apartfrom financial and organisation implications, a third lesson to be
drawn is that cross-border collaboration in health care can stimulate the

®  Byvirtue of Article 93 Regulation 574/72.

"' These Euregions were established witlin the interregional (INTERREG) programme. This
programme was set up to remove internal marker impediments among Member States. For
several reasons, these activides have extended to the field of health care, strengthening cross-
border heaith care. One of the most active Euregions in health care is the Euregion Meuse-
Rhine. At this moment, the European Union counts more than 60 Euregions, alough not
all of them are ¢ollaborating in the field of wansnational health care.

* ] Hermesse, H. Lewalle, W. Palm. Patient mobility within the Eurepean Union. EfPH 1997,

Iss. 3 supplement: 9.

Hermesse ¢.¢.. 9-10. B. Starmans, R Leidl. G. Rhodes. A comparative study on cross-border

hospital care in the Euregio Meuse-Rhine. E/PH 1997, Iss. 3 supplement: 40,
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realisation of patients” rights, particularly the right on cross-border health
care. When patients are being informed about (potential) benefits of cross-
border care they may optfor the mostatiractive purchaser, i.e. purchasing
cross-border care in other Euregion countries. This means that, in addition
to the purchasers and providers, patients and consumers will have to be
considered as a newly emerging countervailing power aimed atimproving
access to cross-border health care.*®* Supported by relevant European
Courtrulings, this development requires changes in organising health care
and rules strengthening the position and influence of patients/insurees.™
The citizen’s voice and choice should make a contribution towards shaping
health care services as the decisions taken at other levels of economic,
managerial, and professional decision-making. Itmeans thatcigzens should
be heard on issues such as the content of health care, contracting, quality
of services in the provider-patient relationship, the management of waiting
lists and the handling of complaints. The exercise of choice and of other
patient’s rights, require extensive, accurate and tmely information and
education. This entails access to publicly verified informaton on health
services’ performance.

These principles and priorides could alse be chosen as major
benchmarks for the creation of cross-border alliances in current Polish
Euregions (Neisse-Nisa-Nysa, Spree-Neisse-Bober, et cetera) * Such alliances
may function as “laboratories for accession”, or a major attempt towards
future integration with the European Union. Clearly, such alliances will
be bounded by certain limitadons. For instanice, collaborative parmers have
been subjected to different legal norms of various legal systems. Further-

el

D. Light. Countervailing powers. A framework for professions in transition In: T. Johnson,
G. Larkin, M. Saks (eds} Health professions and the State in Europe. London/New York:
Routledge, 1995: 25-41.

H.E.GM. Hermans. A.P. den Exter. Cross Border-Ailiances in Health Care: Internatonal
Co-operation between Health Insurers and Providers in the Euregio Meuse-Rhine. CM/[1999,
Iss. 2: 267,

Seealso, Draft Recommendation No. R (99} of the Committee of Ministers to Member States
on citizen and patient participation in the decision-making process effecting health care.
It defines several guidelines to ensure citizens’ participadon in all respects of health care
systems. From the ability to influence the overall administration of the health care system
and to partcipate in the dedsion-making process.

E.g.C120/95, C-158/96 confirmed by C-368/98 and C-157/99, infra chapter 8.

The oldest Euregion in which Poland is involved is the Euregio Neilsse-Nisa-Nysa. including
Polish, Czech, and German partners. Established in 1991, this Euregio deals with, infer alia,
wansfronter environmental issues. The second Euregio, Spree-Neisse-Bober was set up
between Germany and Poland. Besides environmenzal issues, other fields of cross-border
collaboration include traffic and economic development. Other important Euregions are
Pro Eurepe Viadrina in (1993) and Pomerania (1995). Such types of trans-fronter co-
operation can be based on various bilateral treaties. or on the European Cutline Convention
on Trans-fronter Co-operation between Territorial Comroumites or Authorities, 21 May 1980,
ETS No.106 aimed at promoting transfrontier co-operation.
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more, pértners cannot terminate agreements that conflict with natonal
health policy, Consequently, transfrontier colaboration requires trans-
fronter authority, locally and natonally. Formalisation of collaboration
could contribute to provide the “political willingness™ of the competent
authorities. Finally, administrative centralism and concentration of cross-
border decision-making at natonal level could create institutional
difficuldes.” Thisis partcularly the case where the planning of health care
services, inancing and tariff decision-making processes are concerned. The
suggested answer includes a combination of decentralisatdon and cross-
border subsidiarity.” With the establishment of regionally quasi-autono-
mous health insurance funds on both sides of the Polish-German border,
2 main obstacle for transfrontier collaboration has been eliminated.

4 DEFICIENCIES IN THE LAW-MAKING PRACTISE

The legal framework is a defining element of effective reforms as it
determines the rules for both the public and private sector in health care.
The quality of legislation can strongly influence economic development
and the well being of the citizen. Poland has exerted considerable effort
towards create the institutional and regulatory environment necessary for
a market economy and pluralistic democracy. In that process, Poland has
encountered various legal problems, many concern the law-making process
caused by prevalent instability in statute law and regulations. The existing
law is a parchwork of pre-reform legislation together with statutes and
regulations passed by successive governments and parliaments since the
ancient regime. In consequence, there is a large body of incoherent and
rapidly changing legal norms thatare difficult to apply consistently. In this
way, the role of court and judicial decisions has now become more
importantin shaping and ameliorating normative acts. Further analysis of
the law-making process according to the discerned stages has identified
several major legal deficiencies, in particular with respect to the implemen-
tation and evaluation stages of law-making.

Irregularities implementing legal norms

The Human Rights Commissioner observed a deepening tendency under
which authorities not authorised to issue executive regulations do so and
said regulations are issued in forms not provided for by the Consutution.
If this tendency solidifies it may constitute a threat to the protection of civil

]

J-W.van der Meulen. Euregions across the Polish borders {in Dutch), Netherlands Institute
for International Reladons "Clingendael *, The Hague 1997: 11-12.
" Leii2
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rights and to the efficientfunctioning of government.” The Commissioner
has frequently taken action in response to complaints that Jegislative
authorities have been exceeded. "Even if the effective statute — in casu the
Act of State Police — contains gaps, loopholes and shortcomings, it is not
the prerogative of government agencies to rectify them through the
issuance of an executive regulatdon”. In several cases, the Constitutional
Tribunal confirmed the Commissioner’s grievance.” In other cases of
exceeding competencies, the Commissioner’s conclusions were applied
by the competent Minister to rectify specific irregularities.”” Unfortunately,
such requests are notalways successful. Despite pledges from the Minister,
i.e. the Minister of Health and Social Welfare, the problem of preventing,
diagnosing, treating and combating infectious diseases by means of annual
occupational check-ups still has to be properly regulated. Current
regulations are not only outdated in terms of their content but are
incompatible with current constitutional requirements (for instance, in
the manner in which they place obligations on citzens).

Judicial evaluation: Lacking tradition of applying international law
Promoting human rights mainly concern the International Covenants on
Human Rights (the Covenant on Civil and Political Rights and the
Covenanton Economic, Social and Cultural Rights) as well as the European
Convention on Protection on Human Rights and Fundamental Freedoms.
In 1994, Commissioner Letowska firmly criticised the lack of knowledge
of the Covenants manifested by a number of perverse examples.” Letowska
blunty concluded: *[a] lthough its existence is known in Poland, it is limited to
restricted groups, viz, lawyers. The accessible literature is more of a theovetical nature;
it does not concern the practical effects of the existence of such instruments. Wide
circles of judges and administrative officials simply do not know the Conventions.
The fact that Poland signed the European Convention only in 1991 also results in
ignorance in judicial practise ensuing from that Convention. The shortcoming is
quile significant since it is on the basis of thal instrument, through judicial practise,
that more concrete standards of law are established ™

This attitude stems from the uncontested heritage of the ancien régime.
International lawwas notaccepted as a relevantcriterion that could be used
to evaluate domestic law. There was also no tradition of making direct use
of the Constitution as a basis for a decision or even for reviewing regula-

Commissioner for Civil Rights Protection. Annual Report 1998, Warszawa: 12.
" Eg.RPO/253237/98/V August 12, 1998: decision december 8, 1998 file no. U 7/98.
Eg. RPO/284617/98/V August 6, 1998 and RPQO/288649/93/V september, 24, 1998,
RPO/234309/98/V september 3, 1998: RPO/ 253067 /97 /T: and RPO /285823/98/T August
6. 1998.
" Letowska o.c.: 61.
®  Letowska o.c: 60.
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tions as the basis for decision-making in the court. However, this situation
has changed. Ratification of International and European Human Rights
Covenants and subsequently necessary constitutional amendments have
revealed an increased interest in the direct application of international
law.***" Since the 1997 Constitution came into force (ratified) international
law unambiguously constitutes part of the Polish legal order (Article 91,
par.l, 1997 Constituton), and is valid ex proprio vigore™ In view of the
entrenched provisions and substantial case law of supreme judicial boedies,
Poland became open for the first time in the postwar period to interna-
tional legal obligations derived from the Vienna Treaty Conventon
(application of treaty provisions)."

The increased relevance of international sources of law has also highly
influenced the methods of interpreting law by the courts and for their legal
thinking. The court’s role was restricted to the settlement of particular
disputes based on uncritical adoption of positive law. This narrow positvist
conception of the Jaw affected the court’s approach towards interpreting
law. The exclusion of internatonal law, as well as the weakening of the
control function of the courts, caused the judiciary to develop a tendency
towards an excessive preference of a purely linguistic interpretation.
Simultaneously, a distrust of a systemic (including reference to interna-
tdonal law), axiological (contrary to instrumental) and functional interpre-
tation became manifest.’” Acceptance of the notion of the rule of law, the
establishment and practise of the Constitutional Tribunal, and ratfied
human rights conventions have entailed a more critical attitude of the
courts towards the legislature and executive. The awareness of these

Dz U, 1993. no. 61. Item 284285, including the Protocels No. 1-5, 8§10 {ratified) . Protocol
No. 7 signed but not ratified. Protocol No. 6 was not signed by Poland.

E.g. the High Administrauve Court. the Supreme Court and later the Consttutional
Tribunal, Cf. Decision I SA 799,90, SA/Wr/14/91.1 SA 35/91. IIT CZP 48/92. Syg. Akt IL
KRN 274/91, VKRN 109,/90. IHI AZP/9/92, TIL ARN 28/90: Syg. akr. K8/91, OTK 1992, 1.
Item 5, 82-83.

The question of the direct applicability of internadonal law was matter of doctrinal and
judicial dispute. notably in the early 1990s. One concemn raised in the debate was that
ratificaton would impose unfamiliar values and ethics on the Polish naton. 8. Waltos, in:
Intreducton to the Collection of Penal Law. Park Publ.. Bielsko-Bicla 1993, quoted by
Hofmanski. The directapplicabilityis. however. limited 1o specificinternarional agreements
which include agreements, anier alia, on human rights. polidcal and military alliances, and
Poland’s membership in an international organisation, Article 89{1).

Convention on the Law of Treaties. 23 May 1969, ratified by Poland in 1990: Dz. U. 1990, no.
74, Ttems 439 and 440 which states, inter eliz, that “Every treaty in foree is binding upon the
pardes to it and must be performed by them in good faith” {Artcle 26) and ~A party may
notinvoke the provisions of its internal law as justificaton for its failure o perform a treary
.- {Article 27),

E. Letowska, J. Letowski. Transformation of the law: A “craving” for judgenade law. In:
Poland towards to the Rule of Law. Polish Academy of Sciences, Warsaw 1996: 124.
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changes has inspired the courts to apply various methods of interpretation,
including axiological interpretadon.'” Both the normative frame of
reference of (inter)national sources of law and changing methods of
interoperaton by the courts have increased their countervailing powerin
evaluating the legislature. In this spirit, itis also worth mentioning the role
of the Commissioner for Citizen’s Rights. He is concerned with the legality
or otherwise of adininistrative actions. In consequence, he has extensive
powers to submit cases to the Constitutional Tribunal or the Supreme
Administwrative Court. The Ombudsman has become involved with
problems caused by serious delay (or failure to act) in defining adequate
regulation. He expressed his concern at delays to legislation that invokes
the danger of arbitrariness of decision-making.'” The Commissioner also
indicates the Sejm areas where new legislation is needed. He has also
developed an “early warning principle” by which he tries to anticipate
possible viokations of civil rights in present or proposed legislation and
recommend action through formal reports to Parliament and government,
including further legislation. His purpose in doing $0 is “to strengthen the
perception of the legal framework in social life and in the life of individu-
als™* and hence to persuade legislators to amend legislation or introduce
new statutes or regulations to avoid possible breaches of civil rights.'” As
such, the Commissioner is becoming a cathartic force in wansforming
legislation.

5 CONCLUSIONS

The transformaton of the Polish healthcare system initiated profound
changes in natonal health legislation, for instance the enaconent of the
Law on Health Insurance and Health Care Instimtions. Although newlegal
norms strengthened the position of the individual in health care, new
problems emerged. Major weaknesses in legislation concern disparideswith
European lawin the light of adopting the acquis communautaire Harmoniza-
tion of legislation revealed several problems in terms of the theoretically
discerned stages of law-making. Key deficiencies have occurred in the
development stages and concern the formulation of clearly legislatve
objectives, problem analysis and priority setting. Although the expertise
to idenufy and diagnose legal problems and, subsequently, to select
legislative prioritiesis available, successive governments lacked the capacity
to develop a consistent and comprehensive legislatve reform strategy.

WL Lerowska o.¢.: 125.

Commissioner’s Annual Report 1993: 17
Commissioner’s Annual Report 1992: 27, 29,
Commissioner’s Annual Report 1993: 11
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Consequently, the newly developed legal framework has be characterised
by harshly drafted legisladon without reasonable time schedule. Subsequent
and frequent amendments have also been observed in other countries in
transition. The lack of time and capacity to plan necessary regulatory
instruments has considerably contributed to the deficits in Jegislation.

Identfying and diagnosing legal problems related to the alignment of
international, notably European, law has received only theoretcal
consideration. The role of intermational covenants and the Europe
agreernent in particular has been highly underestimated in identifying
latentlegal conflicts and setting law-making objectivesin the field of health
care. The premise that Poland will transform its foundation based on a
market economy, democracy, rule of law and human rights (Preamble of
the Europe agreement) did notresultin successive legal steps. Apart from
the Mental Health Act, as a direct consequence of ratifying the European
Convention on Human Rights, compatibility with the EC public health
provisions and internal market principles did not resultin re-defining the
law. European Commission documents (e.g. Agenda 2000, “Development
of Public IHealth Policy” and “Health and Enlargement”) , however, provide
valuable materials to help identfy actions, draw up a programme of
priorides, over and above the transposition and implementation of the
acquis communautaire, in the context of the future enlargement of the
European Community.

Up to this ime, 2 national programme drawing and defining regulatory
priorides, including an in-depth data analysis on the legal implications of
adopting the “acquis” has remained absent. Limited knowledge and
experience with Community law and its implications to health care law
could explain this absence. Secondly, fearing the consequences of open
markets and unlimited trans-boundary flows may also explain the interest
for supra-national legal aspects.

The iterative analysis revealed several difficuldes in the implementation
stage. When the legislative basis is missing or unclear, alternatively, the
administration issues (unauthorised) regulation or applies an extensive
margin of discretion in decision-making. This phenomenon has been
observed by the Ombudsman and threatens the legal security principle.
Secondly, when the legislature failed to ransform and implement supra-
national law, the Constitutional Tribunal and Supreme Court have
appealed toits responsibilities. Occasionally, these courts have concluded
that the legislature is bound byinternatonal obligatdons {evaluaton stage).
In otherwords, by appealing to international and European legal standards,
these courts impose the legislature and government to transform national
legislation according to supra-national law. In view of the increased
importance of international law and the accepted direct applicability of
international human rights treaties (article 89(1) Constitution), itmay be
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expected that the Tribunal and the Supreme Court urge the prioritisation
of legislative activiies when natonal patents’ rights have not been
regulated adeguately.

Apartfrom natonal judiciary bodies, in view of future enlargement, the
European Court of Justice will also enforce the *human rights acquis™. For
instance, illustrative cross-border health cases confirm the (conditonal)
patients’ right of free movement which subsequently impose on: Member
States the removal of nadonal (regulatory) barriers. In the case of Poland
this would mean, inter afiz, a revision of the current pre-authorisaton
provision conform Article 22(1) (¢) of regulation 1408/71. Modification
of the national pre-authorisation procedure makes clear that alignment
with European law goes further than legislative reforms necessary to put
in place a market economy, it also aims to safeguard patients’ rights such
asaccess to (ransboundary) health care. Otherwise, where pending cases
confirm such a right, it will have serious implications for the financial
position of recently established sickness funds. It is therefore likely that
overall evaluation of the Court of Justice’s rulings will have direct legislative
policyimplicatdons. More than ever, itwould mean a reappraisal of pagents’
rights as a principle issue on the national health policy agenda. Secondly,
the incorporation of the acquis in legislation as an integral and living part
of the legal decision-making process.
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GENERAL INTRODUCTION

Since the ratification of the Europe (Accession) agreements with the
European Union and its Member States, all the candidate Member States
embarked on harmonising nadonal legislaton to European legal standards.
For the time being, this has primarily been focussed on specific themes
such as “health and safety at work”, “health, environment and food” and
“various public health action programmes”. However, more radical legal
changes are required in relation to the implementation of the internal
market and the acquis communautaire. Particularly the (in)direct effects of
the internal market to the health (care) sector has, until recently, remained
terra incognita. The “White Paper on Enlargement” and “Agenda 2000"
launched a pre-accession strategy specifying, inler alig, internal market
priority directives and regulations that need to be wansposed.’ More
detailed accession strategies can be found in “national programmes for the
adoption of the acquis™ (NPAA) in which cach candidate country sets the
legislative (policy) agenda and tmetable on the approximation of the
legislative process.

Within the framework of this research, the author addresses the
relevance of the legal-theoretical model of law-making applicable to health
legislation. This methodological appreach reflects the legislative process
as a circular conceptual model. Part one described the underlying
principles and objectives of that model, more particularly its relevance to
health care law-making. In part two, the actual situation of health care
legislation in three selected countries was examined according to the
approach of theoretically discerned stages and clusters of health care law-
making. This approach enabled the classification of the principal features
of health care legislation as well as the identification of legislative deficien-
ciesin terms of the conceptual framework of health care law. Subsequently,
such observatons would initate judicial and/or policy incentives amending
and/orinwroducing legal norms. In line with this approach, part three will
apply the analytical model of law-making to European Community law,
more specifically, to assess the European legal implications of transposing
the principle of the acquis communautaire into domestic law. The impact
analysis and subsequent review of the “approximation of laws” process
enable the identification of possible gaps in the country’s ransposition
process, which could necessitate candidate countries o modify the national

The term "twansposition” refers to the process of adjusting Member States’ natonal legislation
1o those parts of EClawwhich have acquired legal force for that Member State. Transposition
is therefore an activity that has ro be performed, mainly by the national authorities. D.M.
Curtin, R.H. van Ooik. Revamping the European Union’s Enforcement systems with aview to
Eastern Enlargement. Scientific Council for Government Policy (WRR). The Hague, October
2000: 39.
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accession pelicy targets and strategy. The underlying assumption is that
this approach may contribute towards structuring and analysing (potential)
European legal problems, transform them into legislative objectives, and
subsequently, to define legislatve standards; ergoan attempt to rationalise
the acquis ransformation process. Such a more raticnal approach should
enhance the capacities of candidate Member States to implement common
European legal standards as part and parcel of the submitted health care
reform process. From a scientific perspective, however, the applied
approach enables the verification of the tenability of the underlying thesis,
e the theoretical model as explanatory instrument of both the process
and content of health care legislaton.

Reviewing the consequences of EC law raises the question of whether
the underlying principles (the right te health care and patientautonomy)
and selected indicators (public health regulatory reforms, the organisaton
and financing legislation and patients’ rights) are applicable to the
European law setting. It will be argued that the specific nature and origin
of EC law will impose further modification of the original model by
inciuding European legal principles.

Intersentia



CHAPTER 8: THE RELEVANCE OF THE
ANALYTICAL MODEL TO EC LAW
APPROXIMATION

7 INTRODUCTION

From the previous chapters it has become clear that the legal systems
selected, just as with other Central and Eastern European svstems, have
experienced major changes. These reforms were initiated by (re)installing
constitudonal concepts such as parliamentary democracy, the rule of law
and respectfor human rights. Besides internal impetus, the transformation
towards a “western” democracy that respects fundamental economic and
legal principles has been strongly stimulated by the European Union (EU}
and its Member States. From the beginning, the EU was aware of its
responsibility to support the necessary institutional changes. Substantal
financial and technical assistance has been provided in the framework of
the PHARE-programme.’ Originally intended to support economic reforms
in Central and Eastern Europe, the Copenhagen Summit (1993) shifted
its aim to assist candidate countries in helping them to prepare for joining
the EU as quickly as possible. The basic legal instrument to realise this
objective is the Europe agreement (EA) concluded with the accession
counuiesindividually. Apartfrom these Europe agreements, the Accession
Partnerships constitute the central pillar of the reinforced pre-accession
strategy. It sets out the key short and medium term priorities to be met by
the candidates in order to prepare for membership. It also indicate the
financial assistance available from the EU in suppoerting of these priorities
and the conditonality attached to this assistance.” In addition to the
Accession Parmership, each country has prepared a “national programme
for the adoption of the acquis”™ (NPAA) which indicates the resources and
the timetable foreseen for the implementaton of the accession pricrities.
Given the divergence in (insttutional) development, most applicant
countries have defined their own priorides for accession. Most of these
programmesinclude (public) health as one of the priorides. The emphasis,
however, is on incorporating the EC internal market principles.

Originally, PHARE represented: Poland and Hungary: Assistance 1o the Reconstruction of
the Economy. Set up in 1989, Phare had by 1996 been extended to include 13 partner
countries from the region (including (non) candidate member states).

: Council Regulation (EC) No. 622/98 of March 1998 on assistance to the applicant States
in the framework of the pre-accession strategy, and in pardcular on the establishment of
Accession Parmerships, OJC No. 85 of 20/03/1998. Article 1.
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Incorporating EC law requires the approximatdon of national laws to
Furopean legal standards. This will have major consequences for the
domestic health legislation in candidate countries. Within the framework
of this research, the question israised of whether, and in what respect, the
previously developed model could contribute towards the law approxima-
tion process, Since the previous chapters confirmed the value of a
structured and systematised approach of law-making, it is quite likely that
the analvtical model can also be of relevance in aligning national law to
EC health law. To verify that assumption, the model of law-making will be
applied to examine the “approximation of health laws” process. Since the
model’s underlving values {right to health care and patient's autonomy}
do notnecessarily correspond with Community legal principles, the original
model of health law needs to be amended. This requires, for instance, the
inclusion of the principles of Community law and their incorporation in
the analytical model. Since the community values underlie and restrict
Comurnunity law and policy, these principles affect the discerned clusters
of health care law and health policy. The first step is, therefore, to discuss
the impact of EC law on the analytical model of health care law-making
(section 2). Following the theoretical stages of law-making, the analysis
begins by describing the relationships between the European Union and
applicant countries since the concluded agreements formulate the
objectives and normative framework to be incorporated by candidate
member states. Paving the way for accession, concluded Europe agreements
and natonal accession programmes function as important guidelines to
initiate legal reforms (section 3). Subsequently, the analytical stage of
problem-analysis addresses the priorities more extensively which enables
the examination of the consequences of Community Jaw on the domestic
legal order (section 4). Since candidate countries have already started the
law approximation process, the final section therefore addresses the
outcomes (section 5). In terms of the model, this section addresses the
progress in transposing the health acquis (“definition of the uldmarte
means”) and subsequent stages. [tis argued that by further analysing the
path to accession, the adapted analytical model provides a feasible
instrument in manifested reform processes. Itindicates the successes and
deficits in regulatory norms. Moreover, it enables the (re)definition the
objectives of the legislative harmonisation strategy.

2 RATIONALIZING THE LAW APPROXIMATION PROCESS
By examining health legislative reforms in several selected countries, the
previous chapters examined the theoretical tenability of the developed

model. Itappeared that the introduced legislative changes followed, grosso
modo, the same pattern. This pattern is based on the functions of health

236 Intersentia



Chapter 3: The relevance of the analytical model te EC law approximation

lawas discerned in the doctrinal debate.” The subsequent theoretical model
reflects in a simplified manner the stages in the health legislative process.
The polidcal dimension in the lawmaking process has been expressed by
the constant interaction between law and policymaking.’

What has been examined from a national legal perspective (part two)
can, mutalis mutandis, also be discussed from an European perspective. The
theoretical model of lawmaking can also be a valuable instrument in
rationalising the approximaton of laws process. From a methodological
perspective, incorporating European Community law by means of
approximaton of laws does not fundamentally differ from reforming the
health care system by transforming the legislative framework. Although the
motves and objectives differ, the methodology and, therefore, the iterative
stages in the lawmaking activity are identical. The Community legal
approach, however, necessitates modification of the original model since
its underlying principles differ from the health care legal values (the right
to health care and self-determination).” The adjustment concerns the
incorporation of Community legal principles within the original model.
Within the framework of Community law, principles are interpreted as
“suiding legal principles” of the common market.’ But principles also seem
synonymous with “conditons” and “objectives” of the common market and
its core component, the internal market. This is achieved by equal
treatment,” economic and social cohesion® and the acquis communautaire

Supre chapter 3, section 3.

Figure 4.4, chapter 4.

Despite the difference, this does not exclude any overlap between European and health legal
principies. For instance. the right to access 1o health care has also been interpreted as access
10 health care services abroad, in particular in EU member states (see the Decher and Kohlt
rulings). This right has been incorporated in European free movement principles (persons
and services}. With the Treaty of Nice {2000), a “Charter of Human Rights of the European
Union” was adopted. including the healtheare right.

The notion of the commeon market is a pivotal element of numerous objectives imposed by
the Treary. The establishment of the common market covers three aspects, notably. first, the
establishment of an internal market characterised by the removal of obstacles to the free
movement of goods, persons, services and capital: secondly, a system ensunng that
compettion in the internal market is not distorted. and. thirdly, a comrmon commercial
policy. P.J.G. Kapteyn. P. Verloren van Themaat. Introduction to the Law of the European
Communites. From Maastricht to Amsterdam. LW, Gormley {ed.) Kluwer Law International
London 1998: 122. The internal market differs from the common market since it does not
include the element undistorted competition.

The principle of equal treatment requires than persons in similar cases should be treated
equally. It has been applied as the prohibition of discrimination on reasons of sex or
nationality and regulated by secondary Community law.

Economic and social cohesion aims to reduce disparities beoween the levels of developraent
of the various regions and backwardness of the least favoured regions. article 158 of the
Treaty. Since the EU Treaty. cohesion has constiruted an express objective for the Community
and the Union guiding the implementation and co-ordinaton of Member States’ economic
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and, untl fairly recently, subsidiarity,” proportionality'’ and wansparency.”’
Since the Treaty of Amsterdam, the European Union explicitly adopted
the principles of liberty, democracy, respect for human rights and
fundamental freedoms, and the rule of law (article 6 EC) as general
principles of Community law. Finally, the most recent treaty amendment
(Treaty of Nice) introduced a “Charter of Human Rights of the European

s 12

Union”.”” The Charter enshrines the very essence of the European acquis
regarding fundamental human rights around a few major principles:
human dignity, fandamental freedoms, equality, solidanty, citizenship and
justce.” All these matters are of fundamental importance. In view of article

policies and the determinanon and implementatdon of Community policy. K. Lenaerts, P.
van Nuffel R. Bray. Constitutional Law of the European Unjon. Sweetand Maxwell, London
1999: 240.

Under article 5 (exart. 3b) of the Treaty, Comumunity action is justified where both aspects
of the subsidiarity principle are met: the objectives of the proposed action cannotsufficiendy
achieved by Member States action (the necessity criterion}, and the objective can be better
achieved by action on the part of the Community (the effectiveness criterion). Before the
EU Treary entered into force. the subsidiarity principle did not constitute a general principle
oflaw by reference to which the legahty of Community acts should be reviewed. Case T-20/92
ECR 1995 [1-289 para 310-311.

The principle of proportionality is closely related to the subsidiaricy principle and restricts the
authorities in thedr exercise of powers by requiring a balance to be struck between the
instruments used and the intended objective. Itis a general principle of law which affects the
exercise of powers by Member States as well as by the Community. Lenaerts 0.6.:106 o seq
The transparency of decision-making has been entrenched in article 1 para 2 EC. Transparent
decision-making reinforces the demeocratic character of the institutions,

" The Charter of Human Rights of the European Union O] C 364/1. 18 december 2000. The
Charter reaffirms the rights as they result, in pardeular. from the constirutional raditons
and internanonal obligations codified in European treary instruments {e.g.. the EU Treates.
ECHR. ESC, and the Biomedicine Conventdon}. Apart from the Charter, the core of the Nice
Treaty concerns the EC insttutional structure reforms. netably the composition of the
European Parliament and Commission and Council decision-making,

The question on the nature of the Charter is s4ll not clear. During the Cologne European
Council. the Heads of States or Government decided to answer this question in two stages:
first, the European Parliament. the Commaission and the Council should solemnly proclaim
the Charzer. Then. it wil then have 1o be considered whether and if so, how the Charter
shouid be integrated inte the treaties.” Conclusions of the Presidency of the Cologne
European Council, 3-4 June 1999, Annex IV. A new Intergovernmental Conference end of
2001 will decide on the Charter’s final status. Since the Charter’s principles belong to the
general principles of Community law it is likely that the Charter will become compulsory
through the Court of Justice's interpretation of it. Prior to any rulings from this Court. in
the Max.moizl case, the Court of First Instance already confirmed the relevance of certain
EU.Charter principles. by declaring that “judicial reviewis one of the general principles that
are comunon to the constitutional wraditions of the Member States™ (Case T-54/99 Max, mobil
v, Commission, para. 57). However, it is unclear whether the Court of Justice will follow the
Court of FirstInstance. For the Commission. this incorporation is neta matter of theoretical
ordoctrinal considerations. It must be addressed in terms of legal effectiveness and common
sense. “JL is thercfore frrefevable, for the sake of visibility and certeanty as o the law, for the Charter io
be made mandatory in its vwn right and not just through i1s judicial interpretation™ COM (2000) 644
fingl, para 11
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7 of the Treaty (persistent violation of human rights and fundamental
freedoms), a serious breach of these principles can have serious conse-
quences for (candidate) Member States. Moreover, the Charter may
consttute an inportantset of principles for EU relations to third countries:
the protection of human rights is actually part of the central objectives of
the Unicn's foreign and security policy as well asits economic development
co-operation policy.” As it will appear hereafter, the aforementioned
European principles affect—direcdy and indirectly— Eurcpean health law,
although from a different perspective. Therefore, in terms of the model
of law-making, the Community legal principles are reflected by a separate
circle of EC principles, following the principles of health care law (figure
8.2).

The consttutional principles guide and control the common market,
and set the scene for legal rules. For instance, the harmonious and
balanced development of economic activities, a high degree of convergence
of economic performance and solidaxity (article 158 EC) reflect new tasks
of the Community related to economic and social cohesion.” The
objectives are subsequently transformed in policy regulatory means (e.g.,
the realisation of the “internal market”) and countless obligations. It can
therefore be concluded that the principles functen as the source of
Community law; provide the foundation of ius commune ewropaeum and
vesting fundamental rights with rather clear contours. The general
principles do notseem to correspond with the functions of health care law
as discerned in the previous model.”* The originally discerned clusters
public health, the organisation, financing of the health care, quality control
and patents’ rightsreflect the functions oflawin health care, the so-called
“law-jobs”. The European law-jobs, however, do not entirely cover these
discerned clusters. The European legislature excluded most of these
functions from its competencies. Apart from the public health articie, the
EC Treary does not provide the Community with a directlegal competence
in the field of organising and financing health care. This is a direct
consequence of the subsidiarity principle. However, as it will appear
hereafter, health systems and health care are influenced by measures raken
adopting the internal market acquis and alignment of other EU policies.
For instance, the organisation, planning and financing of health care {by
means of the co-ordination of social security schemes and free movement
of persons, goods and services), the quality of health care (by means of

The EC Charter of Fundamental Rights still under discussion. Editortal comments. CMLR
2001, Iss. 1: 5.

PJ.G. Kapteyn and P. Verloren van Themaat. Introduction te the Law of the European
Communities. From Maastricht to Amsterdam, L.W. Gormley (ed.) third edition Kluwer Law
International. London 1998: 113.

Supra chapter 3, section 4.
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regulations dealing with pharmaceutical and other medicinal products,
mutual recognition of professional qualifications and diplomas, ¢ ceterg),
and patients’ rights (by means of consumer protection law, data protection
law, access 1o cross-border health care, and in the near future, the EU
Human Rights Charter). As such, Community Jaw covers the discerned
clusters of health law, although with certain restrictions. Mulatis mutandis
Community health policy, since it reflects and expresses health legal
objectives.'” It is therefore justified to conclude that the legal-theoretical
model is also applicable to the EC legal decision-making process and may
rationalise the approximation of laws process.

With regard to the sequence of the identified health care clusters, the
proposed chronology has already been argued.”™ The primacy of public
health has been considersed as a fundamental condition for a community
to enjoy its health. The subsequent clusters match the free movement
principles, the “core content” of the internal market acquis, to be approxi-
mated. Nonetheless, the circular character should not be interpreted as
a strict consecutive course. It reflects a theoretical-methodological series
of considerations, in order to explicate the complexity of the law-making
process.

Chbserved legislative deficiencies and omissions can therefore be
explained by the legal-theoretical model (e.g., inadequate problem analysis
of current legal problems or an insufficient impact analysis of potential
legal problems adopting the acquis in the data analysis stage). Moreover,
the model can attempt to ratdonalise further legislative decision-making
in the light of law approximation. In a way this could contribute towards
improving the quality of legislative decision-making, both in terms of
drafting and substance. For example, In the initial stage the Europe
agreements, the White Paper, Agenda 2000, the national strategies and
national programmes on adopting the acquis are important attempts to
rationalise the legislative activity. They reveal and formulate the impulses
(“problem impulse™) that imnposes the legislature to a normative activity.
They define the legislative agenda by what are considered prioritiesin the
legislative alignment process.”® But there is more required than a list of

Sugra chaprer 4, section 2.

Suprra chapter 4. section 2, p. 112 &f seq.

E.g., Article 6 prohibits any discrimination on grounds of nationality as between Member
States and their nationals: Article 8a establishes the right of citizens to move and reside frecly
within the territory of the Community: Articles 9-12 require the abolition of customs duties
and taxes having equivalent effect on exchanges between the Member States: Articles 30-36
prohibit quanttatve restrictions and measures having equivalent effect on wade in goods
and establish the conditions for exceptions: Arucle 37 forbids discrimination by State
monopolies: Articles 48-51 establish the principles which ensure the free movement of
workers; Artdcles 52-57 ensure freedom of movernent and freedom of establishment for self-
employed people and Article 58 for companies; Articles 59-66 provide for the freedom to
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formulated priorities and time schedule to radeonalise the decision-making.
It necessitates for instance an adequately carried out data analysis on all
relevantaspects involved. This is particularly the case when it conceras the
implementadon of EC co-ordinadon regulations 1408/71 and 574/72,
affecting various social security schemes in all the Member States. Both
regulations will have far reaching legal, financial and administrative
consequences for applicant countries’ health care system. The implications
have become more complex since the latest European Court rulings
increasing the influence of EC law on the organisation and financing of
health care systems.” Up to now, applicant countries have not made
substantial progress ocn implemenang these co-ordination regulatons. One
of the reasons is the lack of knowledge about the precise impact on their
health insurance system. Applicant countries primarily fear the financial
implications of consequent cross-border health flows. Comparative
(scientfic) research examining the possible consequences may contribute
to increase understanding in this field. Recently initiated collaboration
projects that support the approximation activities enable an exchange of
results. Evaluadon of the current practse based on recently concluded
bilateral social security treates could further provide information necessary
for decision-making on a muldlateral level.”

The drafting of ultimate legislative norms is mainly an activity carried
out by legislative lawyers at the ministries. In almost all countries, as well
as within the European Union, the legislature or government have
developed guidelines or manuals intended to improve the quality of
legislation in terms of drafting and substance and to decrease the number
of legislative norms.” The European Commission, in particular, has

offer services: Avtcle 87, later replaced by Article 73b, provided for the abolition of
resuictions on the free movement of capital: Articles 8586 prohibit ant-competitive
behaviour by undertakings which could otherwise negate the effects of the internal market;
Articie 90 ensures that the competition rules apply to public undertakings and undertakings
granted special or exclusive rights: Article 92 establishes strict conditdons for aid granted by
states to their undertakings to protect the integrity of the internal market: Article 95 concerns
the obligation of Member States not 10 discriminate in fiscal matters,
Cf., ez Ferlini, Smits/Peerbooms, Vanbrackel, infra chapter 8, section 3.
For instance, concerning the nature and scope of benefit entitlements, the relevant
administrative and financial procedures, et ceferg. At the moment. Hungary has already
concluded such a bilateral agreement with Germany which came into force in May 2000. A
similar agreement with Austria will be effective in January 2001. Poland and the Czech
Republic have also concluded similar treaties with, infer afia, neighbouring member States.
According to the Hungarian-Germany agreement. mulais mulendis Hungary-Austria
agreement, socially insured of both countries are conditionally endtled 1o health care services
in the hostcountry (Artcle 15).
¥ E.g. the “blauwe Priiffragen™ Checklist of the Federal Government of 20 december 1989,
the Dutch Policy Paper “Legislation in Perspective” (1989). the Recommendation of the
OECD on improving the quality of government reguladon (1995) as well as EU Council

Pt
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adopted 2 large number of measures described in its annual “Better
Lawmaking” reports that include a drastic reduction in the number of
proposals for new legislation as well as guidelines comprising similar criteria
for Community law-making to improve the quality of drafting.” The
European “Checklist” imposes new measures 1o improve legislative drafting
and to incorporate them in the decision-making process.” The most
conspicuous example is the SLIM inidative (simpler legislation for the
internal market).” This project has already enabled several simplification
proposals 1o be presented. In order to make it more effective, the Commis-
sion has launched an assessment programmuie in co-operation with the
Member States, and recommendations will be made. As the Commission
Communication on the strategy for Europe’sinternal marketsuggests, the
SLIM approach must be applied to Community Directives and to the
national transposition measures alike.” Legislative drafters in applicant
countries facing problems with approximating Community law, for instance
implementing social security rules, should consider the application of a
concurrent approach in view of the similarities in the legal problems
faced.” Effective implementation and enforcement of Community law calls
for the establishment and the enhancement of the admindstratve and
Judicial structures. The applicant countries’ efforts to effecavely implement
and enforce this part of the acquis have also been reported by the
Commission to the Council. Its findings in the Regular Reports focus on
the main administrative structures which are required to implement the
acquis. The Commission reported that the necessary administrative bodies
and agencies involved have been established in the field of registration of
pharmaceuticals, supervisoryauthorities on the manufacturing, processing
and marketing of pharmaceuticals and medicinal products. Furthermore,
the occupational safety inspectorate, a consumer protecion officer and
data protection cmbudsman and have largely started to operate. However,
the notion of implementation also includes the control of the application

resoludons on the quality of drafting.
#1995 (CSE(95)580), 1996 (CSE(96)7). 1997 (COM(97)626).
o COM 1998 715, O] C 73 of 17.3.1999.
Communication from the Commission “Simopler legislation for the internal market (SLIM):
a joint project”, GOM(96) 204 final.
* o COM(1999) 464 final.
SLIM phase Il reviewed the implementation of regulations 1408/71 and 574/72. recent case
law of the Court of Justice in the field of sodal security and identified specific rules and
procedures in order to propose recommendations for their simplification. The series of
recomimendations presented by the SLIM team (Annex) may be grouped under three broad
headings: the scope of co-ordination {personal and material): the determinaton of applicable
legislation. and the co-ordination of the various categories of benefits, SLIM III Report from
the Commission to the Council and European Parliament. Report of the third Phase of SLIM
and foliow-up of the im plementation of the recommendations of the first and second Phases.
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of Community law and its enforcement. This can be derived from the
underlying idea of Article 5 EC. This means that Member States take the
appropriate measures necessary o ensure the application of Community
law and its supervision and effectiveness.™ In the case of the applicant
countries, the application and its exforcement of Community law have
been seriously hampered by insufficient understanding of public adminis-
waton and the judiciary in the field of European law.” This means,
therefore, that the staff need to be rained adequately in Community law.

Concern for the quality of approximated legisladon further requires
an ongoing policy of evaluatng (incorporated) legislation. The assessment
of legislation should be carried out in the earliest possible stage of the
legisiative process.” At the moment, the only systematicreview of legislation
that takes place are the Commission’s Regular Reports. Since applicant
countries already have difficulties in complying with the strictlaw approxi-
mation schedule, the absence of (post-) legislative scrutiny of legal norms
is understandable. 84ll, itis not considered superfluous given the volume
and complexity of the legal norms to be incorporated. As it will appear
hereafter, the latest Commission’s Regular Reports identified several major
inconsistencies in domesticlegal order compared to the Community acquis
which hinder the effective realisation of the acquis. In countries with
experience of the systematic evaluation of the effectiveness of legislation
(e.g., the Netherlands), legislation is scrutinised selectively in order to
prevent that the procedure becomes a meaningless ritual.” After analysing
the practise of evaluation, it was concluded that evaluation rarely resulis
in fundamental adjustments of the scrutinized legal act.” This does not
necessarily mean that evaluation ex post has no effect. The evaluation
provides information that can and is used in the subsequent stages of the
legislative process.” Apartfrom the Commission’s review reports, the Court
of Justice will only be competent to evaluate applicant countries approxi-
mated legislation afer ratification of the accession agreement by all the
Member Stwates and subsequent publication (expected in 2003). However,
such an assessment will only take place on an ad hocbasis. Nonetheless, the

E g, Case 30/70 Judgement of 17 december 1970 Scheer v. Einfulir-und Vorralssiclle fiir Getreide
und Futtermittel ECR 1870 p. 1197, at 1208, joined cases C-205-215/82 judgement on
21 september 1983 Deuische Milchkontor GmbH v, Germany 1983 ECR p. 2633, at 2665-6.
E.g. Regular Report Hungary, Chapier Consumer and Health Protecton. p. 63, mutatis
mulandis the Czech Republic and Poland.

Recommendation p. XXXII-XXXIIL report of the conference Improving the quality of
legislation in Europe (ed.) A.E. Kellerman, Kluwer Law International, The Hague 1998,
M. Lokin. Evaluatie van wetgeving: van praktik naar beleid (Evaluation of Legislation: From
Practice to Policy). Regelmaal 1997: 131.

A Ringeling. Wetsevaluatie (Evaluation of Legisladoen). Regelmaar 1995: 49-56.

Ph. Ejjlander and W J.M. Voerman. Wetgevingsleer (Legislative science}. Tjeenk Willink.
Deventer 1999: 364.
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legal consequences of posterior review can be considerable and can
abruptly gain political significance as appeared in Hungarv, when a
provision concerning European competition law of the Europe agreement
(article 62) was challenged by the Hungarian Constwutional Court. The
question raised concerned the implementation of article 62 in national law,
establishing a special competidon co-operation regime.” Although the
Courtdid notreview the constitutionality of an internadonal treaty directly,
in casu the Europe agreement, it ruled that certain Hungarian provisions
of the ransforming act were unconstitutional since they are part of the
Hungarian legal order and as such a legal norm in the sense of posterior
review (absence of appropriate transformation).” Asa temporary measure,
Hungarian authorities have solved this problem by suspending the alleged
provisions of the implementation rules. Itis suggested that the Hungarian
authorides should re-negodate the co-operation regime, which will impose
the Hungarian legislature to introduce certain amendments of the
Constitution.” The subsequent delay has seriously hampered the imple-
mentation of article 62 of the Europe agreement.

The Hungarian example made clear that the legal and political
implications of (types of) evaluadon could necessitate alignment of the law
approximation agenda. Evaluating the implicadons of the internal market
acquis to the health care sector will increase in importance. Rules govern-
ing the intra-cernmunautaire trade directly affect various health markets
(pharmaceuticals, health care goods and persons and insurance), notably
due the role of the European Court. Consequently, more than focussing
on the public health acquiswhich will appearrather imited, approximation
of health law should emphasize the internal marketand its direct concern
to the functoning of the health care sector. Graphically, the aforemen-

* According to article 52 of the Europe agreement, in case of anti-competitive praczices, the

Hungarian competition aunthority (the Hungarian Office of Economic will Competton.

OEC) coliaborates with the Furopean Comsmission to enforce the competition regime based

on the competidon provisions articles 85 and 86 EC,
¥ December 4/1997 (1.22) AB. ABH 1997. 41 [49]. It concerned the annulment of articles 1
and 6 of the Annex to Government Decree 230/1996 (Implementation Rules), applying the
criteria referred inarticle 62(2) EA. According to the Courtitisa constitutional requirement
that Hungarian law enforcement authorities cannot apply directly the application criteria
of article 62(2) EA due 10 the dualism in the Hungarian legal system. “As a result of the
unconstitationality of the proclaiming Hungarian law, the unconsdmurional internationally
undertaken obligadon cannot become effective and cannot be applied in (Hungarian)
domestic law... It is the task of the legislator to establish the harmony of domestic law and
the obligation undertaken on the international level”. Europe Agreement Judgement V1.2
quoted by:J. Volkai. “ The Application of the Europe Agreement and Evropean Law in Hungary: The
Judgement of an Activist Constitulional Court on Activist Notions™. Harvard Jean Monet Working
Paper §/99, 2000: 24. Harvard Law School. Cambridge USA.
Volkai, o.c: 34, including an authorization into the Constitution that parmally transfers
souvereign legislaave rights to the European Union.
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tioned considerations are reflected by the moedified model of law-making
(figure 8.2) to rationalise the approximation of law process.

Figure 8.2: A modified model of health care law-making

3 PAVING THE WAY TOWARDS ACCESSION

To radonalise the law approximation process, the theoretical model starts
to idendfy and select priorides of European Community legislation to be
incorporated into national law. [t goes without saying that the wide range
and complexity of emerged obstacles in the law approximation process
necessitate acceding countries to select and prioritise the core elements
of the European law. To support applicant countries in defining a jaw-
approximation strategy, the European Union concluded several agreements
that set the framework for incorporating European Community law. The
mostimportantlegal documentincludes the Europe agreements, the first
step towards integral accession. Subsequent policy papers such as Agenda
2000, the Accession White Paper and national acquis programmes enable
applicant countries to formulate the objecdves oflegislative harmonisation
and the relevant strategy.
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The Europe agreements
In the immediate aftermath of comamunism, the relationship between the
European Union and Central and Eastern European countries has changed
dramatically. As early as 1990, the EU launched a programme for conclud-
ing far-reaching collaboration with Central and Eastern Eurcope. Asaresuit
the firstso-called Europe agreements were signed by several signatories in
mid-1991.%" These “first generation” Europe agreements (EA) established
an association between the European Communities and their Member
States, of the one part, and the individual candidate states on the other
part. Characterised as mixed agreements, the Europe agreements were
concluded between the European Commuunities, individual EU Member
States and applicant states.™ To overcome possible delay due the long
period of ratificadon, the EC concluded so-called “Interim agreements”
which should overlap the period the Europe agreements came into force.
Since the competence of the EC in the field of wrade and traderelated
provisionsis exclusive, the conclusion of these “Interim agreements” could
be solved easilv and come into force shortly after ratificaton.”
Originally, the Europe agreements were aumed at strengthening
economic and political collaboration with individual countries without the
intention of enlarging the EU. Member states had grave reservations about
negotdating full integranon into the EU. Instead, Eastern partners were
offered several altermauves to accession, such as membership of the
European Free Trade Association (EFTA), or the European Economic Area
(EEA). The Eastern counterparts considered this offer asa “waiting room”
alternative and insisted on integral accession to the EU. Such 2 legal
integradon into the Communities was agreed at the Copenhagen European
Council. Atthatmeeting EU Member States withdraw their objections; they

Hungary: O] L 347, 31/12/1993 p. 0002 ~ 0266: Poland: Of L 348, 31/12/1993 p. 0002 —
0180; Due to the dissolution of former Czechoslovakia renegotiadons with the separated states
was necessary and resulted in separate agreements: the Crech Republicc G L 360,
31/12/1994p. 0002~ 0210 and the Slovak Republic: OTL 359, 31/12/1994 p. 0002-0210.
In the same year Europe agreements were concluded with signatories Bulgaria and Romania:
O7L 358,31/12/1994 p. 0003 - 0222 and GJ L 357, 31/12/1994 p. 0002 — 0189, Finally, the
Balric states and Slovenia signed in 1995, respectively 1996 (OJL 068 . 09/03/1998 p. 0003
~0198: O] L 026.02/02/1598 p. 0003 —0255. OF L 051, 20/02/1998 p. 0003 — 0242: OJ L.
051, 26/02/1999 p. 0003 — 0208). The Europe agreements follow mere or less the same
structure and wording, viz. general principles (title I); politcal dialogue (dtle I} free
movement of goods (ttle III): moverent of workers, establishment, supply of sexvices (dtle
IV): paymens, capital. competiden and other economic provisions. approxirmation of laws
(ude V): economic co-operation (title VI): prevention of illegal activides (titte VII): cultural
co-operation (ttle VIII): financial co-operaton (Titde IX}, and general and final provisions
(Title X).

M. Maresceau. E. Montaguti. The relations between the European Unicon and Central and
Eastern Europe: A legal appraisal. CMLR 1995, Iss. 6: 1329.

Maresceau and Monagut Le.: 1329,
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agreed to the possibility of eastern EA partners joining the EU and
formulated criteria for membership, which are often referred as the
“Copenhagen criteria”. According to these criteria, membership requires
that the candidate country has achieved: stability of institutions, guarantee-
ing democracy, the rule of law, human rights and respect for the protection
of minorities, the existence of 2 functioning market economy aswell as the
capacity to cope with competitive pressure and market forces within the
Unicn, and the ability to take on the ohligations of membership including
adherence to the aims of political, economic and monetary union."" These
criteria were subsequently incorporated in the concluded Europe agree-
ments.

This new approach of the Europe agreements requires that candidate
countries approximate their legislation to that of the European Union,
notably in the areas relevant to the internal market. The “approximaton
of laws” strategy is considered as a crucial condidon for future accession.
Thisincludes, inter alia, applying legislation favouring competition, which
is compatible with comparable legislation in the EU.Y Other crucial
conditions on the free movement of workers, services and the establishment
for self.emploved persons are only partially compatible with EC weaty
provisions. Most of the internal market provisions incorporated in the
Europe agreements derive from the EEA agreement. However, the separate
Europe agreements showscme important institutional disparities with the
EEA agreement. One of the main differences is the absence of a common
Jjudicial institution reviewing EA treaty provisions. There is no equivalent
to the EEA Joint Committee, the EFTA court, or the EFTA Surveillance
Authority. ® Instead, the bilateral Europe agreements establish Association

™ Copenhagen European Council {1993). In additon to the Copenhagen Summit, the Essen

European Council (1994) refined the pre-accession strategy to prepare the partmer countries
for EU membership. This sirategy is based on three main elements: implementation of the
Europe Agreements, the PHARE programme of financial assistance, and the “suucrured
dialegue” bringing all Member States and candidate countries together to discuss issues of
commeon interest. As far as the legal nature of the declaradon of general accession criteria
is concerned, itis purely a unilateral act of the Eurepean Council, without any centractual
commitment to accept an associated Swmre as a member if the crteria — which, in any case,
are open 1o interpretation - are not met. P-C Miller-Graff. Legal Framework for EU-CEEC
Relatons in: Enlarging the European Union, Relatons between the EU and Central and
Eastern Europe, M. Maresceau (¢d.) Longman, London 1997: 32,

E.gz.. EAHungary, article 68. Other areas of approximation concem: customs law, company
law, banking law, company accounts and taxes, intellectual property, protection of workers
at the workplace. financial services. rules on competition. protection of health and life of
humans, animals and plants, food legislation, consumer protection including product liability,
indirect taxation, technical rules and standards, transport and the environment.

S. Peers. An ever Closer Waiting Room? The Case for Eastern European Accession to the
European Economic Area. CMLR1995, Iss. 1: 192, 202-203. The EEA Joint Committee consists
of representatives of the Contracting parties and ensure the effective implementation and
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Councils. These are bilateral meetings at ministerial level between the
European Union and an associated country, at which any major issues
arising within the framework of this Agreement, such as the approximation
towards the EU can be discussed.™ Since the Council meets only once a
year (Article 104) effective surveillance of the harmonisation process by
the Council is questionable. The Council is, however, being assisted by the
Association Commiittee in the performance ofits duties (Article 108). These
meetings, at senior official level, review in more detail all areas covered by
the Europe agreements. They are complemented by a series of sub-
committees, which provide for regular in-depth technical discussions on
all areas covered by the agreements. None of the Europe agreements,
however, establishes an independent court in disputes concerning the
interpretation of agreement. The absence of such a single judicial body
in the agreements itself, hinders a uniform interpretation of EA
provisions.™ The subsequentdiversity in interpretation by national judicial
bodies impedes effective implementation of the internal market philoso-
phy. Although it is likely that in the light of accession national courts’
reasoning, EA provisions will — informally - be influenced by European
Courtof Justice s interpretation. Alternatively, extending the direct effect
of European Court’s rulings upon issues excluded by the Europe agree-
ments would increase the legal importance of these agreements. Further-
more, a harmonised interpretation of these bilateral agreements would
strengthen an effective implementation of the internal market provisions,
in particular the free movement of workers provisions.

Despite its shortcomings, the bilateral Europe agreements constitute
the first binding legal document recentlyaimed ataccessing the European

operation of the agreement {the EFFA Courtis mainly competent to deal with infringement
actions brought by the EFTA Surveillance Authority against an EFTA State with regard to
the implementation, application or interpretation of an EEA rule, whereas the EFFA
Surveillance Authiority has been given powers corresponding to those of the European
Commission in the exerdse of its surveillance role.

EA Hungary. article 104, mutatis mutandis other Europe Agreements.

However, the European Court of Justice (ECJ) has some alternative competence in disputes
concerning the interpretation of EA, derived from article 310 EC Treaty {ex Art. 238). Under
article 310 EC. Europe Agreements form part of the Commounity law. As such they form an
integral part of the Cormnmunity legal order and within the legal framework of the European
Court hasjurisdiction 1o give preliminary rulings conceming their interpreration (Case 12/86
Demirel v Stadt Schwdbisch Gmiind {1987] ECR 3719. However. with respect to issues excluded
by the EA. (for example free movement of workers) the Court has no competence since case
law on direct effectis only applicable in the Coramunity legal order. Only recently, the Court
has taken some steps to extend the direct effect of third-country agreements, but there is
considerable uncertainty about the extent of this reasoning (Casc 12 /86 Demirel, paragraph
14. Case C-18/90 ONEM v Kziber [1991] ECRI-199, paragraph 15. and Case C-162/96 Racke
v Haupizollomt Mainz [1998] ECR [-3655. paragraph 31).
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Union by means of a comumon strategy, viz, approximation of currentand
future legislation.

The White Paper

Preparing their accession to the European Union, a broad pre-accession
strategy was proposed which focussed first and foremost on realising an
internal market. This was recognised at the Essen European Council
of december 1994.% The Council identified the preparatdon of the
associated countries for integration into the internal market as “the key
elementin the strategy to narrow the gap”. The Comumission was therefore
invited to formulate a plan that created the conditions that will allow the
internal market to functon properly after enlargement. In 1995, the
Commission presented the “White Paper on Enlargement”, anon-binding
legal document, thatidentifies key measures and approximation scenanos
but theyare merelyindicative.” The White Paper does notsetany imetable
in the legislative programme of approximation. The Cormomission’s
reasoning was that applicant countries’ diversity in economic, social and
political situation requires a “demand-driven” approach, defined and
differentated by each candidate country. Given the precondidons set by
the Europe agreement, such an approach implies a certain "margin of
discretion” in prioritising legislation for approximation. Although the
White Paper is focussed on realising the internal market, it must be
distinguished from accessing the EU which will involve the acceptance of
the “acquis communautaive”™. This is broader than the internal market
conditions. Adopton of the acquis covers the entire field of Community
law, including incorporatng the European Court ofustice’s case law. Sdll,
the White Paper functions as a pivotal instrument in the pre-accession
stage. It extensively, describes the fields of law to be approximated by
applicant countries. Whereas the Annex describes in extense, the measures
candidate countries should take.”” The Commission considered that it is
appropriate in the pre-accession phase to propose an appropriate sequence
in which the associated countries could take over the legislation for each
major area. Resources for the approximation exercise are limited in both
the Community and the assoclated countries, whether in terms of legal or

¥ Supranote 40.

Officially, “White Paper on the Preparing of the Associated Countries of Central and Eastern
Eurcpe for Integraton into the Internal market”, COM(95)163 final and Annex
COM{95}163 final/2 which forms the hard core of the White Paper.

The Council recognised thatintegration involves more than the approximaton of legislation
and regulatory systems. standards and certification methods compatible with those of the
Europcan Union. Beyond the approximation of legislation, the Annex therefore highlights
and describes the stnuctures which will be necessary o make the legislation effective.
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technical expertise, parliamentary time, or the availability of training. ** The
Commission therefore selected areas and presented the legislation for each
area in a way that distinguishes “key measures” from the total number of
measures applicable.” Subsequendy, 2 further split of key measures into
two stages was proposed. The division into Stage I and Stage II measures
shows the indicative priorities which emerge from the logic of the legisla-
tion itself and provides a guide to the associated countries for the most
effective sequencing of their work programmes for the approximation,
implementation and enforcement of legislation.™ In each area, central
issues are emphasized as stage I measures, while the rest of the reguladons
are labelled as stage I measures.” As stated before, selected priorities to
different sectors depend on the political and economic situation of each
associated country. To certain degree, they have already started with
national priority-setting before the publication of the White Paper.
Subsequently, the applicant countries are at different stages in their
approximation programming, which means that the choice has to be made
by those countries each rather than by the Union.

Given its systematic approach in aligning internal market legisladon,
the White Paper is a valuable instrument. Sdll, it has some important
weaknesses that put its value into perspective. A serious defect is the
incomplete approach of approximating internal market law. Similar to the
Europe agreements, the White Paper is mainly focussed on free movement
of goods, capital and services. For obvious reasons, free movement of
persons was left out of the Europe agreement and the Commission’s
recomumendatdons. The embarrassing silence on free movement of persons

White Paper, chapter 3, secton 16.

In total there are thirty areas covering, inter alia, the free movement principles, agriculture,
social peolicy and employment.

Stage Imeasures have the highest priority and have usually been selected using one or more
of the following criteria: {i) the measures concermed provide the overall framework for more
detailed legislaton. {ii) the measures concerned address fundamental principles or provide
for the basic procedures which govern the sector concerned: (iii) the measures are a pre-
condition for the effective funcuoning of the internal market in thatrsector (Ch 3.18). Stage
I measures. on the contrary. have in the Comuission’s view a more subordinate or
complementary character and can therefore be adopred inalater stage of the approximaton
process.

Sometimes it was impossible for the Commission o define a strict hierarchy of stage [and
II measures because the legislation concerned represents 2 whole and the adoption of any
single part of it could yield no benefitwithout the rest. Insuch cases suggested measures were
notdifferentated instages (e.g. radioactive contaminaton of foodstuffs) . Othenwise, in some
cases (2.g., mutal recognition of professional qualifications) an additional third stage has
been introduced. This is due to the sensidve character of the wopic concerned. The
Commiission prefers to introduce an additenal stage in the approximation process rather
than toundermine its chances of success by proposing a quick alignment scheme which could
cause serious problems in the associated counury. M-A Gaudissart, A. Sinnaeve. The role of
the White Paperin the preparation of the Eastern Enlargement in: Maresceau 1997 o.c.: 49.
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shows the ambivalent atdrude of the Cormmission and Member States
towards candidate countries. Although ultimately aimed at full integration
in the EU, nullifying legal restrictions on the free movement of persons
were notreferred as those which directly affect the internal market. Instead,
it indirectly affects the operation of the single market.™ Since the White
Paper does not cover the entire acquis communautaire, other (secondary)
legislation is notincluded. Such a selective approach of the internal market
has been critdcised in the literature. “In the EU's practise the distinction
between measures that would directly affect the operation of the internal
marketand measures which have indirectimplications for the functdoning
is less pronounced”.” Referring to the bulk of secondary legislation and
relevant Court of Justice’s case law, particularly in the field of equal
treatment and social security, the indirect effectargument is difficult
o maintain.” From the original Europe agreement perspective however
(“structured political dialogue and strengthening economic co-operation”),
the Commission’s reasoning is more plausible; removal of legal impedi-
ments on free movement of goods and capital and leaving out the free
movement of persons.

Its voluntary, indicative character has already been mentoned. The
implied flexible and “programmatic” character of this approach may also
threaten a uniform interpretaton of internal market provision. Particularly
since neither the White Paper nor the Europe agreement mention the role
of the Court of Justice in case of interpreting internal market law, Under
the EEA agreement, however, courts in the EFTA states are allowed to ask
the European Court of Justice’s opinion and to decide on the interpreta-
don of EEA provisions,” while the EFTA Court delivers judgements and
opinions to the EFTA states” obligations. In this respect, the EFTA court
functons in parallel with the European Court of Justice. The symmetry in
competences and funcdoning of EU-EFTA institutions is aimed at a
uniform interpretation of the provisions of the agreement and those
provisions of Community legislation. This aspect is almost absent from the
EU reladonship with Central and Eastern European countries.” Nonethe-
less, indirectly, the White Paper suggested some improvernents compared

White Paper, chapter 3, secton 5.

Gaudissart and Sinnaeve o.c.: 69.

E.g.. Regulation 1612/68/EEC on the free movement of workers and Co-ordinaton
Reguiadon 1408/71 on social security and applicable Court rulings. In the ficld of health
care, with recent cases on cross-border care {Decker and Kohll. Ferlini, Smits/Peerbooms,
Vanbrackel and the pending case Miller-Faure) the Commission's reasoning seems
untenable. The impact on natdonal health care schemes is substantial and may directly affect
the operation and funding mechanisms of these systems (infra chapter 8, section 4).

*  Article 107 EEA: Protocol 34.

Gaudissart and Sinnaeve o.6.; 70,
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to the Europe agreement. By referring to court rulings on equal treatment
and the mutual recognidon of professional qualifications, the White Paper
suggested measures to overcome obstacles to the free movementof persons
(1.e., professionals) and services. Yet such references are few. They do not
cover the entire grquis communautaire in the internal market field, and do
not impose candidate countries to comply with the Court’s rulings.”
Besides, the mutual recognition will only take place in the third stage of
approximaton laws. Such an approach emphasises the Community’s
cautious approach of candidates’ integration in the internal market.

Agenda 2000

After the White Paper’s recomiendations, the Agenda 2000 report
suggested a reinforcement of the pre-accession strategy which was defined
by the European Council in Essen (1997). The concept of an intensified
pre-accession strategy comprised new elements, infer alia, a strategy of
enlargement of the Union. Two other elements which are strongly related
include the so-called cohesion and structural funds, and a Common
Agmicultural Policy. This so-called “package approach”, on which the
Commission insisted, was welcomed as a rational means of ensuring
coherence between the different elements.” In Agenda 2000, the Comunis-
sion is developing its opinion on the application of EU membership,
applying the Copenhagen criteria, looking at the progress being made in
transposing measures identified in the White Paper, assessing the natonal
pre-accession plans and institutional restructuring in the light of the
obligation embodied in the Europe agreements, and is also looking at the
extent to which the applicant countries were implementing non-White
Paper legislation. The Commission’s analysis was focused on four areas:
political criteria, economic criteria, the capacity to take on the obligations
of membership (generally considered to be the ability to take on the acquis
communautaire), and administrative and judicial capacities.” Thisapproach
has been criticised since it did not include social criteria in applying for
EU membership. Considering the problems that might occur in the area
of public health in the event of enlargement, it should be one of the issues
in on the Enlargement agenda.® The analysis was aimed to determine what
the prospects for the countries were, taking into account not only the
current situation but reforms planned or underway. The outcomes are

Gaudissart and Sinnaeve o.¢.: 70.

G. Avert, F. Cameron. The Enlargement of the European Union. Shefficld Academic Press.
1998: 101.

¥ Agenda 2000 Vol. I, p. 9. DOC/97/6.

*  Dommers. ] Agenda 2000 and the Role of Public Health in Applying for EU Membership.
Editorial E/HL 1997, Iss. 4: 318.
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described in two volumes.” Volume I, which called for “a stronger and
widerunion”, became the basic document. This documents draws the main
conclusions and recommendations from the opinions and presents the
Commissicn’s view on issues relating to enlargement. Volume II, on the
other hand, describes the general effects on the Union’s policies of
enlargement to the applicant countries of Central and Eastern Europe.
Probably the most important recommendation made by the Commission
is to open negotiations with the following countries: Hungary, Poland,
Estonia, the Czech Republic and Slovenia. To reinforce the existing pre-
accession strategy (found in the Europe agreements, White Paper and
PHARE programme) for all Central and Eastern European applicant
countries, 2 new Instrument was developed: the accession partnership.

Accession Partnerships

The dual approach with regard to the obligatons under the Europe
agreements, as well as actions recommended by the White Paper is still
important since it provides applicant countries with a concrete instrument
for mransposing the core of the Community acquis. However, it is equally
important to note that in certain areas no provisions exists in either the
Europe agreements or the White Paper, for instance, in the field of
educadon and training and research and technology development. In other
areas, such as environment and social security, the White Paper only
identifies a fraction of the acquis that exists, while the Europe agreements
contain few concrete provisions.” The incomplete and unbalanced
approach of both documents was hampered by the differentiation of
addressed policy areas among candidate countries. In many cases, it was
not possible for the Commission to make an adequate analysis of the
approximation of legisladon process. Therefore, the Luxembourg
Furopean Councll decided to reinforce the pre-accession process as
defined in 1994 at the Essen Summit. The Council adopted a regulaton
that assists applicant states in the framework of the pre-accession strategy,
and in pardcular on the establishment of Accession Partmerships.” In
subsequent Council decisions, it decided on the principles, priorities and
general conditions of each Accession Partnership.* This new instrument
of the bilateral Accession Parmerships constitutes the key feature of the

"1 Agenda 2000 Vol. IL Doc 97/7.

M. Soveroski- Agenda 2000: An Appraisal of the Commission’s Blueprint for Enlargement.

European Insttute of Public Administration, Maastriche 1997, 12.

¥ Council regulation (EC) No. 622/98. OJC L85 of 20/03/1998, p. 1-2.

* Council Decision 98/259/EC, O]C No. L121 0 23/04/1998,p. 1-5 (Hungary): 98/260/EC
OJCNo L 121 0£23/04/1998 (Poland), p. 6-10: 98/267/EC, OJCNo L 121 £ 23/04/1998,
p- 4145 Czech Republic. Subsequently. each Accession Partnership was adopted by the
Commission and the Council.
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enhanced pre-accession strategy. These parmershipsshould assist each state
in preparing for membership and in developing its national programme
for taking up the acquis as well as a relevant timetable for its implementa-
tion. Therefore, each country’s Accession Partnership sets out in a single
framework the acquispriority areas and the financial rescurces for assisting
each applicantstate to implement the priorides identfied during the pre-
accession period and, in particular, those commitments reladng the Europe
agreements and the adoption of the Copenhagen criteria.” The program-
ming of accession priorities and objectives, as set out in the Commission’s
White Paper, break down into two groups: short-term and medium term
priorities and objectives, to be adjusted during subsequentrevisions of the
partnerships. The progress made in the accomplishment of priorities will
be recorded in an annual report to be written by the Commissiocn and
submitted to the European Council. These annual reports are based on
the counuy's Europe agreement and Natenal Programme for the
Adoption of the Acquis (NPAA). These national programimes are the main
policy instrument used to help the candidate counudes in their prepara-
tons to membership. They complement the Accession Parmerships and
give details of each country’s commitments with regard to achieving the
Copenhagen criteria and adopting the acquis communautaire®® The
implementation of the priorities set out in the national programme is
subject to monitoring by the national governments, whereas the subsequent
appraisal is carried out by the relevant ministries. The main adjustment
priorities to be accomplished in the pre-accession period result from the
provisions of the Europe agreements and reflect political criteria (democ-
racy and the rule of law) . economic criteria (free movement), law adjust-
ment (internal market directves) and administrative capacities to enforce
(European} law. Some of these priorities are focussed on the health sector
since alignment of public health standards are part of the EU accession
preparations. The tasks derived from these priorities concern primarily
candidate members’ public health policy and relevantlegislation. However,
to examine the full impact of EU accession t¢ nadonal health legisiation,
apart from reviewing the public health adjustment priorities, such an
analysis should also include the impact of the internal market on national
health care systems, notably the organisation and financing legislation of

% Article 1 EC regulation 622/98.

% E.g.Poland Nadonal Programme of Preparation for Membership in the European Union,
may 1999. The programme consists of two parts: a synthesis. containing infer alia. a short
description of the programme’s aim, the structure and method of formulating adjustments
tasks, exc, the second part contains a detailed description of each priorites/ tasks including
aspects such as the identification of the necessary legislative and institutional changes and
timetable and financing.
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health care systems and secondly, to what extent candidate countries
comply the Community health acquis.

4 IMPACT OF EU ACCESSION TC NATIONAL HEALTH
LEGISLATION

The examined legal documents set, although not extensively, the scene for
law-approximatdon. Consequently, the problem-analysis stage enables the
analysis of the priorities of Cominunity law and its consequences for
national health legislation. It is argued that EU accession addresses both
the public health acquis as well as internal market rules.

Alignment of the community’s public health provision

Concluded agreements with applicant countries idendfy public health law
as one of the adjustment priorities of EU accession preparations.”
According to the EC publichealth provision {Art. 152 EC), the Community
has supranational competence to run policy of diseases preventon and
promotion, whereas the entire area of health services remains within the
domain of national governments.” After the ratification of the Treaty of
Amsterdam, special emphasiswas placed on certain areas such as measures
in the veterinary and phytosanitary fields of public health importance.
These are already the basis of a substantial bedy of Community legislation

FEurope Agreement (EA) Hungary. article 68; EA Czech Republic, article 70, and EA Poland,
article G9.

Besides article 152, article 3(1) (p) is the second key source relevant te public health, Other
important reaty articles relating to health protection are: articles 4348 (right of estabhish-
ment, which covers inter alia dectors and other health sector professionals); article 49 and
50 (Services, including medical and other health services): articie 71 (Transport safety):
article 95 (Approximation of laws, which includes food safety, tobacco, pharmaceuticals,
medical devices. chemicals and other dangerous substances. applications of biotechnology);
articles 131-133 {Common Commercial Policy. e.g. on food and on pharmaceuticals) ; artcle
137 (Seocial security and social protection of workers); article 149 (Education and vocational
wraining. including exchanges in the health field):article 158 and 161 (Economicand Social
Cohesion, L.¢. the structural funds and the cohesion fund which support health-related
projects); articles 163-173 (Research and Technological Development. which includes the
area of health): article 177 (Development Co-operation, including in the health field)., and
ardcle 300 and 302 {Conclusions of agreements with third countries and internadonal
organisatons. including on health and health-related martters. Hereafter. the key issues
penetrating national health pelicy will be discussed more extensively.

[
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with major health implications.®™ The difference now is that such
proposals fall within the public health context. Moreover, artcle 152
includes measures in relation to the quality and safety organs and sub-
stances of human origin and blood and blood derivates. The scope and
potental of this new provision has not yet been fully explered. However,
given the importance for health protection of ensuring a safe blood supply,
and the rapidly growing need for human organs and substances of human
origin, the potental, taking into account national provision on the
donation of medical use of organs and blood, is considerable.” Relevant
actions should promote the attainment of selfsufficiency in human blood
or plasma derived from non-remunerated donations and to develop derived
blood products, in line with relevant Community public health measures
and actvities.” Furthermore, the public health provision entitles the
Community to take actions with a direct bearing of health protection.
These include “incentives measures designed to protect and improve
human health, excluding any harmonisation of the laws and regulations
of the Member States™.” This has served as a basis for the current set of
eight public health programmes and for the decision on a network on the
epidemiological surveillance and control of communicable diseases.” A

()

COM(99) 719 final of 12 January 2000 White Paper on Food Safety includes an extensive
programme of legislative actions aimed at putting i place high standards of food safety from
“farm to table™. The actions that are set out intends 1o dose identified loopholes in current
legislation and cover animal feed, animal health and welfare, hygiene, contaminants and
residues, novel food, addinves. flavourings, packaging and irradiation.

Suill, the revised content has led to a widespread view that the public health article is an ad
hoc political reaction to the BSE crisis and not addressing the basic needs for institutional
reform for integrating health considerations into Community policy-making, E. Mossialos.
The influence of EU law on the social character of health care systems in the European
Union. Brussels november 2001:35. This view was confirmed by the former Social Affairs
Commissioner Flynn stadng T must confess to a certain degree of disappeintment on the
text[...] Yes, the draft Treaty does confer new Community competencies in the field of public
health. However, [...] in myview, the new Treaty provisions do not provide the Commission
with an adequate legal basis to address further concerns.” Flynur P. Reactions to the Treaty
of Amsterdam. Eurohealth 1997, Iss, 2: 23,

Comrunication from the Commission to the Council. the European Parliament. the
Economic and Social Committee and the Committee of the regions on the health sirategy
of the European Commumity. Brussels 16.5.2000 COM(2600) 235 final.

Council Resolution (O] No. C 374 of 11-12:96, p. 0001) on a strategy towards blood safety
and selfsufficiencyin the European Union; Council Recommendation 98/463/EC (C] No.
L 203 of 21-07-98, p. 00140026} on the suitability of blood and plasma donors and the
screening of donated blood in the European Communiry.

Artcle 152{4) (c).

The fuldl fists of programmes and other actions is as follows: Actions under the 1993 Public
Health Framework: The programme of Commumityaction on health promotion. information.
education and waining {Decision No 645/96/EC of the European Parliament and of the
Council, O] L 95, 16.4£1996. p. 1}: The action plan 1o combat cancer (Decision No
646/96/EC of the European Parliament and of the Council, O] L 95, 16.4.1996, p. 9): The
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number of the public health community programmes for applying the
acquis are open to candidate countries, for example four programmes for
the period 1996-2000: prevention of AIDS and other communicable
diseases, combating cancer, drug dependence and health promotion.”
Although legislative harmonisation at EU level is excluded, participation
in European health programmes is likely to produce a certain degree of
convergence among national health policies.” For accession countries,
participation in each programme is considered to be necessary since it will
enable them to become more familiar with Community’s legislation and

prograrame of Communiry action on the prevention of AIDS and certin other communica-
ble diseases (Decision No §47/96/EC of the European Parliament and of the Councdil. O
L 95.16.4.1996. p. 16); The programme of Community action on the prevention of drug
dependence (Decision No 102/97/EC of the European Parliament and of the Council. O
L 19, 22.1.1997. p. 25); The programme of Community acdon on health moniroring
(Dcecision No 1400/97/EC of the European Parliament and of the Council, O] L 193,
22.7.1997, p. 1): The programme of Comnmunity action on injury prevention (Decision No
372/1999/EC of the Europear: Parliament and of the Council. O] L. 46, 20.2.1999, p.1): The
programine of Community action on rare diseases (Decision No 1285/1999/EC of the
European Parliament and of the Council, Of L 155, 22.6.1999, p. 1), and The programme
on pollutden-related diseases (Decision No 1296,/1999 /EC of the European Parliamentand
of the Council. C] L 155, 22.6.1999. p. 7).

Other Activities are; A strategy on tobacco consumption (Commission Communication on
the presentand proposed Community role in combating tobacco consumption, COM(96)

609 final of 18.12.1996): a directive on the approximadon of the laws, regulations and
administrative provisions of the Member Strtes relating to the advertsing and sponsorship
of tobacco producs (Directive 98/43/EC of the European Parliament and of the Council,
QL 213,20,7.1998. p. 8}. Recently, the ECJ annulled this Directive in its endrety in Germany
v, Parliament and Council (C-376/98): A report on smoking preventdon (COM(99) 407 final
of 8.9.1999), and a proposal for a directive on tobacco products (COM(99) 594 final of
16.11.1999): A strategy on blood safety and selfsufficiency (COM(94) 652 final 0of 21.12.1994)

and the Council Recommendation on the suitability of blood and plasma donors and the
screening of donated blood (O] L 203,21.7.1998, p. 14): Commission reports on health status
in the Community (COM(95) 3567 final of 19.7.1995 and COM (97} 224 final of 22.5.1997)

and on the integration of health protection requirenents in Communiry policies (COM(95)

196 final of 29.5.1995, COM(96) 407 final 0f4.9.1996, COM(1998) 34 final 0f 27.1.1998 and
COM(1999) 587 final ©£16.11.1999): Commission staff working papers on the epidemiology
and surveillance of Creutzfeldi-Jakob disease and other transmissible spongiform encephalo-
pathies; A Comumunity network for the epidemiological surveillance and conwel of
communicable diseases in the Community (Decision No 2119/98/EC of the European
Parliament and of the Council Of L 268, 5.10.1998. p. 1), and a Council Recommendation
on the limitation of exposure of the general public 1o ¢lectromagnetic fields 0 Hzto 300 Gz
{Council Recommendation of 12 July 1999, O] L 199, 30.7.1999. p. 59).

Several of the existing programmes come to an end in 2000 and two atthe end of 2001. Given
the importance that there is no interrupdon or delay in key actions in these programmes
that will be sustained under the new programme, the Commission suggests 1o extend these
prograrames for a limited tme unrl the new programme comes inte effect in order to
guarantee the continuity of actions. COM(2000)285 final, p.14 COM (2000} 448 final.

T. Hervey. European Social Law and Policy. Longman, London 1998: 138.
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procedures. Moreover, participation will support them in tackling the
major health problems they face.”

Finally, the EC public health provision excludes the organisation
(including the financing) of health services and the provision of medical
care from Community policy. As a result of the subsidiarity principle, this
field remains the explicit responsibility of Member States (art. 152 section
5). Notwithstanding the exclusive competences of national authorites in
this field, both the organisation and delivery of health care services are
affected by policy decisions taken at European level and provisions of EC
law designed to realise the internal market (e.g., free movement and
competition principles). The internal market provisions’ impact on the
health sector is, however, incomplete and differs by ;provision.7S Toachieve
amore coherentand effective approach to health issues across all different
policy areas, the Commission proposed the new public health swrategy
setting out the Community’s broad health strategy.” The actions under
such a public health framework emphasise a proper link with health-related
initiatives in other policy areas such as free movement articles, consumer
protection. environment and agriculture. Within these sectors a significant
number of legislative norms related to health protection is included, for
example directves related to smoking, public health programmes as well
as and the legislation on health and safety at work.™

Cceupational health

The Community policy on kealth and safety at workis of partcular relevance
to public health in ensuring the attainment of a high level of health
protecion. The preventve approach towards protection against workplace
risks, work accidents and occupational diseases is based on article 137 EC
(ex article 118a). Occupational health and safety legislation has been

Article 6(2) of Decision §45/96/EC opens the possibility for acceding countries to participate
in these Community programimes OF, 1995 L. 95/1.

Cf e.g. HL.D.C. Roscam Abbing. Volksgezondheid in het Verdrag van Amsterdam. Een
beknopie analyse (Public Health and the Treaty of Amsterdam: A shortanalysis). Tidschrift
v Geneeshunde 1998, Iss. 2: 80,

COM(2000) 285 final p. 5.

E.g.. EC legislation on tobacco includes two directives: Council Directve 90/239/EEC
concerning the tar content of cigarettes and Council directdve 89/622 /EEC concerning the
labelling of tobacco producrs, as well as Council resolution 39/01/EC on banning smoking
in places open to the public. In a recent judgement, the EC] annulled another Tobacco
Directive (Directive 98/43/EC) relating to the advertising and sponsorship of tobacco
products on the grounds that the legislature had no competence for introducing it on the
basis of internal market legislasion (C-376/98 judgement of 5 October 2000 Federal Republic
of Germany v. the Eurapean Parliament and Council of the European Union EC). The Directive was
based on article 95 (ex art. 100a(1) of the Treary, intended to improve the condidons for
the establishment and functioning of the internal market. The Court held that article 100a
was not an appropriate legal basis for the Directive and therefore annuled the Directve.

™
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receiving Community attention over the last thirty years. The first series
of binding legal acts were based on article 100 of the EEC Treaty and
started with Council Directive 77/576/EEC on safety signs at places of
work™ followed by the first framework directive 80/1107/EEC which is
designed to protect the health and safety of workers against the risks arising
from exposure to chemical, physical and biolegical agentsin the workplace,
supplemented by individual directves dealing with specific agents.™
Following the adoption of the Single European Act, the second series of
EU health and safety at work legislation took its present structure with the
new legal basis of article 138 {ex article 118a) to regulate health and safety
at work matters on a European level. This structure comprises a new
framework directive 89 /391 /EEC which contains basic provisions for health
and safety organisaton in the workplace. It outlines the responsibilides of
employers and workers, and is supplemented by individual directives for
specific groups of workers, workplaces or substances. By isswording, article
138 gives only competence to the Community to set minimum require-
ments and therefore takes account of the principle of subsidiarity.” The
most recent Community programme in the field of health and safety at
work, covering the period from 1996 to 2000, was adopted by the Commis-
sion on 12 July 1995™ following the creation of a comprehensive body of
Community legislation adopted under article 118a, aimed at providing
assistance in the implementation and application of existing legislation,
with greater emphasis also being placed on non-legislative measures.

Conswmer protection

Approximation of consumer protection legislation covers a number of
directives related to health.™ In terms of protecting consumers from
potentally harmful medical products, the “Directive on Product Liability”
(85/374/EEC) gives consumers the right to claim compensation from the
producer for defective products.™ The directive aims, to a large extent, to

" Repealed by directive 92/58/EEC OJ L 245. p. 23.

= QJL327 3/12/80.

White Paper 0.0 74,

o COM(95) 282 final. Official Journal C 262, 07.10.1995.

Because of the lack of a specific legal basis prior to the adopton of the Maastricht Treaty.
most of the Union’s initiatives in the field of consumer protection were based on articles 95
and 308 (ex 100A and 235).

OJ 1985 L 210/29, as amended by Directive 99/34/EC including primary agricultural
products. Apart from Directive 85/374/EEC, the “General Product Safety Directive”
92/59/EEC O] 1992 L 228/24 should also be mendoned. imposing 2 general obligation on
economic operators 1o market only safe products.

Hi
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harmonise national law on producer liability.”” Therefore, national
measures have to implement the directive’s uniformn liability rules {e.g..
the injured person shall prove the damage, the defect and the causal
relationship between defectand damage, and the producer’s liability). The
directive acknowledges the difficultes in the harmonization process by
(candidate) member states where consumers already benefit from advanced
protection and have introduced the principle of minimum harmonization.
Candidate member states countries may, in the areas covered by the
directive, maintain or introduce more stringent consumer protection
measures, as Jong as they are compatible with the Treaty, especially with
articles 28 and 30 EC (ex 30 and ex 36 EC). Several applicant countries
took this directive as a model to define national productliability legislation.
Further lessons can be drawn from the Commission “Green Paper™.™ This
report includes an analysis of questions such as: whether the directive
ensures adequate protection for victims, whetherithelps to discourage the
marketing of dangerous (medical) products, whether the insurance sector
has managed to cope with the risks addressed in the directive, ¢t cetera. The
outcomes relating to the functioning of the intermal market call for
ongoing for protection of health and safety of individuals.

In the safety field, the “Directive on General Product Safety”
(92/59/EEC) functions as the “counterpart” of the product liability
directive.” Together with the product liability directive, the general
product safety directive aims to give an incentive to producers, to pay
particular attention to the safety aspects of the products they want to
marketwithin the European Unien. Itcomplements the Community’slegal
instruments to protect consumers from unsafe products. This directive
imposes a general obligaton on economic operators to market only safe
products. It also imposes on Member States to create an adequate
instrutional framework empowered to require the compliance of products
to the general safety obligation. A major instrument provided by the
directive is the so<called RAPEX system, a rapid exchange of information
procedure in case of products creating risks for consumers. This system
organizes a mandatory Community procedure for notifying emergency
measures taken by Member States. When the Commission Is informed, it
transmits the information to other Member States. Recent crises (dioxin
in foodstuff and the BSE crisis) made painfully clear that this directive is
far from adequate in protecting consumers. Consequently, the scope of

The key reason why approximation of national product liability laws is necessary is because
the existing divergences may distort competition and affect the movement of goods within
the common market

Green Paper Liability for defective products, Annex II. COM(1999) 396 final.

O L No. 228, p. 24. Apart from this general “horizontal” directive prior ("vertical™) directives
lay down technical standards for specific sectors, e.g.. toys, cosmetics, foodstuffs.
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the directive was extended te also include primary agricultural products
intended for consumers or likely to be used by consumers. Services,
however, are excluded from the scope of the directive although Member
States are free to regulate this in national legislation.

The “internal market” and health

Besides article 152 and public health related provisions, internal market
treaty provisions, may also affect health-related rights.”” Under certain
circumstances, EU citizens may even derive specific rights from EC
provisions, notably emanated from the “free movement” provisions. For
candidate member states this means that the common market has
important consequences for health and their health care system.”
Hereafter, relevant EC provisions and their impact on acceding countries
will be discussed in more detail.

Free movement of persons

As regards the free movement of persons, relevant Treaty provisions
include the freedom of movement for “workers” (art. 39-42) and the right
of “establishment” (art. 43-48). These provisions have, in turn, been
further substantiated by secondary legislation.” Free movement for workers
shall entail, infer aliq, the nght to stay in 2 Member State for the purpose
of employment in accordance with the provisions governing the employ-
ment of natdonals of that State laid down by law, regulation or administra-
dve acton. Asregards the right of establishment, thisshall include the right
to take up and pursue activities as self-employed persons and tosetup and
manage undertakings under the condidons laid down for its cwn nationals.
Interpreted in Community law, this includes a right of access to the
territory of the Member States in order to carry out the economic activity
in addition to a right to remain on the territory for that purpose.” An
exception to the free movement of persons is granted in artcle 39(3) EC,
which permits Member States to limit the free movement of persons “on
grounds of public policy, public security and public health”. The applica-
tion of the derogation in article 39(3) EC is governed by Directive

" According to article 14(2) EC, the internal market “shall comprise an area without internal

frontiers in which the free movement of goods, persons, services and capital is ensured in
accordance with the provisions of this Treaty.”

A.P. den Exter. Lituvos Stomjimas I Eurepos Sajunga: Reiksme Nacionalinei Visuomenes
Sveikatos strukturai (Lithuania'’s future accession to the European Union: Relevance to
national health policy}. Svekates Aplinka 2000. Iss. 2: 6-10.

See. forinstance. social security regulation 1408/ 71 and reguladon 1612/68 on the freedom
of movement of workers.

EC] Reyners [1974] Case C-74, ECR 631.

9%
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64/221/EEC." The only diseases or disabilities that justify a refusal of entry
of workers, self-employved and recipients of services are those listed in an
annex, article 4 of the Directive. This exemption cannot be used by
Member States to restrict access to the medical profession, or branches of
the medical profession, as a whole.”” The free movement of persons
provisions are directly relevant for health professionals who wants 1o enter
the employment markets of the European Union. In view of the barriers
erected to the mobility of (health) professionals, the Council has issued
various Directives regulating the mutual recognition of professional
qualifications. The objective of the general system is to promote the free
movement of persons within the EU by establishing procedures to ensure
that persons wishing to practise a profession in another Member State do
not have to repeat their training. The basic principle of this system is that
the host Member State cannot refuse access to a regulated profession to
a national of a Member State who is fully qualified for that profession in
his home Member State. Approximation of EC legislation requires that
acceding countries shall have to transpose mutual recognition of qualifica-
tions in the health field, applying to doctors, dentists, pharmacists, nurses
and midwives.”® As a consequence of these Directives, national competent
authorides giving authorisation t© health professionals practising within
their territory are obliged to recognise the qualifications obtained in
another Member State.

b

CJ 1964 no 56, p. 850. Council Directive 64/22]1 Council Directive 64/221/EEC of
25 February 1964 on the co-ordinadon of special measures concerning the movement and
residence of foreign natonals which are justified on grounds of public policy. public sceurity
or public health.

Case C 131/85 Gil/Regierungsprasident Dusseldorf [1986] ECR. p.1573. no. 17.
Directives 75/362/EEC and 75/363/EEC Q] 1975 1.167/1 and O] 1975 L 167/ 14 Dircctives
78/686/EEC O 1978 L223/1 and 78/678/EEC O] 1973 L233/10; Directives 85/432/EEC
Of 1985 L 2553/34 and 85/433/EEC O] 1985 L 253/37: Directives 77/4562/EEC Of 1977
L176/1 and 77/453/EEC Qf 1977 L 176/8: Directives 80/154/EEC Of 1980 L33/1 and
80/155/EEC O] 1980 L 23/8. The first Directives (75/362/EEC and 75/363/EEC) have now
been repealed and consolidated, with various amendments for different specialities in Council
Directive 93/16/EEC O 1993 L. 165/ 1. Besides establishing minimur raining requirements,
this directive also aims to establish rules regarding the exchange of informaton between
Member States’ licensing/ disciplinary authorities about physicians who have provided
substandard treatment due to professional misconduct. In practice, however, there is litde
evidence that the Directive has been succeeded in promoting mobility among health
professionals within the EU. There are numerous differences between the Member States
in the area of education, authorisation and disciplinary and compensatory procedures. For
instance, MemberStates face problems in keeping records of problemartic health professionals
and the issue of liability in cases where competent authorities were unable to enforce aspects
of Directive 93/16. Segest, E. Consumer Protection and the free movement of medical
practitionersin the European Union. EJFL 4:269 At the moment, Directive 93/16 15 subject
of further amendments.
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Besides these specific branch directives, other health professionals mayrely
on the general “newapproach” directives tha facilitate a general system for
the recognition of diplomas (Directives 89/48/EEC and 92/51/EEC).”"
Directive 89/48 applies where the diploma requires at least equivalent of
three years' full-time study at a university or similar institution. Directive
92/51 applies where the profession requires a postsecondary course at least
equivalent to one year’s full-time study. Implementing both directives
means, mier alia, that Member States’ competent authorities set up a
procedure for examining an applicant to pursue a regulated profession.
Failing to transpose the directives may produce a directimpact on citzens
experiencing difficulges in gaining access to their profession.

Apart from its relevance to health professionals, the free movement
provision is also applicable to consumers. Since the free movement is not
restricted to “workers”, also relatives, tourists and other categories of EU
citizens (such as self-employved persons and pensioners and the members
of their family™ can make an appeal to benefit from this provision. Article
22 of co-ordination regulation 1408/71 in conjunction with article 48 EC,
entitles EU citzens, inler alia, to pre-authorized care (the socalled E112
procedure).”'* Comparative research on these categories of cross border

O] 19891 18/16/EEC: O 1992 L. 209,/25/EEC. Directive 89/48 has now been supplemen-
ted by Directive §4/38 O 1994 L 217/8/EC. Instead of attempting to harmonise by
profession, known as the sectoral or “vertical” approach. the Commission was henceforth
to adoptageneral or “horizontal” approach, based not on harmonisaton but on the mutial
recognition of qualifications.
Judgement of 31 May 1979, Case 182/78, Pierik II, ECR 1979, 1977.

The full text of Article 22 (O] No L0238 p. 21-22, 1997/01/30 reads as follows:

1. An employed or self-employed person who satisfies the conditions of the legislation of the
competent State for entidement to benefits. taking account where appropriate of the
provisions of Article 18. and:

(a) whose condition necessitates immediate benefits during a stay in the territory of another
Member State; or

(b) who, having become entitled to benefits chargeable to the competent insttution. is
authorized by that institution to return to the territory of the Member State where he resides,
or to transfer his residence to the territory of another Member State; or

(c) who is authorized by the competent instinution o go 10 the territory of another Member
State to receive there the trearment appropriate to his condidon, shall be entded:

(i) 1o benefits in kind provided on behalf of the competentinstitution by the instiruton of
the place of stay or residence in accordance with the provisions of the legisladon which it
administers, as though he were insured with it: the length of the period during which benefits
are provided shall be governed, however, by the legislation of the competent State:

{ii) to cash benefits provided by the competent institution in accordance with the provisions
of the legislation which it administers, However, by agreement between the competent
institution and the insttution of the piace of stay or residence. such benefits may be provided
by the latter insttuton on behalf of the former. in accordance with the provisions of the
legislation of the competent State.

2. The authorization required under paragraph 1 (b) may be refused only if itis established
that movement of the person concerned would be prejudicial to his state of health or the

s
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care hasrevealed several importantshortcomings and lessons forapplicant
countries.””’ The main problem for acceding countries confrented with
cross border health care, ishow to regulate and finance these types of care.
More then the current Member States, most candidate countries fear
substantial flows of patients due to lacking facilites and/or (possible)
divergence in quality. Whether or notjustified, this fear has been strength-
ened by the latest Court of Justice rulings simplifying cross border health

care.

104

Jul}

' The necessary legal conditions to regulate patient mobility are set

receipt of medical reaunent. The authorization required under paragraph 1 (c) may not
be refused where the treatment in question is among the benefits provided for by the
legislation of the Member State on whose territory the persen concerned resided and where
he cannot be given such weatment within the time normally necessary for obtaining the
weatment in question in the Member State of residence taking account of his current state
of health and the probable course of the disease.

3. The provisions of paragraphs 1 and 2 shall apply by analogy 10 members of the family of
an employed or selfemploved person. However. for the purpose of applying paragraph 1
(a) and {c) (i) to the members of the family referred to in Article 19 {2) who reside in the
territory of a Member State other than the one in whose territory the employed or self-
employed person resides: (a) benefits in Kind shall be provided on behalf of the insttution
of the Member Stte in whose territory the members of the family are residing by the
institution of the place of stay in accordance with the provisions of the legislaton which it
administers as if the employed or self-employed person were insured there. The pertod during
which benefits are provided shall. however. be that Jaid down under the legislation of the
Member State in whose territory the members of the family are residing: (b) the authorizatdon
required under paragraph 1 (c) shall be issued by the institution of the Member State in
whose territory the members of the family are residing.

4. The fact that the provisions of paragraph 1apply to an employed or self-cmployed person
shall not affect the right to benefit of members of his family.

Apart from the pre-authorised care (initiated by a so~called E112 or E112+form}, Regulartion
1408/71 discerns two other types of cross border care, viz, migrant workers. i.e. workers and
their family members residing in another member state than that in which they work (Art.
19, Regulation 1408/71). As a special cazegory. fronter workers (defined by Article 1(b) of
Regulation 1408/71 as “any employed or seif-employed person who pursues his occupation
in the territory of another member state to which he returns asarule of daily or atleastonce
aweek”) within the EU benefits from a double access to health care. that is both in the state
ofresidence and work at the same time. They have aright to health care covered in the state
of residence as though they were insured there. on behalf of the competent state (Article
20. Regulation 1408/71). To initiate this right in a residence state a socalled E106 form is
issued, The third category of cross-horder care provided access 1o health care abroad in
urgenst situations, e.g. applied for tourists and short-term business mobility. To initdate the
right to health care in these situadons an E111 form is used. Hereafter, the discussion will
be focussed on (barriers on) pre-authorised care since the legal and financial implications
of this type of cross-border care are expected the most severe.

R Leidl (ed.) Health Care and its Financing in a Single European Market. IOS Press
Amsterdam 1999.

E.g.. cases C-120/5 Decher [19981 ECR I-1831 and C-158/96 Kokl [1998] ECR 1951, The
European Court of Justice overruled the pertnent Luxembourg reguladons, which made
reimbursementby the social security system of medical services provided in another Member
State —respectively orthodontc treamment and the supply of specracles— conditional on prior
authorisation. Howcever. it cannot be exduded that, for instance. the risk of seriously
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by regulation 1408/71, article 22.' Although Member States authorities
are authorized to define the conditions for enutdements, an over-restricted
interpretation of article 22{1) (a} would “cause asignificant obstacle to the
freedom of movement of persons whose conditions necessitates continuous
and regular medical treatment such that they will be likely to require
immediate benefitsin the event of a stayin the territory of another Member
State.”'" Regulating patient mobility also requires an adequate authoriza-
tion policyadopted by (secondary) law, including relevant procedures used
when patients claim health care in a host Member State. If not adopted in
national (health} law, acceding Member States can be accused of breaching
EC law.'” Further lessons, drawn from relevant court rulings show the
relevance of non-discrimination between (non-)nationals,'”° categories of
insured such as “workers” aswell as pensioners and selfemployed.'” Since
the Decker and Kokl rulings, on several occasions, the Court has been
confronted with the legitimacy of pre-autherization in view of internal
market principles.'™ A negative answer. i.e. pre-authorization violates the
free movement principles, would threaten Member States” competence to
regulate cross border care and consequently may open the borders for
increased flows of patients and services. Current data on cross border flows
do not seem to confirm this assumption, at least not for all EU countries
in the same extent.'” As regards cross-horder care between Member States

undermining the imancial balance of the social security system may constitute an overriding
reason in the general interest capable of justifying a barrier to the fundamental principle
of freedom to provide services (C-120/5, no. 39}, These rulings remained several questions
unsolved, for instance, whether articles 5 and 60 also prohibits the pre-authorization of
hospitalisations abroad. This question has been answered in the “Smits/Peerbooms” case.
Supranote 99.

Administrative Commission. quoted by Leid] o.c.2 329,

Suprap. 167.

ECJ Rover Rec. 1976, no. 48/753, p. 497 and more recently, case C-411/98 Falini v. Cenire
Hospitalier de Luxembourg, 3 Octeber 2600. In this case, the Court ruled that the application,
on 2 unilateral basis, by a group of healthcare providers to EC officials of scales of fees for
medical and hospital matemity care which are higher than those applicable to residents
affiliated to the national social security scheme constinuges discrimination on the ground of
nationality prohibired under Article 12(1}) EC, in the absence of objective justification.
C-215/90, judgement 31 May 1979, Twomey v. United Kingdom Rec 1992, p, 111823,

Infra Smits/Peerbooms, Vanbrackel and Maller-Fauré/Van Riet

In a recent study that analysed the implications of recent rulings on the coordination of
health care protection systems itwas concluded that the financial impact of cross border care
within the European Unicn remains very marginal. This is born out year after year by the
financial reports drawn up by the Audit Commission for the Administrative Commission.
On average, cross-border care within the framework of this coordination system represents
only 0.3 — 0.5 percent of total public health spending, or under 2 Euro per inhabitant, J.
Hermesse. The opening of frontiers to patients. What economic consequences? in: Health
care without frontiers in the European Union? Free movement of geods and services in the
health care sector, Proceedings of the Intermational Symposium, Luxembourg 18 November
AlM. 1993: 19-53: quoted by W. Palm, J. Nickless, H. Lewalle, A. Coheur. Implications of
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and candidate countries, no reliable data have been found. Butitis likely
that a (partal) withdrawal of the pre-authorization procedure can have
considerable financial consequences to candidate Member States facing
substantial numbers of migrating citizens to other member states.''” or
patients requesting health care abroad due to differences in quality. Apart
from the “fear” of numbers of patients flowing abroad, the rulings may have
even greater implications on the organisation, operation and management
of the (candidate) Member States’ health care system. One of the greatest
concerns 1s that it would no longer be possible to exclude (private)
providers from the system of social protection. In countries where, in the
context of social protecdon, care is provided by a limited number of
contracted providers, private providers have expressed particular interest
in the Deckerand Kohilrulings. They mightrefer to the decisions of the ECJ
to claim reimbursement for their services provided to patients who are
covered under the social health protection system.

The Court confirmed the Decker and Kohilreasoning in a more recent
ruling the “Smits/Peerbooms "case.! In this mixed case, the European Court

recentjurisprudence on the coordination of health care protection systems. General report
produced for the Directorate-General for Employmentand Social Affairs of the European
Comumission, Association Internaionale de la Mutualité (AIM). Brussels, May 2000: 36-37.
In 1998, there are around 3 million Central and Eastern Europeans legally resident in the
EU. J. Nickless. Kohll and Decker: a new hope for third-country nationals. Eurohiealth 1999,
Tss. 1+ 20.

Geraerts-Smits/Peerbooms v. Slichting CZ Groep Zorguerzekeringer. (C-157/99) ., European Court
of Justice, 12 July 2001. The mixed Smits/Peerbooms judgement concerned the refusal of
a Dutch Health Insurance Fund to reimburse the costs of hospitalisation in another EU
Member State. Mrs Smits, suffering from Parkinson s disease, was reated in & German private
hospital without the prior approval of the Dutch Health Insurance Fund and Mr Peerbooms.
apatientina coma, who did not satisfy the conditions for admission to two Dutch hospitals,
was given intensive treatment in an Austrian private hospital. Dutch legislation stipulates that
patdents must obtain prier authorization before receiving medical treatrnent. either in The
Netherlands or abroad, in hospitals that are not part of the national health system. and the
authorites considered that in these ™o cases, the treaument received abroad had no
advantage compared with the treatment avajlable in the Netherlands. In his Opinion. the
Advocate-General of the ECJ, Ruizfabaro did not consider that health care is a service as
defined in the Treaty (para 49). The prior authorization procedure therefore does not violate
the Treaty. In case the Court would not accept this argument. which appeared the case. the
A-G concluded that the Court should consider prior authorization as a necessary and
proportionate instrument to maintain the financial balance of an equitable accessible system
of health care services to the entire population (para 72). At the same day (12 July 2001).
the Court ruled in another “prior authonzation™ case, although the questden primarily
focused on the applicable reimbursement tariff, Vandraskel v. Alliance nationale des mutualités
chrétiennes (C-368/$8)}. In this case, the Belgian mutual health fund had incorrectly refused
prior authorizadon for an orthopedic reatment in France. The wansferring court. having
already ruled that it was illegitimate to refuse authorization, made 2 preliminary ruling to
the ECJ concerning the applicable reimbursement wriffs (higher Belgian or lower French
tariffs}, explicitly referring to the Kohll judgement. Here, the Court ruled that in case of
unfounded refusal of the competent institution, the person concerned is entided to be
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concluded that Community law does not, in principle, preclude a system
of prior authorization (para. 82). The approval of such authorization must
be justified with regard to the overriding considerations examined
(guaranteeing a rationalised, stable, balanced and accessible supply of
hospital services) and satisfy the proportionality requirement. In casu, the
possible risk of seriously undermining a social security system’s financial
balance, mayconsttute ajustified barrier to the free movement of hospital
services.'”” Different from Decker and Kohil, the Court accepted such a
justification in case of non-contacted hospital services. Despite the
acceptance of the prior administrative authorisation procedure, the
domestic authorisation conditions must, however, be based on “objective
non-~discriminatory criteria, which are known in advance” (para. 90). In
the disputed Dutch situation, this was not the case.'”

Although the Court upheld the Dutch contracting system, the pre-
authorization as applied by the Dutch authorites was criticised by its
(potenual) discriminatve effect.’” Therefore. the Court set rules that
Member States should respect when using their discretionary competences
determining the conditions governing entitlements to benefits. Member
States should apply the pre-authorizaton procedure consistently and that

reimbursed directly by the competent institution, in casu the Belgian mutualité, by an amount
equivalent to that which would have been borne by the institution if authorization had been
properly granted in the first place (para 53). Otherwise, if a patent would be guaranteed
a lower reimbursement than in his home state, this would deter, if not prevent him from
looking to health care abroad. For— the heirs of — Mrs Vanbrackel this meant a profit of the
difference between the Belgian and French taniffs.

Conform the Kehll ruling, the possible risk of seriously undermining a social security system's
financial balance may justfy barriers to freedom to provide medical services. In the context
of hospital services, according to the Court. it is well known that the number of hospitals,
their geographical distribution, the mode of their organisation and the equipment with which
they are provided are all matter for which planning must be possible (para. 76). The aim
of ensuring sufficient and permanentaccess to wide range of hospitals and the need for cost
conwminment in the social security system, justify prior authorization” {para. 80).

The actual Dutch system of sickness fund insurance enacted a general legal rule under which
the costs of medical weament wili be assumed provided that the treatmentis “normal in the
professional circles concerned™. This expression is however open 1o a number of interpretari-
ons, depending. in partcular. on whether it is considered normal only in Dutch medical
circles, which seems 10 be favoured by the nadoenal court. The Court decided that to allow
only wreatment habirually carried out on national territory and scientfic views prevailing in
national medical circles to determine what is or is not nonmal, will not offer those guarantees
{objective, non-discriminatory criteria, knownin advance and not used arbitrarily) and will
make it likely that Dutch providers will always be preferred in practice (para. 96).

In the case where treatment is sufficienty oied and tested by international medical science.,
refusal of the prior autherization cannot be justified. Further. to satisfy the normal-criterion
it must take into consideration all the relevant available information. including, existing
scientific literamure and smdies, authorised opinions of specialists and the fact thar the
proposed weatment is (not) covered by the sickness insurance systern of the Member State
in which the treatment is provided {para. 98).
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padents cannot be denied health care abroad arbitrarily (i.e. non-discrimi-
natory, transparent procedure, thatis subject to appeal); the criteriashould
be “Euro-speak”.’”® For patients entided to benefitin-kind services, the
ruling means that it should be just as easy to receive medical weatment
from a foreign non-contracted provider as it is to obtain from a non-
contracted provider in the country of insurance. As such, the Court’s
interpretation of communal pre-authorization conditions created new
opportunities for an extended access to health care abroad."’* Nonetheless,
the fear of increased flows of patients seems rather unfounded since the
Court argued that authorization can be refused on the ground of lack of
medical necessity “only if the same or equally effective treatment can be
obtained without undue delay at an establishment having a contractual
arrangement with the insured person’s sickness insurance fund” (para 108).
It means that in case of sufficiently contracted hospital services, the
insured’s request for authorizing trans-border care will be unsuccessful.’'’

Apart from a future right to access to cross-border care based on ECJ
rulings, respectively the EC Treaty, itis questionable whether the applicable
Europe agreements may already invoke such a right since the Europe
agreements are part of Community law."” The Europe agreement makes
provisions for workers, the self-employed and service providers. In this
respect, itis modelled on the EC Treaty, dividing into the same categories
types of economic activity carried out by, infer alie, natural persons. With
regard to the cross-border care discussion, the inclusion of provisions on
movement of natural persons is relevant, in particular the co-ordination

115

Nickless, J. Smits/Peerbooms: Clarification of Decker and Rohll? Eurchealth 2001, Iss. 4: 9.
Temmink, H.A.G. Kronick van het BEuropees recht (in Dutch). Nederlands furistenblad 2001,
Iss. 31: 1502,

Ar this moment, two more or less identical Dutch cases are pending for the Court, Miller
Fouri/Van Rist v. OZ Zorguerzekeringen and Onderiinge Waarbergmaatschappij ZAG (C-385/99).
Given the similarities with the “Smits/Peerboorns™ case, it is not unlikely that the Courtwill
consolidate its previous reasoning. Both in Miller-Fauré and Van Riet. the Cenmal
Administratve Appeal Court (CRvB) requests a preliminary ruling on prior authorization
of hospital care in view of arucle 49 and 50 EC. In these case, the national court explicitly
questions whether a hospital admission and treatment abroad without prior authorization
can justifya restricdon of the freedom of movement of services {in view of the risk of seriously
undermining the financial balance of a social security scheme). The case of Maller-Faurd,
in which the patient deliberately requested dental care during herholidayin Germany, could
reveal whether the priority given to contracted providers would also be upheld forambulatory
medical services- This case s important because of an increasing perception that provisions
for emergency care (certfied by E111) are actually being used to by-pass the restrictive
pelicies with respect to non-emergency health care. Mountford, L. Health care without
frontiers? The development of a European market in health services? London, Office for
Economics, 2000. quoted by Mossialos, supra note 70, chapter 3.

Art. 310 EC. ex Art. 238 in conformity with the procedure set outin Article 300 EC. ex Article
238,
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of social security systems. Article 38 EA states that workers of the Polish
nationality, legally employed in the territory of a Member State, and the
members of their family, legally resident there, are (conditionally) entitded
to benefitmedical care in that concerned Member State.!'” In accordance
with the Europe agreement, by analogy of regulation 1408/71, the
Association Council, shall adopt the appropriate provisions to implement
the co-ordination of social security systems (Article 39). Different from
regulation 1408/71, however, the Europe agreement restricts the enttle-
ment to cross-border health care for Polish workers by subjecting it to “ the
conditions and modalities applicable in each Member State™ ™ Such impediments
can also be found in Europe agreements with Hungary and the Czech
Republic. In contrast, agreements with third countries, such as Morocco,
Tunisia and Algeria do notinclude similar workers’ freedom of movement
obstacles.”” Can Polish workers, by analogy of regulation 1408/71, claim
access to cross-border care by virtue of Article 38 irrespective national
conditons set by Member State? In the Polydor case, the European Court
of Justice ruled that it would not necessarily apply the same interpretation
to a trade agreement that it would to an identcal provision of the EC
Treaty, which depends on “the purpose and nature of the agreement™.'>
Although the scope of this restriction is highly undefined, the ultimate
purpose of the Europe agreement is full integratdon in the European
Community (Article 1). Realisation of the internal market, ergo removing
free movement barxiers, is a conditio sine qua non of full integration. In the
light of this “purpose” test, a similar interpretaton of the Europe agree-
ment, at least concerning freedom of movernent of workers seems likely.
In consequence, discriminatory obstacles by nationality, such as the
“conditons and modalides™ in the context of social security may create an
illicit restriction, prohibited by European law. The consequences of such

Mutatis mulandis Europe agreement Hungary and the Czech Republic.

Article 38 Europe agreement Poland.

EECMorocco Co-operadon Agreement Councdil Reguladon (EEC) No 2211/78, 26 september
1978 O] L264/1. Such a provisio was not inserted because of the far reaching consequences
of such provision arising from the Kziberjudgement (C-18 /90 ECJ Office National de L Emplot
v Kziber 1991 Rec p. 1-199). Bahia Kziber, a national of Morocco, lived in Belgium, After
finishing her studies, Kziber applied for unemployment benefits which were denied her.
According to the Belgian Office of Employment, the basis for the denial was her Moroccan
naticnality, Kziber appealed the denial citing Article 41 of the Co-operation Agreement
between the EC and Morocco. The ECJ gives direct effect to dispositions of international
agreements if the contain a clear. precise and unconditional obligaton and if the objectives
of the agreement sustain that interpretation. The Court then examined the possibility of
direct effect of article 41(1), looking at the terms. nature and object of the agreement and
found a clear, precise and unconditional obligadon in ardcle 41(1).

C-270/80 Judgement of 09/02/1982, Polyder vs Harlequin. European Court Reports 1982,
no. 16, p. 329.
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an interpretation is that workers from candidate countries have an
enforceable right to cross border care analogous to regulation 1408/71.
In the European law literature, several commentators argued a uniform
and consistent interpretation of the European agreements with the EC
Treaty.”” The addition of the “conditions and modalities” provisio relating
to national law raises serious questions as o whether the non-discriminagton
right can be directdy effective. Until the Court of Justice clarifies the
meaning of the provisic it may be premature to suggest a mutatis mutandis
application of the jurisprudence relatng to the Maghreb agreements.'™

The Court gave that clarification in three recent judgements by denying
a Maghreb conform interpretation, although the rightinvoked concerned
the right of establishment of non-EU nationals within a Member State.'™ In
this partcular case, the Court was asked essentially whether the right to
establishment (article 44, section 3 EA) is directly applicable and whether
restrictions imposed on the right of establishment by the UK's immigration
legislation are compatible with the conditions set out in article 38(1) of
the agreement (para 28).**With respect to article 44(3). the Courtapplied

E. Guild {¢d.) The Europe Agreements: The Rights to Establishment in the Central and
Eastern European Agreements in: The Legal Framework and Social Consequences of Free
Movement of Persons in the European Union. Kluwer Law Int¢rnational, The Hague 1999:
128. 8. Peers. An ever Closer Waiting Room? The Case for Eastern European Accession to
the European Economic Area. CMLR 1995, Iss. 1: 210,

Guild, ¢0.¢.: 130 referring to the non-discrimination provision without the limitation of
national discretion contained in the Morocco Agreement Babahenini C-113/97 judgement
of 15 January 1998 Bebahenini v. the Belgian State. £C 1998, p. 183,

Judgements of the Court in Cases C-63/99, The Queen and Secrctary of State for the Home
Depariment v W. Gloszezuk and E. Gloszezuk, mutatis mutandis C-257 /99, The Queen and Sccretary
of State for the Home Department v. Barkoc and Malik, and C-235/99. The Queen and Secrelary of
State for the Home Depariment v Kondova, 27 seprember 2001 on the interpretation of Articles
45 and 59 of the Czech Europe agreement. The gquestions have arisen in a dispute between
Czech nationals. and the UK Secretary of State for the Home Deparunent in respect of two
decisions by which the latter refused to grant them leave to enter the United Kingdom.
According to the Court, article 45 EA lays down a precise and unconditional principle which
is sufficiently operatonal to be applied by a natonal court (ergo. direct effect) . Nonetheless,
the authorities of the Smate concemed remain conditonally competent to apply to those
nationals their own national laws and reguladons regarding entry, stay and establishment,
in accordance with Article 59(1} of that Agreement (farg 39). This interpretaton was
confirmedin C-268/99 Malgorata Jary and othersv. Staaissecretaris van Justitic, of 20 november
2001 in which Polish and Czech nationals contested the dismissal of the Dutch Secretary of
State on the merits of their objections to his earlier decisions refusing them residence permits
o ¢nable them 1o work as self-employed prosdtutes {para 28-31). See also Van QCoik. who
subscribes the direct effect of the EA freedom of establishment. RH. van Ooik. Case law.
The Jany ruling and prostitution as economic activity (in Duwch}. NTER 2002, Iss. 1-2 . pp.
2-3and R. van Ooik and H. Staples. Directappeal on Europe Agreements by East-European
self-emploved (in Dutch). NTER 2001: 313-319.

Article £4(3) of the Associagon Agreement provides: "Each Member State shall grant, from
entry into force of this Agreement, a treatment no less favourable than that accorded to its
own companies and natienals for the establishment of Polish companies and natonals as
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the “wording, nature and purpose” test and ruled that *within the scope
of application of that Agreement, article 44(3) establishes a precise and
unconditional principle which is sufficiently operational to be applied by
anational court which is therefore capable of governing the legal position
of individuals” (direct effect thus). But “nowmwithstanding the fact that the
authorites of that State remain competent to apply to those nationals their
own national laws and regulations regarding entry, stay, and establishment,
inaccerdance with article 58(1) of that Agreement” (para 38). The Court
therefere did not follow a Maghreb conform interpretation given the
difference in purpose between the EC Treaty and Association agreement.™
“A mere similanty in the wording of a provision of one of the Treaties
establishing the Communities and of an international agreementbetween
the Communpity and a non-member country is not sufficient to give to the
wording of that agreement the same meaning as it has in the Treaties”
(para 48)."* It follows from the wording of article 58(1) that the rights of
entry and residence are notabsolute privileges, inasmuch as their exercise
may, where appropriate, be limited by the rules of the host Member State
concerning entry, stay and establishment of Polish natonals (para 51).
The Court further examines whether the restrictions imposed on the
right of establishment by the host Member State’s immigraton legislation
are compatible with the conditon setoutin article 38(1), i.e. notrestricting
these rights in any unreasonable or excessive way. In casu, the Court
answered this queston by determining whether the immigration rules
applied by the competent natonal authorides are appropriate for achieving
the ohjective in view or whether they constitute measures which would
strike at the very substance of rights which article 44(3) grants, by making
exercise of those rights impossible or excessively difficult {para 56).
Alithough the concemed cases involved the right to establishment, a
similar interpretation concerning free movement of workers is very likely
since article 58 refers to ttle IV, including conditions limiting both the

defined in Article 48 and shall grant in the operation of Polish companies and nadonals
established in its territory a treatment no less favourable than that accorded to its own
companies and nationals”, whereas article 58(1) reads: “For the purpose of Tide IV of this
Agreement. nothing in the Agreementshall prevent the Parties from applving their laws and
regulations regarding entry and stay, work, labour conditions and establishment of natural
persons, and supply of services. provided that, in so doing. they do not apply them in a
roanner as 1o nullify or impair the benefits aceruing to any Party under the terms of a specific
provision of this Agreement [...]7.

The Associatdon Agreement is designed simply to create an appropriate framework for the
Republic of Poland’s gradual integration into the Community, with a view to its possible
accession, whereas the purpese of the Treaty is to create an internal market, establishment
of which involves the abolition, a3 between Member States. of obstacles to the free movement
of goods, persons. services, and capital (para 50).

¥ Conform Polydor and RSO Records, para 14-21.
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freedom of movement of workers and services. Therefore, in case Member
States” social insurance legislation do notrestrict cross-border carein “any
unreasonable or excessive manner’, residents from applicant countries
cannot claim such a right by virtue of the Europe agreements.

Free movement of services

The second freedom applicable to the health sector is the right to provide
services within the Community.'® The principle of freedom of movement
of servicesis regarded as a fundamental principle, designed as 2 fundamen-
tal Community right. In the Smits/Peerbooms case it was already decided
that the provisions of freedom to provide services are applicable to medical,
notably hospital services.”™ In this respect, it did not follow the opinion of
the Advocate-General arguing the payment element. According to the
Court, this argument cannot be upheld. Itis settled case law that medical
activities fall within the scope of Article 50 (ex Article 60) of the Treaty,
there being no need 1o disdnguish in that regard between in and out-
patient health care {para 53)."” Moreover, the special nature of certain
services does not remove them from the ambit of the fundamental
principle of freedom of movement (para 54). Neither the fact that hospital
weatment is financed directly by the sickness fund on the basis of agree-
ments and pre-set scales of fees (para 56). This being said, it can be
concluded that the Decker and Kohlljudgements cannot be considered as
an rare incident.

In additon to the competition principles, they affect recent market
reforms of health care systems. The introduction of marketforcesin health
care raises the gquestion of whether EC competition principles are applica-
ble in traditional public law activities, such as social health insurance. Two
of the most important provisions covering competition in the EC Treaty
are articles 81 and 82 of the Treaw (ex articles 85 and 86 EC). These
provisions forbid “all agreements between undertakings, decisions by
associations of undertakings and concerted practices which may affect trade
between Member States and which have as their object or effect the
prevention, resiriction or distortion of competition within the common
market”, artcle 81 (1). Whereas “anyabuse ... of a dominant position within
the common market or in a substantial part of it shall be prohibited as
incompatible with the common market insofar as it may affect trade
between Member States.” Assessing the impact of health system reform.,

124

Ardeles 49-55 EC Treaw.

In other contexts this is already standing procedure (Grogan C-159/90 [1991] ECR 14685,
para 18: Bond van Adverteerders and others Case 352 /85 [1988] ECR 2085, para. 16 and jJointed
Cases C-51/96 and C-191 /97 Deliuige 12000] ECR 1-2549. para. 56).

Supranote 111.
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EU Member States have introduced greater competition into the public
field of health care, through the creation of socalled quasi—ma.rkets.w"’ Such
markets are characterised by increasingly (collective) contractual relation-
ships between payers and providers and an increase of various “managed
compedton” elements (free choice of provider/insurer}. Itis however not
unlikely that the EC anti-cartel provisions are also applicable to the health
care sector, irrespective the legal status of the entity and the way in which
it has been financed. The central issue here is whether the concept
“undertaking” is applicable to social health insurance funds such as
Sickness Funds."™ According to the ECJ case law, the basic principle
underlving this case was the use of the concept of solidarity to perform a
social objective under supervision of the state without making any profit.
Butincreasing reliance on the market and privately financed health care
services may make social health insurance funds subject to EC competition
rules. “When solidarity elements are replaced by an equivalent principle
by which premia are fixed in relation to the degree of risk, the social
insurance becomes increasingly blurred and even can take the feature of
private insurance. Too sharp an increase in, for example, the non-income
related part of the premium (the nominal premium) could cause social
health insurance to lose its original character”.”™ '

The Impact of Market Forces on Health Systems. A Review of Evidence in the 15 European
Union Member States. European Health Management Association, Dublin, March 2000: 51.
C-159/91 and C-160/91 Judgement of 17 February 1993, Poucet and Pisirev. Assurance génerales
de France and Caisse mutuelle 1993 p. 1637, From this case, a number of criteria has been
distilled allowing the fulfilment of a social objective: the insurance islegally valid: the insured
person has a legal claim to health care: premia are levied on the basis of solidarity; open
enrolment for evervone, and the system Is directed towards a social objective. In case of a
posidve answer, the prineiple of solidarity is applicable and thus the activity was noteconormnic
and the entity could not be considered as an undertaking, Ergo, the system of social health
insurance can. for a large part, be withdrawn from the scope of the EC Treaty, H. Hermans,
I Tiems. Convergence in the Dutch Health insurance: Possibilities and Obstacles in a
European Perspective  Eur. [, of Law and Economics 1997, Iss. 41 378-379. See also, A
Wintersicin. Nailing the Jellyfish: Social security and Competition Law. ECLR 1999, Iss. 6:
329-331.

Hermans and Tiems o.c: 379, Such a development can be observed for instance in the
Netherlands, The Durch And-Cartel Authority (NMa) concluded that sickness funds
purchasing health care services based on the Sickness Fund Act can be considered as
“undertaking” in the sense of the Anu-Cartel Act since they purchase a good or service at
a market, i.e. an “economic activity” (NMa Decision no. 1165, ANOZ Verzekeringen
29 december 1998, RZA 2000. 132). Whereas providing health insurance, they are exposed
to financial risk due 1o freedom of contracting providers and restricted discretion in premium
setting. In that case, sickness funds can also be considered as “undertaking” despite their
social character.

In more recent rulings. the ECJ held thar a non-profit making organisation which managed
a pension scheme intended to supplement a basic compulsory scheme, established by law
as an optional scheme and operating according to the principle of capitalisadon. was an
undertaking within the meaning of article 61 (ex 85) et seq. of the Treaty. This is clearly
conuast 1o Poucetand Pisire. Optional affiliation, application of the principle of capitalisation
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Since the inwroduction of social health insurance early 1990s, accession
countries have evolved new types of purchasing mechanisms including
quasi-markets.'” A serious threat however, is the absence of stable relations
between well-established payvers and providers. The dominant role of
certain market actors and absence of effecdve anti-cartel legislation may
hinder the entrance of new market actors. In the light of future accession,
these countries should be aware of the potental consequences of EC
competition law on their social security system, in particular the impact of
introducing market elements in newly established social health insurance
funds."” Of further relevance is the impact of the “Third Insurance
Directives”, in particular the “third nonlife insurance Directive”

(financial risk) and the fact that benefits depended solely on the amount of the contributions
paid by the beneficiaries and the financial results of the investments made by the managing
organisation implied thar that organisation carried out an economic a¢tivity in competition
with life insurance companies. Neither the social objective pursued, nor the fact thar it was
a non-profit making, nor the requirement of solidarity, nor other rules concerning, in
particular, the restriction to which the managing organisation was subject in making
investments altered that fact that the managing OTganisation Was CAITYIIE O an eConomic
acavity. FéderationFramcaise des Sociétés d Assurance Case T-106/95 Judgement of 27 February
1997 EC 1997, p. 11229, quoted in: Albany Intenational v. Stchiing Bedrijspensioenfonds
Textielindustric C-B7/96 Judgement 21 september 1999 EC 15751 para. 79: Brentjens”
Handelsonderneming v, Stichting Bedrijfspensioenfonds voor de Handel in Bouwmalerialen, Jointed
cases C-115/97 and C-116/97 and C-117/97 judgement on 21 september 1999 EC 1999 p.
1-6025; Drijvende Bokken v. Stichting Penstoenfonds voor de Vervoer- en Havenbedrifven G-219/97
Judgement on 21 september 1999 EC 1999 p. 6121, para 65-69: Paviov v. Stchiing
Pensicenfonds Medische Specialisten C-180/98 1o G-184,/98 judgement on 12 september
2000 para 7476,

After the ancientregime, virtually all applicant ¢ountries ingroduced social health insurance
legislation based on, art least officially, a purchaser-provided split. The latest amendments
introduced free cheoice of provider/insurer. including the right to switch insurcr and the
concept of selective contracting providers. However. free choice of insurer is absent in
Hungary {national health insurance, OEP).

Inadifferent seting the Court ruled that competition provisions are applicable to ambulance
services but that national (or local) autherides can refuse authorisation (o new operators
from running ambulance ransport services in a geographically limited area. The case
concerned Ambulanz Gléckner whoe obtined in 1990 authorization to provide a patient
transport service in Germany. In July 1994, itapplied for the renewal of its authorizaton to
the competent territorial authorities (Landkreis). Under the German 1991 law, those
authorities may refuse to grant such authorization if its use might have an adverse effecton
the funcdoning and profitability of the publicambulance service the operation of which has
been entrusted. as allowed under the law, to medical aid organisatons, The Landkreis refused
autherization since the existing emergency facilides provided by two other organisations were
not fully used. The German national court asked the Court of Justice whether the grant of
amonopoly over the transport of padents in a limited geographical area was compatible with
the Community rules on competition. The Court ruled that. although exising ambulance
services (providing both emergency and non-emergency transportation) may have a quasi-
menopoly over the transport of patients. the general cconomic interest task of transporting
padents entrusted to these organisations by law may justify a restriction or exclusion of
competition if that is necessary for the particular task concerned in order to achieve an
overall economic balance (para 65). Judgement in Case C475/99 Amibulanz Glockner v
Landkreis Stdwestpfuiz. 25 October 2001,
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(92/49/EEC)."* The “Third Insurance Directives” introduced a single
system for the authorization and financial supervisicn of an insurance
undertaking by the Member State in which it has its head office (article 4,
“home country control”). Such authorization issued by the home Member
State enables the insurance undertaking to carry outitsinsurance business
anywhere in the European Union. The directives also required Member
States to abolish controls on premium prices and prior notificaton of
policy conditions (“single licence system”). The main impact of the single
licence regime laid down by the “Third Directives” has been an increase
of competition within different national markets. The abolition of prior
approval of policy conditions and tariffs by supervisory authorities, which
was the rule in many Member States before the adoption of the “Third
Direcgdves”, has encouraged insurers to enter new markets, and so increased
compedtion.'” The “Third Directives” allow individuals and businesses to
buy insurance in another Member State. As such, the directives had a
liberalizing influence on the insurance market. In practice, insurance
undertakings may be unwilling, for commercial reasons, to enter into a
private insurance contract with a pelicyholder living in another Member
State. In the case of private health insurance, the third directive on non-life
insurance retained Member States special powers to regulate private health
insurance which can substitute the statutory system “wholly or in part”.'*
The Member State may also require prior notification of policy conditions
before such policies are marketed. The Irsh Health Insurance Actand the
Dutch Health Insurance Access Act were based on this exception. For
acceding countries, this exception will be of relevance particularly in case
of restricting the scope of social health insurance entdidements and the
introduction of mutual health funds. Given the need for cost containmment,
compulsory health insurance funds consider the exclusion of non-necessary
and non-effective health care services from the socialinsurance scheme. '™
These services could then be covered by private complementary health
insurance (reinsurance). The introduction of such a private complemen-
tary health insurance scheme within the social insurance scheme may partly

Officially Council directive 92/49/EEC of 18 June 1992 on the coordination of laws,
regulations and administrative provisions related 1o directinsurance other than life assurance
and amending Directives 73/239/EEC and 88/357/EEC.

Commission Interpretative Communication Freedom to Provide Services and the General
Good in the Insurance sector. European Cormmission Brussels, 2/2/2000 C(1999) 5046: 1.
M Article 54 directive 92/49/EC

"' Theintreducton of private insurance into the social insurance scheme is being considered
in the Czech Republic. whereas the Polish General Health Insurance Act (1999) already
anticipates on such a development (artcle 9 General Health Insurance Act). In the Czech
case, this raised the question whether or not the third non-life directive allows compulsory
health insurance funds to marketsuch a private insurance policy. Correspondence R. Kares
{(VZP) — A den Exter (EUR). January 2060.
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replace the statutory system and therefore falls within the scope of the
exception made in the nonlife insurance Directve. In that case, the
legislator can impede restrictions for the “reason of general good” to the
freedom of providing insurance services, for inmstance imposition of
standard clauses or minimum insurance conditions and clauses imposing
minimum levels of excess in insurance policies.'* Failure of setting these
condidons may encourage risk selection by private insurance companies,
consequently threaten access to certain health care services.'™ Finally, to
encourage free movement of services the rules of public procurement of
services should be mentioned. Public procurement, or the rules of public
purchasing of services has been regulated by the “*Public Services Directive”
92/50/EC."" Asaresult of this directive contracting authorites are obliged
1o award the listed services according to awarding (tender) procedures
(Artcle 10). The Directive means with contracting authorities: the State,
regional or local authorities, bodies regulated by public law, associations
formed by one or more of such authorities or bodies governed by public

The concept of the general good is based on the Court’s case law. [t was developed firstin
the context of the free movement of services and goods and was subsequently applied to the
rightof establishment. The Court requires thata national provision must satisfy the following
cumnulative requirements if it is validly to obstruct or limir exercise of the right of establish-
mentand the freedom to provide services: it must come within the field which has not been
harmonised: it must pursue an objective of the general good: it must be not discriminatory;
it must be objectively necessary: it must be proportionate to the objective pursued, and it
is also necessary for the general good objective not to be safeguarded by rules to which the
provider of services Is already subject in the Member State where he is established, In i
interpretative commuanication, the Commission has applied these principles to the Insurance
sector. Comunission Interpretative Communicadon. Freedom to Provide Services and the
General Good in the Insurance Sector. C(1999) 5046 Brussels, 2.2.2000, pp. 22 and 27-28,
In the light of market developments in social health insurance, it has been questioned
whether article 54 provides a sufficient legal basis to regulate complementary (private)
insurance (and mutual health funds). Given the solidarity problems, purchasing both basic
and supplementary insurance (France). a new generation insurance directives has been
suggested, a “fourth insurance directives™. In particular. the “fourth non-ife insurance
directive” should simplify and increase the minimum guarantee funds for reinsurance
purchased by primary insurers, creating a wider regulatory framework for human and social
risk insurance, binding on all insurers, in order to prohibit any selection of risks, to offer
permanent health insurance and to rule cut the possibility of any cancellation of contracts
due 1o age or stage of health. G.J.A. Hamilten, Towards a fourth generation of European
insurance directives. Association Internationale de la Mutualité (AIMS), Brussels, March 1999:
1-3. An alternative is the recognition for private not-for-profit social services. possibly by
introducing a general exception for such services on the basis of general interest in Article
16 of the EC Treaty. Opinion of the Economic and Secial Committee on private now-for-profit
social services in the context of services of general interest in Europe, CES 1120/2001.
12 september 2001,

EC/92/50, OJ L 209 0f24.7.92, p. 1 regulating the coordination of procedures for the award
of public service contracts. Lately amended by Directive 97/52/EC of 13 October 1997, Of
L328. p.1.
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law.'* In the field of purchasing health care services, this directive has also
consequences for statutory health insurance funds since theyare generally
considered as bodies “governed by publiclaw”. According to the directive,
such a body can be understood as “established for the specific purpose of meeting
needs in the general inlerest not having an industrial or commercial characier,
having a legal personality, and financed for the most part by the State, or regional
or local authorities, or other bodies governed by public law, or subject 1o management
supervision by those bodies, or having an administrative, managerial or supervisory
board, more than half of whole members are appointed by the State, regional or local
authorities or other bodies governed by public law. ™ Social health insurance
funds will comply these conditions, and thus fall within the scope of this
directive.'” Consequently, social health insurance funds will have to make
public their purchasing requirement as soon as possible after the beginning
of their budgetaryvear in the Official Journalof the European Communites.
The obligation to publish an indicative notice does not apply to contracts
thatare excluded by the Directive.' Since the contracting authority must
use the open or restricted procedure for the purpose of seeking offers, this
will mean that other (EU) service providers that offer a proposed service
contract can be invited to tender. Persons being harmed by an infringe-
ment of the award procedure may eventually award damages.

In the Tdgeljudgement, it became clear that this Directive is of direct
relevance to (candidate) Member States’ social health insurance funds.'™
Since the Directive falls under judicial review of the European Court of
Justice, individuals can directly complain at the Court about Member
States’ violations. Mr Tdgel, who had a licence to carry on a hirecar
business limited to the transportation of injured and sick persons, had been
repeatedly requested the regional sickness fund (“Niederdsterreichische
Gebietskrankenkasse™) for a contract, without success. The sickness fund
turned down the applicant’s request for a direct-charging contract on the
ground that that type of transport was adequately provided for under
existing agreements. Mr Tdgel complained that the contract at issue
concerned aservice covered by Directive 92/50/EC (AnnexIA) and that,
consequently, a public tender procedure should be carried out. The
applicable Austrian court requested the Court for a preliminary ruling,

M Ardcle 1(b) EC/92/50.

" Article 1(b) EC/92/50.

"7 Whether or not social health insurance funds are “financed for the most part by the state
can be questioned but they are supervised by public law bodies and therefore fulfil the third
conditdon.

Articles 47, eg., public services contracts in the field of defence, or below an estdmated
threshold of 200.000 ECU.

G-76/97 judgement 24 seprember 1998, Togelv. Niederdsterreichische Gebiciskrankenkasse EC 1998
p- I-5357.
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questioning whether the services as mentioned in the case had to be
classified as servicesunder the directive (AnnexI A} and contracts for such
services thus be awarded in accordance with the provisions of the
Directive.”” The Court answered this question positively, ruling that
“services consisting in the transportation of injured and sick persons with
anurse in attendance come within AnnexI A (Land transportservices) and
IB (heaith services), of the Directive, so thata contractis covered byarticle
10 of Directive 92/50/EC.”""" Moreover, since the provisions of the
Directive are unconditional and sufficiendy precise, individuals may directly
rely on those provisions against a State where thatitfails to implement the
directive in national law correctly. ™ The Directive, however, does notapply
retroacavely to existing public service contracts. Since the contracts were
concluded before the Directve came into force, Mr Togel could notclaim
termination or another intervention from the awarding authority based
on Community Jaw.'*

The implications for acceding countnes are, first and foremost, the
obligation to transpose the “Services Directive” in national law. In general,
this entails the establishment of procurement procedures for certain types
of publicservices contracts (artcle 10 categories). These procedures should
regulate the award of public services contracts as well as providing the
extension to the field of sexvices of the review procedures set out in the
“Review Directive™.'” This means the establishment of a review body,
empowered to review the procedures. Candidate Member States should
furthermore ensure that decisions taken by the bodies responsible for
review procedures could be effectively enforced. The consequencesforthe
contractung authorites, i.e. social health insurance funds, can be to carry
out a public tender procedure for services listed in article 10 (Annexes A
and B) including, among others, “ambulance services” (reference number
93192). Secondly. this reference number must be read inits context.”” The
general category “Human health service™ (Annex IB category 931) includes
“Hospital services” (9311), “Medical and dental services” (9312). and
“Other human health services” (9319), which is further subdivided into
“Deliveries and related services, nursing services, physiotherapeutic and
paramedical services” (93191), “Ambulance services™ (93192), “Residental
health facilities services other than hospital services” (93193) and “Other

0.c.: para 20.

O.c.: para 40.

O.c.: para 47.

O.c. para 54.

B Officially, Council Directive 89/665/EEC of 21 december 1989 O] 198% L 395 on the
coordination of the laws, regulations and administrative provisions relating o the applicaton
of review procedures to the award of public supply and public works contracts,

Opinion Advocate General. para 36.
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human health services” {93199). These services are, prima facie, classifiable
under public tenders. In case social health insurance funds fail to carry out
such a public tender, discriminated services providers may directly rely on
the directives provisions before nadonal courts. '

Free movement of goods

Besides liberalising the tans-national product market, the right to free
movement of goods (arts. 23-31 EC) has also a clear health dimension, viz,
protecting consumers from harmful medical goods. The free circulation
of products, notably certain pharmaceuticals and blood products and
medical devices, has been regulated by a very large body of existing
Community regulation on quality, safety and efficacy. Directve 65/65/EEC
is the principle directive with the aim of harmonising safety and efficacy
standards for medical products.'® It imposed on Member States to enact
laws to ensure that new medical products may not be marketed on their
territories without the approval of a competent regulatory body. More
detailed harmonisatdon provisions for the criteria and procedures accord-
ing to which approval may be given by national regulatory bodies for new
medical products followed."” A large number of directives extended the
scope of Directve 65/65/EEC covering all industrially produced medicines,
including vaccines, blood products and radio pharmaceuticals.”” Two
landmark directives, 75/381/EEC and 75/319/EEC introduced a proce-
dure for the mutual recognition by Member States, of their respective
national marketing authorisadons. To facilitate mutual recognidon,
Direcdve 75/319/EEC set up a Commiuee for Proprietary Medicinal
Products (CPMP) which assessed whether candidate products complied
with Direcdve 65/65/EEC. The specified standards and protocols for the
performance of tests and trails on medical products are an effective means
to contrel these products, hence to protect the health of consumers. In
addidon to the quality, safety and efficacy criteria, further rules that were
harmonised promote the appropriate use of medicines including proce-
dures for labelling (packaging to include information relating to dose,
ingredients, side effects).'” and advertising of medical products (advertise-
ment to the general public of prescription drugs is prohibited).'” To
control expenditures on medicinal products, Member States have adopted
measures including direct and indirect controls on the prices, limitations

' Directive 65/65/EEC O 1965 L 22/369.

F. Sauer. The European Community’s Pharmaceutical Policy in: Health Care in Europe after
1992. HLE.G.M. Hermans, A F. Casparie, [.FLP. Paelinck eds Dartmouth Aldershot 1992: 133.
Directive 89/342/EEC. O] 198% L 142/14: Direcuve 83/243/EEC, O 1989 L 142/16:
Directve 59/381/EEC CJ 181/44.

" Directive 92/27 O] 1992 L113/13.

" Directive 92/28 O] 1992 L 113/13.
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on the range of products covered by national health insurance systems.
Unmistakably, such arrangements, related to financing and organisation,
are among the Member States’ competences. However, disparities in price
fixing measures may hinder or distortintra-Community wrade in medicinal
products and thereby directly affect the functioning of the single market
for pharmaceuticals. Moreover., in the public health contextthe promotion
and protection of public health requires that patients and consumers have
wide access to pharmaceuticals at affordable cost. To achieve this, the
“Transparency Directive” 89,/105/EEC contains requirements thatintend
to remove pricing disparities of medicinal products between Member
States.”’ Convergence of price setting legislatdon — and the subsequent
solving of price distortions — is however difficult to achieve. [t will become
even more difficultwith the forthcoming enlargement. Enjargement brings
with it the prospect of a considerably larger market for pharmaceuticals.
Otherwise, the average per capita income in applicant countries is
considerably lower than the average in the current Member States and
raises therefore the question of how patients are to have access to afford-
able pharmaceuticals at prices that are realistic in the internal market
context.'”

Free movement of capital

The final free movement provision, the free movement of capital does not
directly affect health or national health care systems. Indirectly, however,
applicant member states may face substantial cross border flows of capital
for instance in case of investmensts (¢.g., by multinational pharmaceutical
or health insurance companies). Asin other sectors, (legal) obstacles need
to be removed to enable cross border capital flows, consequently to attract
foreign capital investors. Approximation of legislation will first and
foremost address the incorporation of relevant directives. '™

Data protection

The establishment and functioning of the internal market, in particular
the free movement principles, require that personal data should be able
to flow freely from one Member State to another, but also that the
fundamental rights of individuals should be safeguard, notably the right
to privacy with respect to the processing of personal data. This area has
already been regulated by a package of Community legal measures.

“ Directve 89/105/EEC O] 1989 L 40/8.

" COM(98)588 final Commission Communication on the Single Market in Pharmaceuticals.
p-8.

£.g. the first Council Directive of 11 May 1960, OJ No. 43 of 12 July 1960. Directdve
63/21/EEC, O] No. 8 of 22 January 1963. Council Directive 86/566/EEC. O] No. L 332/22
of 26 november 1986, White Paper o.c: 4.
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Technical progressin the field of informaton and the inereasingly frequent
processing of personal (e.g., medical) data for diverse reasons have
highlighted the need to protect the private life of individuals and more
generally, theirfundamental freedomsand rights. Asa direct consequence
of the common market, there isa marketincrease in flows of personal data
within the European Union. These flows include data exchanges between
firms, national administrations to provide mutual assistance, epidemiologi-
cal research institutions, ¢f cetera. In view of these cross-border flows, there
isaneed for convergence of protective national standards since divergence
in legislation may create obstacles to the free movement of personal data
in the Community. Because of the lower degree in protection in the
Member State of origin or destination of this data, a Member State could
invoke the general interest and oppose the free movement of data from
its territory. In the health care setting, the processing of “sensitive”
medical/epidemiological data and the subsequent cross border exchange
of these data (e.g., in the field of clinical trial records, telemedicine,
telemarics) directly influence individual’s privacy and therefore require
strict safeguards. Since the difference in the level of protection in the
Community hinders the free movement of personal data, the “Directive
on Data Protection” (Directive 95/46/EC) was developed.'® This directive
is considered an essential measure requiring approximation in nadonal
legisladon.'® The obligatons and rights set down in the Directive build
upon those set down in the European Convention for the Protection of
HFluman Rights and Fundamental Freedoms (article 8) the Council of
Europe Convention No. 108 (article 1} which, in tum, are not dissimilar
from those included in the OECD guidelines (1980).'® The purpose of
this directive is to protect the fundamental rights of individuals, notably
the right to privacy and, simultaneously, to abolish the obstacles to the free
movement of personal data and distortions of competition by creating
equivalent and high level of protection throughout the Community. The
Directive applies to all processing of personal data in the private and public
sectors, with some exceptionsfalling outside the scope of the directive (e.g.,
defence, national security). The directive spells outthe obligations on the
controller of data-processing operations, infer alia, with regard to data
quality, technical security, notification of processing to the supervisory
authority, and the circumstances in which data processing may lawfully be
carried out. Furthermore, it specifies the rights of the data subject to be

" Directive 95/46/EEC O] 1995 L 281/31.

'“*  ‘White Paper. o.c.. 306-307; COM(95) 163/2 def.

' Council of Eurcpe Convention for the Protection of individuals with regards to Automatic
Processing of Personal Data No. 108, 1881 and OECD Recommendaton of the Council
concerning Guidelines governing the Protection of Privacy and Transborder flows of Personal
Data (23 september 1980).
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informed about processing, to have access to the data, to request correc-
tions, and even to object to processing in the circumstances.

The level of protection guaranteed to the citizens in the accession
countries may notbe uniform (some are even in the process of passing data
protection laws). Potential obstacles to the free flow of information need
therefore to be removed while guaranteeing the protection of the right to
privacy.

Foraccession countriesitisimportant to recognize that the internal market
legislation, more specifically the free movement provisions, are of particular
relevance to domestic health legislation and may « fortiori influence the
administration, organisation and financing of national health care systems.
Instead of defining barriers to prevent or minimise these effect, it seems
to be more effective in anticipating the increasing influence of EClaw on
traditionally national policy issues such as the health sector. Review of the
currentlegal framework, and subsequentlyits revision or the incorporation
of new European standards, are the main steps in this approach. One of
the problems cbserved here is the lack of an integrated and consistent
approach of the health acquis. Approximaton of EC health and health
related legislation is stll incomplete and spread over various treaty
provisions. Whereas the new public health provision attempts to realize an
integrated health approach, this has sull not crystallised. Ultimately, such
an integrated approach requires a uniform legal framework that is
consistent with European law and, simultaneously, covers the underlying
values of European health care systems. However, “in the absence of a clear
statement of principles on which health care policy in Europe should be
based, the European Court of Justice is bound to base its decisions
primarily on the imperative to promote the single market™.'" Although
it acknowledges the specific circumstances, and despite its posidve
influence on individuals’ rights, its piecemeal approach of judgements on
health care also created uncertainties and major difficulties to health care
policy-making in the Member States. To minimise the conflicts and, sudll
more, the ambiguites between health policy and the promotion of the
internal market, a European health policyis suggested based ona common
position, atleastat the level of principles, embedded in the future treaty.lﬁS
These fundamental principles of general interest should enshrine the
objectives of European health systems (e.g.. to preserve solidarity and

S5
promote equitable, effective and efficient wreatment) and the internal

' Mossialos o.c.: 9.

' Mossialos a.c: 115.
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market. Toimplement the internal market for health care systems, a system
of open co-ordination has been suggested.'®

This approach, however, will take time, and for acceding countuies it
is apparent that there seems no alternative than a step by step integral
assessment of their current legal framework starting with a number of
priorides defined in the Europe agreemensts, White Paper, Agenda 2000
and National Programmes for Adopting the Acquis. These documents can
be characterised as important guidelines for accession countries, determin-
ing the approximation agendas and providing a timetable to complete
legislative approximation. Since accession countries are already aligning
their legal framework towards EC law, the subsequent question concerns
the outcomes of that process so far, notably its impact on national health
legislation. Observed differences with Community law can give rise to
further regulatory amendments.

5 LAW APPROXIMATION EXPERIENCES

From the previcus analysis it became clear that accession to the European
Unien undoubtedly has serious consequences for the national health sector
of candidate countries and its legal framework. As the first Central and
Eastern European countries thatwill access the European Union, the Czech
Republic, Hungary and Poland have already made considerable “progress”
in bringing their health care legislative framework in line with European
law. At the tme of writing this thesis, the aforementioned countries are in
the middle of the law approximation process. Therefore, conclusions
cannot be drawn before actual accession, the moment at which the
adoption of the acquis will be completed. Based on the available informa-
don, however, several interesting findings have been found in this stage
of the pre-accession. At this stage, the approximation of laws process has
been partly realised. The outcomes correspond with the stage “definition
of ulimate means”, asidentified in the analytical model and consequenty
enables a first examinaton of its conformity with EC law, and if necessary,
suggests recommendations for necessary changes. In other words, the
demonstration of the relevance of the analytical model 1o adopting the
health acquis.

Analysis of the progress in transposing EU law in natonal health
legislation is largely based on the national reports called the “Natonal

" Messialos 6.c.: 116. What is known as the “open co-ordination methed™ (QOCM) is one such

new form of collective action to strengthen mutual coherence between Member States” public
policies. Covering a variety of arrangements. it combines pure legislative integration with
straightforward coorperation. Presidency Conclusions, Lisbon European Council, 23 and
24 March 2000, item 37.
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Programme Adopting the Acquis™ (NPAA) formulated by the candidate
Member States. These NPAAs largely follow the approach set by the White
Paper (structure and priorities). The NPAAs describe the annual progress
and the major steps in the law approximation process. Public health, as part
of the acquis, has been included in the Chapter “Social policy and
Employment”. The progress that has been made by each of the candidate
countries in preparation for membership will be subsequently assessed by
the Commission. The Commission’s reports (tiled "Regular Reports”)
screen the governments’ efforts in aligning and implementing the Union
acquis on an annual basis. These reports functon therefore as the
second main source examining the stage of legislative reforms made so far.
Since 1998, several NPAAs and Regular Reports have been published by
the Commission and are publicly available.””” The Commission’s reports
will provide the basis for decision-making about future accession. Apart
from assessing the political criteria set by the 1993 Copenhagen European
Counsel (democracy, ride of law, human rights, protection of minorities),
the review of the Iaw approximation process and the respective implemen-
tation and enforcement capacities are the “core content” of these reports.
Apartfrom the published reports, additional information has been derived
from the previous country analysis.'”

Public health law

Analysis of public health legislation in the countries examined already
made clear that public health lawwas nota priority in the legislative reform
programmme. Since the late 1990s, governments in the Czech Republic,
Hungary and Poland have introduced significant changes in health care
legislation, excluding public health law. Major changes were primarily
focussed on the mwroduction of (social) health insurance legislation, mosty
excluding public health. Consequendy, the public health concept
was mainly based on obsolete legislation emphasizing the previous notion
of public health Le. including health protection and prevention. The
previous names of relevant public health institutions are illustrative to the
nature ofits activities.'” Public health, respectively public health lawin the
EU’s perception is, however, much broader particularly since the ratifica-
tion of the Amsterdam Treaty (article 152 EC). Nowadays it also includes
the promotion of community care, whereas its subject has also widened

'™ Most recently SEC{2001) 1745 Czech Republic; SEC{2001) 1748 Hungary, and SEC(2001)
1852 Poland.

Supra part two.

E.g. the Institute of Hygiene (Czech Republic) that was transformed in the Nadonal Institure
of Public Health. Its current tasks, however, remained primartly focused on defining and
monitoring hygienic nerms.

17!

284 Intersentia



Chapter §: The relevance of the analytical model to EC law approximation

(mental health, elderly care). Such a notion of public health also empha-
sizes respect for individual rights of patients.

The necessity to adopt the EU’s public health acquis has therefore
resulted in several legal changes in public health legislatdon, notably in
Hungarywith the establishment of the National Public Health and Medical
Officers’ Service (ANTSZ). The ANTSZ oversees public bealth and disease
prevention activities based on a more modern public health concept.'* The
situaton in the Czech Republic as well as in Poland is, however, quite
different. Majorlegal changesin the field of public health remained largely
absent. Czech legislative reforms were mainly concentrated on individual
health care, ie the introducdon of a compulsory health insurance
system.'” The main legal basis for public health was the 1966 Health Care
Act of 1966, which has been concluded as obsolete in view of the new
public health concept.'” Apart from some specific tobacco and alcohol
regulations, Czech legal attempts to introduce a new general public health
law conform the EC public health acquis have not been successful. The
latest proposal, however, the draft Law on Public Health Protection
subscribes a broad notion including e.g., health protection at work,
prevendon of outbreak of infecdous diseases, vaccination programmes, and
promoting quality assurance (certificates).'” In Poland, public health has
not been regulated by a separate general law. Apart from mental health,
public health is characterised by a fragmented and incoherent approach
due to the lack of an overall strategy. Recent developments, however, such
as adopting the Commission document on “Health and Enlargement of
the European Union”, indicate that this is going to change. Future efforts
are aimed at incorporating a comprehensive public health regulatory
framework, starting with the Acton Prevention, Detection, Treatmentand
Control of Communicable Diseases that came inte force in september
2001.'" Since article 152 EC opens the possibility for candidate countries
to participate in Community action programmes, all of them have started

Act XI 0f 1991 on Nartional Public Health and Medical Officers’ Service, Act CLIV of 1997
on Health and their implementing Decrees.

Supra chapter 6. section 2.5.

Act No. 26/1966 on the Health of the Population as amended, supra chapter 6. section 3.
The Act on Public Health Protection entered into force in January 2001 (Act No. 258/2000
Coll.). which ensures the alignment of public health protection legislation with the acquis
(e.g- the powers and authority of state healthcare supervisory bodies). Commission of the
European Communities. SEC(2001) 1746. Regular Reporton the Czech Republic's Progress
towards Accession 2001: 42, 67.

Commission of the European Communities. SEC(2001} 1752. Regular Repert on Poland’s
Progress towards Accession 2001: 65.
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to collaborate in specific programmes.'” The participagon of these
programmes imposed legal changes on existing public health legislation
and/or derived legal norms in order to implement these programmes.'”
Another direct implication of the adoption of the public health acquis is
the incorporation of Community legislation relating to the protection of
health, e g, the tobacco directives. Council Directive 80/239,/EEC sdpulates
that the maximum tar level shall not exceed a certain amount per cigarette.
Due to some economic problems in realizing this level by its tobacco
industry before accession, Hungary has therefore requested a transitional
period.”™ The Czech Republic and Poland, on the other hand did not ask
for a mransition period since theyalready have implemented the respective
directive into national law.

Major legal reforms closely related to public health concern the revision
of pharmaceutcal legislation. A wide range of European directives
applicable in this field (notably defining technical conditions) have been
orwill be incorporated in the very near future. For instance, the Czech Act
79/1997 Coll. on Pharmaceuticals has largely transposed the pharmaceud-
cal acquis, whereas the derived regulations will implement the directives
on good production, laboratory, and clinical practse criteria, and the
registration: of medicinal products. The harmonization of Polish pharma-
ceutical legislation is alsc being considered. The current Act on
Pharmaceuticals, Medical Products, Pharmacies, Wholesalers and Pharma-
ceutical Supervision (Cctober 1991) will be revised substantially. For
instance, in the verv near future, a newindependent Cffice for Registration
of Pharmaceuticals will be estabiished. In parallel, a new Law on Prices will
introduce a uniform price system under the competence of the Ministry
of Health based on the Transparency Directive 89/105/EEC."™" Finally, a
Pharmaceutical Inspectorate has been separated from the Ministry of
Health as an independent government office responsible for supervising
and contrelling the quality and manufacture of medicinal products
conform Directive 65/65/EEC."™ Such measures reflect key elements of
incorporating the pharmaceutical acquis.

Occupational health and safety directives, already implemented in
Hungaryare still notfully incorporated in the Czech regulatory system. For
instance Directive 88/391/EEC and Directive 80/1107/EEC have been

'™ Eg. Hungary: health promotion, combating cancer. prevention of AIDS and other

communicable diseases and Drug dependence, Decision No. 1/98 of the Associadon Council.
mutaiis mulandis the Czech Republic, Decision No. 2/1999,

Decision No 645/96/EC, art 6{2): Dccision No.646/96/EC, article 6(2): Decision no
647/96/EC, article 6(2): Decision No 162/87 /Ec, article 6(2).

Hungary NPAA 2000 Social Policy and Employment, p. 89.

Adopted in July 2001. Poland Regular Report 2001. o.c.: 39.

"2 Poland NPPM 2000, p. 23.
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identified as acquis short-term priorities that require the development of
anew model of the public health supervision in the workplace to encourage
improvements in the safety and heaith of workers while working.™ The
revised Czech Labour Code (ActNo 65/1965 Coll.) foreseesincorporating
the framework Directive 89/391/EEC in 2001."*! More or less similar
protective measures have already been incorporated in the Polish Labour
Code (Part X) as amended in 1996 including newly introduced rights and
duties of employees and employers aswell as obligations of the government.
In the following vears, derived regulations have regulated safety signs at
work, minimum safety and health requirements for the use of work
equipment by workers at work and minimum safety and health require-
ments for the use of personal protective equipment. Consequently, both
the Czech and Polish occupational health system have been prepared on
the basis of Directive 88,/391/EEC and the so-called specific directives.'®

Consumer prrotection

The adoption of the acquis on consumer protection and heaith imposed
the introducton of various consumer protection rules. The two most
important directives in this field, the Product Liability Directive and the
General Safety Directive resulted in a number of new Jaws in the field of
consumer protection, both in Hungary as well as in Poland.'® In Poland,
the recent General Product Safety Act provided the legal basis for numer-
ous derived regulatons (“Ordinances”) approximating health related
Community directives on, infer alig, the safety of toys and labelling of
products. Already having a functioning general consumer protecton
system, the Hungarian competent autherity subsequentdy started to
establish a transitional early warning system between candidate countries
to prevent, restrict or impose conditions on the marketing or use of

Czech NPAA 2000: Social Cohesion — Health and Safety at work. p. 247.

Chapter 5 of the Labour Code as amended, NPAA 2000: 3.6 Economicand Social Cohesion,
Safety and Health Protecton at work, p. 237.

The Council Directives issued hitherwo contain minimum standards concerning the workplace
{Council Direcdve 89/654/EEC; work equipment (89/655/EEC); personal protectve
equipment {89/656/EEC): manual handling on heavy loads (90/269/EEC): work with
display screen moniters (90/270,/EEC): safety of temperary and mobile construction sites
(92/57/EEC); safety and/or health signs (92/58/EEC): work involving exposure to
carcinogens (90/394/EEC): work involving exposure to biological agents (90/67%/EEC, with
amending directives) : work safety in extraction industry (92/91/EEC. 92/104/EEC). and
work conditons in sea fishing (93/103/EEC).

Hungary: Act CLV 0f 1997 on Consumer Protection. Act XXV of 1998 on Medicinal Products
for Human Use, Act X 0£ 1993 on Product Liability; Poland hasvery recently adopted a Law
on General Product Safety, Journal of Laws 2000, No 15 Item 179 and the Law on the
Protection of certain Consumer Rights and on the Liability for Damage caused by Dangerous
Products, Journal of Laws 2000, No 22, Trem 271.
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products posing a “serious and immediate risk” (TRAPEX)." This system
will be the basis for future integration with the European Union’s RAPEX
system. The Czech Republic on the other hand, still has to incorporate
these consumer directives in national legisladon. Of particular importance
is the introducton of a supervisory authority with the necessary powers to
take appropriate measures {including imposing penalties in the event of
failure to comply with the obligations derived from the Directive).
According to the Czech NPAA, the government will therefore submit a
series of consumer protective laws that should provide the necessary legal
and organisational measures, including a RAPEX system. '™

Free movement provisions

The introduction of heaith insurance schemes combined with the
privatisation of primary care services have introduced new actors in the
health care field such as statutory health insurance funds and individual
providers (GPs, dentists and pharmacists working as entreprencurs). New
phenomena such as freedom of contractung. (the prevention of) risk
sclection, co-payments, ¢ cefera. oean that the health care sector is not
immune for European law aimed at abolishing market impediments.
Landmark rulings such as Dassonville, Duphar, Poucet and Piste, Decker and
Kohll, Togelconfirm this thesis although the European Courtalso takesinto
account the specific nature of the health care sector. By adopting the acquis
communautaire and facing similar tendencies and developments in the
health care systems as current Member States, candidate countries will have
to consider how European law, notably the internal market rules will affect
their health care legal system. The following results that are derived from
the annual screening reports make clear that candidate countries have
recognised the relevance of the internal market provisions to the health
care sector, given the numerous legislative and/ or regulatory amendments
related to the health professions, organisation and financing of the health
system and patients’ rights. Forinstance, in order to realise free movement
of persons the mutual recogniton of professional qualifications and
diplomas of health professionals is considered a precondition. Itappeared
that Hungary is already largely in line with the acquis criteria such as a
supervisory authority ensuring compliance with the rules governing the
profession (Ministry of Health and the Chamber of Physicians), registration
and licensing for practising a medical profession, and a disciplinary code
imposed disciplinary sanctions. Government decree No 47/1995 (IV.27)

" Hungary Regular Report 2000, p. 63S.

Czech NPAA 2000, p.318. In the meantime, the Czech Republic is already participating in
the tansitional RAPEX system aiming to assist preparations for the full RAPEX system. Czech
Regular Report 2001 e.c.: 87.
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on the recognition of degrees, diplomas and certificates has been prepared
taking into account Council Direcdve 89/48 /EEC and Council Directve
92/51/EEC and provide for a procedure consistent with the acquis. Apart
from these general systems for the recognition of qualifications, the sectoral
directives, particularly those concerning the medical professions, have been
recently aligned by the new Act on Public Health that came into force
in January 2000. Qutstanding issues relate in particular to alignment with
EClegislation on pharmacists.'™ The situation is comparable in the Czech
Republic. The latest proposal of the Czech Health Professions Act, the Act
on Ability for Health Care Provision and further Education in Health Care
will incorporate the recognition of (foreign) qualifications in health care.
Nadonal requirements will also be repealed in Poland. The implementation
of the professions directives will be done by the adoption of a horizontal
law concerning all professions, with the exception of those regulated by
sectoral directives.” To guarantee equal weatment of EU nationals the
formal requirement of a language test needs to be abolished since this can
— de facto ~ lead to discrimination and is therefore incompatible with
European law."'

The system of free movement of persons will also require the participa-
tion in a system of social security co-ordination.'™ Apart from the regulatory
adaptadons, participation will be subject of several condidons, such as
conformity of social security benefits, a properly organised social security
administration, existence of databases needed for obtaining information
on all those insured and for the exchange of this information between
these individual countries. As far as the social health insurance scheme is
concerned, all three countries have a relatvely new compulsory health
insurance scheme'” that includes the main conditions set by the main
social security treaties (ILO treates on social security minimum standards,
medical care and sickness benefits, and the European Social Code of Social

]

SEC(2001) 1748 Commission of the European Union. 2001 Regular Report on Hungary's
Progress towards Accession 2001: 43.

In February 2001, the Law on the Professions of Nurses and Midwives were amended
introducing 2 system that allows the mutual recognition of the professional qualifications
of nurses and midwives. Other amendments concern the Law on the Profession of Medical
Doctors and the Charmbers of Physicians Act granung EU nationals the right to take upand
pursue the profession of medical doctor in Poland, as well as the registration and membership
in professional organisations. Quistanding issues concern, infer aliz. the alignment of
legislation on pharmacists. Poland Regular Report 2001 o.c.: 42-43,

The direcdves, however, do not exclude other means of resting the language.

"2 Based on Co-ordination Reguladon 1408/71 and 574/72.

% e, ActNo 1997 on Health Insurance (Hungary): Act on Public Health Insurance 48/1997
(Czech Republic), and the Act on General Health Insurance 1997 in Poland. These laws have
in coramon that they provide (a majority of) the population astatutory right to access to basic
health care services covered by social health insurance and primarily financed by premiums.

100
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Security). Up to now, these countries do not have much experience with
the co-ordination of health insurance schemes. The social security
provisions on free movementof migrantworkers, their relatives and tourists
have been mostly regulated by bilateral treaties concluded with several
Member States, notably with Germany and Austria.'”* These treaties on
medical care of nationals staving on a temporary basis in the territory of
the other contracting party provide experience for the applicadon of
regulations 1408/71 and 574. Apart from these bilateral treaties, further
mstitutionalisation of bilateral cc-operation by means of, for instance, the
so-called Euregions has not been established. As a consequence of the co-
ordination regulation, the Czech government drafted a new Act on Public
Health Insurance thatwill replace the current Act No 48,/1997 Coll."™ This
new act will cover the health care services provided abroad to migrant
workers and the reimbursement of the costs. In accordance with the
regulations, the actwill, infer alig, specify the scope of entitdements covered
bysocial health insurance, the conditions as well as the classificadon of non-
reimbursable benefits. The co-crdination of social insurance entitlements
will be fully operational at the time of accession, including the application
of the so-called Eforms (covering cross-border workers, emergency care
and pre-zuthorized care}. Consequently, from that moment, socially
insured in the accession countries will be formally entitled 1o (conditonal)
health care services abroad based on both co-ordination regulations.'®

Poland’s readiness to participate in the co-ordinaton of social security
systems at the time of accession is, however, rather unsure. Although the
General Health Insurance Actintroduces the possibility of receiving health
care abroad the Act only recently came intc force (January 1999). There-
fore, Poland has litde experience with the functoning of the newly
established system and its financial consequences. The application of
regulation 1408/71 and the subsequent expanding of the current health
insurance benefits with health care provided to migrants in the European
Union and reimbursement of these costs may threaten the system’s
financial soundness. The Polish government has therefore requested some
flexibility concerning the date of full cc-ordination of the social security
system."?”

L.z, the Hungarian-German and Hungarian-Austrian bilateral agreements on social security
(2001).

In combination with a new Act on Insurance Premium for Public Health Insurance and a
new Act on Health Insurance Companies.

Mutatis mutandis current Member States.

" Poland NPPM 2000, p. 43.
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Public procurement rules

Another kevissue in the internal market acquis thathas been approximated
are the public procurement rules. Hungary and the Czech Republic have
already adopted general public procurementlegislation, which is predomi-
nantly in line with the European rules.” Important pre<onditions such
as the climinaton of national preferendal provisions for domestc
applicants for public contracts, fine tuning value thresholds, the obligation
of publishing announcements of tenders for public contracts in the
European Community’s Official Bulletin, and enforcement and remedies
still needs to be ransposed. As 2 consequence of the new Act, in Hungary,
the number of public procurement procedures increased rapidly.’™
According to this Law, both local governments’ (the owner of mosthealth
care facilities) as well as the National Health Insurance Fund's financed
purchases above a certain threshold have to be announced including
tender invitations for medical equipment and services.™ The tendering
parties are primarily domestic suppliers which can be explained by the
national preference clause. The Act established a Public Procurement
Arbitraton Committee monitoring and reviewing the procurement
procedures. This law-enforcement body can be considered as a quasi-
judicial institution as required by the acquis.” A comparable institution
has been found in the Czech Republic. The Office for the Protection of
Economic Competition is the competent body involved with supervising
public procurementin the Czech Republic. Whereasin Poland a draft Law
on Public Procurement has been submitted to the Parliament.*” The
(draft) Law will cover all the sdpulated procedures of all the EC procure-
ment directives at the time of accession.

Respectively Act XL of 1995 on Public Procurements, and Act No 199/1994 Coll. on Public
Precurement (including subsequent amendments).

In 1999, the total number was 3,829, Chaprer 1, free movement of goods Regular Report
2000.

The threshold is for products exceeding HUF 10 million and for services over HUF 5 million
(13.000 Euro).

As an indication, the Committee received 283 complaints in the first half of 2000. Infrang-
ements were found in 180 cases and 150 contracts were annulled. The decisions of the
Committee are challenged in court in a quarter of the cases. Regular Report 2000,

¥ Law of June 22, 2001 amending the Law on Public Procurements (Dz. U. 2001, No. 76, item
813} enzered into force on October 25, 2001, The Law harmonizes the acquis requirements
perzining to public procurement. Poland Addendum to the information for the European
Commission's Regular Report on Poland's Progress towards Accession to the EU 2000-2001:
34,
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Data protection

In the field of data protection, the countries vary substandally in incorporat-
ing the acquis. Hungary already had a Data Protection Act in 1992,2%
whereas Poland has adopted an Acton Personal Data Protection in 1997.%%
Both countries have established a fully independent Commissioner
(Inspector) appointed by Parliament and responsible for the protection
of personal data. The Polish Data Protection Act has been largely inspired
by the European data protection directive 95/46/EC determining the
conditions under which the processing of personal data is lawful, safeguard-
ing the data subject’s access to information and providing judicial remedies
with regard to the processing of personal data. Personal information cannot
generally be transferred to “third countries™ unless the country ensures the
same level of data protection. Areas where the Polish legislation is still
inconsistentrefer, inter alia, to the definiton of the notion of personal data
(article 2a of Directdve 95/46/EC), and preliminary control of personal
data processing (article 20 of the Directive).* In addition to Act on the
Personal Data Protection, Poland ratified the European Convention on the
Protection of Personal Data in 1999. Accordingly, both Hungary and
Poland have made considerable progress adoptng the data protection
acquis.

In the Czech Republic, however, adopting the data protection acquis
has still rernained unsatdsfactory. Apart from the current legislation on data
protection already in force,™ provisions remaining to be transposed
concern the transfer of personal data to third countries, the registration
of operators handling personal data and the absence of sanctions for
unauthorised data processors. Neither does the actforesee in an independ-
ent monitoring authority.” It is foreseen that a newly defined draft Law
on Data Protection, already submitted to the Czech Parliament, will comply
with these requirements.””

Act No LXIII of 1992 on the Protection of Personal Data and Disclosure of Public Interest
(lex generalis) and Act No. XLII of 1997 on Processing and Protecdon of Medical Dataand
Related Personal Data (lex specialis).

Act on Protection of Persenal Data, no.133, Item 833, 29 October 1997, which came into
force on April 306" 1998. The Act established the institution “Inspector General for the
Protection of Personal Data” as supervisory authority (articie 8) who is appointed by
Parliament. His main task is to supervise the compliance of data processing with the
provisions on the protection of personal data (article 12).

Poland’s Position Papers for the Accession Negotiations with the Furopean Union.
Chancellery of the Prime Minister of the Republic of Poland, Warsaw 2000: 64,

Act No. 256/1992 on the Protection of Personal Data in Information Systems.

Czech Regular Report 1999 conclusions.

Resoluton 70 of 27 January 1999, The 2001 Regular Report mentioned thatan independent
supervisory autherity — the Office for Personal Data Protection {OPDP) —was established
inJune 2000 on the basis of Act No. 101/2000 Coll. (Dara Protection Law). The office carries
out the standard activiies of an independent supervisor (registration. promotion of data

o
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Considerations law approximation process

Since the ratification of the Europe agreements, it appeared that the
accession countries have made considerable progress in terms of approxi-
mating the European Union’s health acquis. Both the national reports
(NPAAs) as well as the Commission’s regular reports describe in a general
manner the current stage of the health (related) acquis since 1998. In a
way, they enabled the review of the impact of EU law on national health
legislation. Subsequently, the outcomes of the analyses enable redefinition
of the acquis strategy in the next national reports.

With regards to the public health acquis, up to now, the most obvious
alignment can be found in participation in Community’s public health
action programmes. The subsequent underlying notion of public health
imposed various changes in the existing public health legislation, notably
to regulate and facilitate the implementadon of strategies combating
cancer, drug, et cetera. Besides the Community public health programmes,
alignment of European health and safety regulations have been observed.
Unlike public health action programmes, these (occupational ) health safety
regulations have a more “technical” character. They necessitate the
incorporation of common technical standards in, for example, the field
of tobacco (tar maximums, labelling conditions), pharmaceuticals,
including vaccines and blood-derived medicals (production, processing
and marketing criteria) as well as imposing administrative requirements
(authorization and supervision procedures of medicinal products). Progress
in this field shows a divergent picture. Whereas IHungary have already
largely implemented the pharmaceutical acquis, Poland, and to less extent
the Czech Republic, are still in the in the stage of drafing and submitting
legislative proposals conform the acquis. Consequently, institutional
structures supervising the manufacturing, processing and marketing of
pharmaceuticals and medicinal products in Hungary have the advantage
ofalready experiencing European practise. Regarding tobacco directives,
the opposite is the case. The Czech Republic and Poland have already
implemented relevant directives whereas Hungary has requested an
extension of the transidon period to adopt the acquis. The reasoning was
based more on the financial or economical than on legal considerations.
‘What these countries have in common are the occupational health and
safety measures that are already largely harmonized.

protection awareness, control, issuing permissions for data transfers abroad, et cetera) and
1s empowered to impose financial sanctions. According to the Commission, the new Law is
largely in line with the personal data protection acquis, notably with Direcudve 95/46/EC.
Although some fine-tuning will be required for full compliance. Regular Report Czech
Republic 2001 o.c.: 50.
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In general, the legal implications of public health and {(occupational)
health safety acquis are not that spectacular. Although the range of legal
modifications in these fields is significant, the technicality did not impose
complex legislative revisions. This is different from the internal market
rules thataffect the health systems. The requirement of approximating law
in the field of free movement of persons, social security, public procure-
ment and data protection impose accession countries to introduce new
legislaton {oramendments of existing legislation), introducing unknown
concepts such as equal reatment of non-nationals in the labour market
(health professions), access to health care services abroad (patients), the
notion of European public procurement (health products and services)
and the processing of (medical) data. However, itappeared that the legal
implications of these notions are not always fully understoed (and differ
from country to country). Forinstance, access to cross-border care and the
reimbursement of the costs require, first and foremost, a clear definition
of the entilements under the social health insurance scheme. Further-
more, the establishment of an (administrative) legal complaint procedure
to enforce patients’ entitlements, and transposing the criteria set by the
co-ordination regulaton, i.e. the “immediate necessity” of the treatment
abroad and the reciprocity of coverage. Absence of such provisions (in
Hungaryand Poland) may seriously hinder the free movementof patients.
In this respect, analysis of court rulings on cross-border health care as
examined in existing Member States could provide valuable experiences
to candidate countries. Secondly, as far as concern public procurement of
health products or services, the national preferential provisions for
domestc applicants for public contracts stll needs to be abolished in all
the examined candidate counties. Thiswould open, deiure, the health care
public procurement market for providers from EU Member States.
Furthermore, in order to review decisions of contracting authorities
infringing Community law as rapidly as possible, candidate countries should
comply with the conditions setin the “Review” Directive (e.g., law enforce-
ment and judicial remedies).

Finally, the outcomes of data protection legislation revealed certain
ormmissions in legal protection of processing datz, notably in the Czech
Republic. However, the latest report of the Commission described major
developments in alignment of the data protection acquis, in particular the
directive’s requirements concerning the transfer of data to third countries
and the establishment of an independent monitoring authority. Further
less drastic legal changes require some fine-tuning for full compliance.

Grosso modo, approximation of laws in the field of health seems to be the
most successful in Hungary, whereas review of the outcomes revealed
considerable delays and shortcomings particularly in Poland and the Czech
Republic.
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6 CONCLUSIONS

The previous analysis made clear that with the concluded Europe agree-
ments, the influence of EC law on applicant countries’ domestic health
legislation has increased. Transposing the acquis communautaire 1s, however,
notresiricted to public health and health related issues only. The internal
market rules in particular made health care systems and health care sectors
vulnerable to Community law. Apartfrom the more oadidonal fields such
as pharmaceuticals and medical professions, increasingly European law
intervenes with the organisation, planning and financing of health care
systems. This can be derived from recent Court of Justice rulings conclud-
ing that the health care sector is a market, not excluded from Community
law. Emanated from the general and-discriminadon principle, free
movement and competidon rules, European lawimpose (future) Member
States to reconsider national health law conflicting with communautaire
values. For the social health insurance market, for instance, this can have
considerable consequences, notwably due the increasing need for cost
containment while maintaining the solidarity principle. This dilemma
forced Member States to introduce market elements in afield traditionally
dominated by social values. By doing so, the social insurance market and
its underlying Iegal norms will be increasingly subject to EC law. Addition-
ally, purchasing health services, anti-cartel provisions and public procure-
ment rules affect contracting and tariff arrangements. Most recently, the
equal treatiment principle has (potendally) major consequences concerning
trans-border flows of persons and services. In the near future, extended
human rights competences can be expected with the ratification of the EUJ
Human Rights Charter. It is without doubt that these developments will
also have a major impact on applicant couniry’s health care systems.
Firstanalysis of the observed legal problems make clear that most of the
legal shortcomings concern inconsistencies with European law; lacking
knowledge of the impact of European Court rulings; inadequate legal
guarantees, and finally, unforeseen implications of drafted legislation as
well as existing rules. As was concluded in part two, the observed deficien-
cies and omissions in approximating legislation can, to a large extent, be
reduced to the drafiing stage since most of these problems had been caused
due to insufficient considerations in the inidal stages in the law-making
process. [t was argued that the agreements and subsequent policy papers
setthe firststeps in implementng the acguis communauiaire. Analysis of the
identfied and missing priorities should enable applicant countres to
formulate the approximaton of health laws strategy. A systematc approach,
reviewing the interim stages of harmonization and subsequent modification
of the law-approximation strategy made clear most of the applicant
countries have already or largely succeeded in incorporating Community
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public health legislation. As mentoned earlier, the harmonisation of
internal market rules is more problematic.

To support applicant countries in the harmonisation process, the
underlying assumption of discerned clusters of health care law enable the
formulation of a more structural approach to the internal market law
approximation process, annuajly monitored by the European Commission
inits Regular Reports and, if necessary, adapted according to the accession
criteria. The clusters of health law function as substantial parameters of
law approximation. Therefore, adopting the internal market acquis starts
with aligning legislation addressing the organisation and financing of
health care, and padents’ rights. Simultaneously, impactanalyses function
as normative guidelines to be considered in that activity. Given this
approach, and considering the current stage of law approximation in
Hungary, for instance, itwould mean that the alignment of organisational
and financial regulatory norms needs to be prioritised. Hungary already
incorporated a system of recognition of diplomas and qualifications of
health professions (Directives 89/48/EEC and 92/51/EEC). Alignment
should therefore focus on the free movement principles affecting the
domestic orgamndisational and financial order. More specifically, the
incorporation of social security co-ordination regulations 1408/71 and
574/72. It appeared that bilateral agreements already anticipate the
implementation of these regulations. However, these agreements do not
entirely correspond with EU social security regulations (e.g., a restrictve
personal scope concerning cross-border health care). Current experiences
and future accession further urge the national legislator to specify the
scope of social insurance entitlements and non-reimbursable benefits.
Moreover, it will impose national insurance authorities to set procedures
forthe reimbursement of member states’ social security authorites in case
of health care provided abroad. Simultaneously, Hungary, as other
(applicant) countries, has to consider the consequences of the latest Court
rulings, extending the possibilities of cross-border care. It will necessitate,
inter alia, to reconsider the conformiry of national pre-authorizaton criteria
with communautaire principles and adapt (potental} discriminatory
provisions. Other internal market rules, such as the public procurement
provisions alse need te be completed in national law (non-preferential
clause, ransposition of enforcement and remedies mechanism, ¢ cetera).
Finally, the acquis communagutaire includes respect for human rights.
Hungary already incorporated the noton of human rights in health care
in its 1997 Health Care Act, whereas prior legal norms focussed on data
protection, which are largely conform EC data protection rules. Nonethe-
less, the EU “Human Rights Charter”, will pressurize Hungary to review
its “compatibility” with existing patients” rights legislation.
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For the Czech Republic and Poland. however, the situation is slightly
different. Although the general tendencies are similar, there are several
important differences that require modification of the nadonal acquis
programmes, For instance, observed delay in adapting the public health
(related) acquis include occupational health and safety directives (mini-
mum safety requirements), consumer protecton rules (the RAPEX
supervisory authority) and the parts of the pharmaceutical acquis (registra-
tion system, supervision and control medicinal products). In terms of the
analytical model. prior to internal market measures, the natonal authori-
tes have to bring in line the observed omissions with existing European
rules. Butapart from public health, the similarity in adaptation problems
with regard to the internal marketand human rights rules (free movement,
public procurement, data protection} do not give reason for a different
approximation strategy.

These findings confirm the relevance of the suggested approach.
Whereas concluded agreements provide the general legal framework for
accession, setting the agenda and adapting the health acquis, applicant
countries still face major problems. By structuring the law approximation
processaccording to the discerned clusters of health law, problematise the
path of accession, and the subsequent transposition into national law, it
has been argued that the theoretical model of law-making could provide
a valuable instrument that encourages a more rational approach of
“approximaton of health laws™ process, which subsequently, could
contribute towards improvement of the quality of legislation.
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CHAPTER 9: FINAL CONCLUSIONS

This study examined the relevance of a theoretical model of health care
law-making in three selected countries in Central and Eastern Europe.
Confronted with thelegacy of the ancientregime, these countries initiated
major health reforms. Inspired by pre-war “Bismarckian” experiences, these
countries shifted away from a “socialist” model rowards a2 more “market-
oriented” health care system. From z legal perspective, this change of
system imposed on government the need for drastic reforms of their
national legal framework. The most prominent example has been the
inroduction of health insurance legislaton establishing a compulsory
health insurance scheme based on the notion of solidarity. In additon to,
or prior to, these health insurance reforms, the legislature introduced
massive privatisation of health care services.

It goes without saying that these changes were highly problematic. The
system change required a revision of the role of law and the legislature in
the field of health care. However, defining and realising the exact role of
law and the legislature appeared to be one of the major problems these
countries had toface, particularly since either a conceptual legal framework
of health care law was absent, or simply not in tune with altered circum-
stances. Such a normative framework should guide and monitor the role
of the legislature in health care. Facing these problems, legal reforms in
health care have been characterised by a rather incoherent and even
inconsisient approach that not always recognised the legal consequences
of important changes. Frequendy, the legislature has been criticised for
this approach. In an attempt to strengthen decision-making in reforming
health carelegislation in Central and Eastern Europe, this study examined
the foliowing hypothesis: “whether, and if so. by what means, a legal-
theoretical model of law-making can contribute towards a review of the
process and content of legislative reforms in Central and Eastern European
health care systems?” Such a theoretical model should suructure the law- -
making activity and provide a normative framework to guide and review
changesin the field of health care legislation. To verify this thesis, thissmdy
examined three central questions. Firstly, the ability to develop a legal-
theoretcal model of health care law-making (partone). Secondly, whether
such an analytical model is applicable to Central and Eastern European
legislative practdce. The relevance of this theoretical model to legislative
practice has been examined, by means of empirical reviewin three selected
countries {part two). Finally, a more thorough search of its relevance for
the alignment of European Community law; to review the EC “approxima-
tion of laws” process (part three). The outcomes of research enabled
several conclusions to be drawn as well as recommendations on strengthen-
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ing the process and content of legislative reforms in Central and Eastern
European health care systems. Furthermore, it will become apparent that
the importance of this legal-theoretical model is notrestricted only to the
three selected countries but may also be applicable to cther countries in
transition in the region.

A legal-theoretical model of health carve law-making
Drafting legislation can be interpreted as a desirable rational and controlla-
ble activity, reflected by a dynamic iterative process (Noll, 1973). Since full
rationality is unlikely, it should be considered more as an atlempt to
rationalise the legislative process. The rationality concept enables the
characterisation of the legislative activity according to the theoretically
discerned stages of law-making. This method of well-ordered activity allows
the formulation of normative statements with regard to the content of the
legislative activity, aimed at optimising ratonal law-making. Such a
theoretical method of law-mazking has been subscribed by authoritative
commentators in both “Western™ and “Eastern” Europe, and can be
demonstrated graphically by means of a simplified model. Itrepresentsan
analytical series of considerations 1o facilitate explication of the complexity
of law-making. The scientificrationality concept is based on underlying
normative and instrumental functions of law-making. Although the implied
cbjective-determined approach of law-making cannot be considered asa
panacea to rationalise law-making, it does, however, have certain advan-
tages. This is particularly true of the Central-Eastern European setting,
where the priorites setand the farreaching nature of the reforms require
a clear strategy on legislative policy to guide and direct these changes.
The analytical model of law-making can be applied to the field of health
care law. This raises the questicn of the basic values of health care law, since
these norms define and guide legislauve acuvity. Identified primordial
values of health care law are the right to health care and individual self-
determination {patientautonomy). Both principles have been recognised
in national and internatonal human rights law. These basic values reflect
the dichotomy between social and individual rights. In modern interna-
tional human rights law, however, this dichotomy seems to have perished.
This was demonstrated when the United Nations World Conference on
Human Rights (1983) declared that “it is now undisputed that all human
rights are indivisible, interdependent, interrelated and of equal importance
for human dignity. Therefore, States are responsible for violations of social
rights, as theyare for violations of civil and political rights.” This means that
social rights, including the right to health care, may impose immediate
obligations on national governments. A viewpoint that has been supported
by both legal doctrine and the ICESCR Committee. The direct effect of
the Covenant's health care right must be differentiated according to the

-
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type of obligation involved. The obligation to respect, protect and ensure
(e.g., o refrain from interfering with the enjoyment of health care, to
protect equal access, and to ensure basic prevention and primary health
care facilides to those in need) impose an obligation of result and have
immediate effect. Whereas the obligation to promote (e.g., public health)
iroplies an obligation of conductand enable governments a certain margin
of discretion in implementng necessary policy measures.

This typology of obligations provide an important instrurment in
specifying the contentand scope of the right to health care in national law.
Functioning as {non)binding standards, normative interventon include
both the organisation, finance, quality, and provision of health care services
as well as patients’ rights. Non-compliance with the obligations can be
considered as aviolation of the Covenant. Aithough national governments
are not obliged to actual intervention in, for instance, the provision or
finance of basic health care services, market deficiencies in providing basic
health care requirements impose governments o ensure and maintain a
certain mininoum of health care services. In the national judicial practse,
however, violation of the obligations under the Covenant’s right to health
(article 12) rarely imposes legal consequences to States parties to ensure
the highest attainable standard of physical and mental health. To comply
with their international obligations in relation to article 12, States parties
should enhance the direct effect of (elements of) the right to health care,
nowably by incorporating the (core) obligations into their national legal
order. Secondly, the natonal judiciary should adjudicate violations of the
right to health care, or atleast its core obligations, by direct reference o
the Covenant.

The second dominant legal value is individual self-determinatdon or
patentautonomy. Itappeared thatsince the endorsement of the Universal
Declaration, this principle has acquired a prominent place in the human
rights discussion, f.e the individual basic principle of health care law. It
functions as the cornerstone of a newly derived category of rights, wiz,
individual patients” rights. These rights have been primarily formulated
as refraining from (government) intervention in the private sphere.
However, this is now changing. This can be concluded from international
wreaty law confinming the unity of individual and social rights by identical
preambles being included in both the International Convention on Civil
and Political Rights and the International Convention on Economic, Social
and Culwural Rights, mutatis mutandis. Secondly, newly emerged conventions
and declarations (Biomedicine Conventon, Declaraton on the Promoton
of Human Rights in Europe and the Ljubljana Charter) that explicity
recognised the right to the highest attainable level of health and/or
equitable access to necessary health care as a precondition 10 enjoying
personal, individual rights. Such a formulation emphasizes thatindividual

Intersentia 301



Health Care Law-making in Central and Eastern Europe

and social rights in health care are interrelated. What is more, since its
recognition in international human rights law, patient autonomy and
corollary rights such as the right to individual dignity, integrity and the
prohibition of ill-treatment have been developed including positive
obligations, notably the promotion of effective safeguarding of these rights,
deiureand de facto. Simultaneously, the social right to health care hasbeen
interpreted as embracing negative obligations, inter alia, refraining from
denying equal access and abstaining from discriminatory practises. The
varving nature of State party obligations strengthen the interdependency
and complementarity of social and individual rights. A development that
has been supported by human rights doctine and authoritative interna-
tional forums. More progressive, although still in an embiryonic stage, it
may even indicate that the strict dichotomy between individual and social
rnights is becoming blurred.

Both unique principles of health care law, embedded and elaborated
in various international legal documents, constitute a major source of the
normatve framework, They entail understanding the essental concepts,
instruments and strategies of health care nghts in State parties concerned
and means these rights can be realised, notably by adopting legisladon. The
definidon of legislation has been considered in terms of the functons of
health care law, classified by normative and instrumental values of law. The
formulated functions identified encompass a broad scope of health care
law: public health, the organisation and financing of health care services,
quality control and patients” rights. Interpreted as “lawjobs”, these
functions of health care Jaw hand over a conceptual frame of instruments
that, imbedded in international law, substantiate the legislative actvity.
Since they are structured to the subject of intervention they intent tc re-
structure and rationalise the legislative activity, notably the legislative
reform process.

The final stage to develop a legal-theoretical model of health care law-
making includes the correlation between law and policy. One of the lessons
learned from the early 1690s is that radical system changes did notappear
very successful (e.g., Czech Republic). Since virrually all the transiton
countries opted for a health systern based on the principles of social health
insurance, and characterised by a purchaser-provider split, there is a need
for an incremental and systematic approach aimed at dismantling the
“socialist” legal order towards a market-oriented system based on funda-
mental principles of parliamentary democracy, the rule of law, and respect
for human rights. The theoretical model of law-making, integrating the
functional qualities of health care law, was developed to support this
approach. It provides a coherent model of the concepts, definitions,
assumpuons and other analytical instrumensts to develop and review a
normative frame of legislation byits primordial values. Since the legislative
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process is influenced by health policy, the analytical model integrates the
policy dimension. Ideally, health care legislation balances between
expressing (autonomous) axiclogical values and legitimising instrumental
policy objectives. The continuous interaction between law and policy-
making has been integrated through the dynamiciterative approach of the
analytical model.

Its relevance to transition countries concerns the interaction between
(conflicting) legal and policy values, in conjunction with the suggested
model. The approach of incremental changes, systematically introduced,
reveal the classical dilemma between guaranteeing patients’ rights (e.g.,
access to health care) versus cost contlainment policy measures (e.g.,
introducing market elements). To solve this dilemma, the conceptual
framework of health care law functions as guiding normative standard,
whereas the consecutive stages of law-making structure and systematize the
diffuse process of decision-making. As such, it provides the legislature an
intellectual instrumentaimed atrationalizing the legislative reform acgvity
and process.

Relevance Ceniral and Eastern Europe: Couniry experiences

Case studies enabled the review of the rationality concept in Central and
Eastern Europe. Therefore, this research examined the relevance of the
theoretical model of health care law-making to the legislative practice in
three transition countries, viz, Hungary, the Czech Republic and Poland.
It started with describing the legal structure of the health care systems in
three selected counmuies.

The analysis made clear that since the coilapse of socialist supremacy,
these countries have experienced profound legal changes. The nature and
the scope of these reforms justify the conclusion that a “legislative revolu-
tion” has taken place. First and foremost because newly defined constitu-
tions enshrine basic principles such as parliamentary democracy, the rule
of law and respect for human rights. These basic principles underlie the
following process of legal reformation. In that process, the countries have
embarked on re-designing and re-building the legal framework of their
health care system. Analysis of the main features of health legislation
(public health, the organisation and financing of health services, and
patients’ rights) revealed several general developments such as the
increased focus on health promotion and disease prevention regulation,
the shift away from za cenrtralised to a more decentralised and privatsed
health care delivery system, the establishment of (semi-)independent health
insurance funds purchasing (individual) health care providers, and, due
to the ratification of internatonal (European) human rights reaties and
conventons, the recognition of fundamental rights of patients. Unmistak-
ably, aforementioned “western” legal values underlie these developments
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although other factors should not be excluded (demographic, financial,
economic, and technological concerns). From alegal perspective, however,
these health system reforms are based on revising or re-formulating the
constitutional right to health care. Simultaneously, newly enshrined
constitutional property rights entitle individual health professionals to start
a private (or group) practise and insurance companies to initiate health
insurance activities. This consttutional right to launch independent
professional organisations was previously forbidden by law. The vested
rights revolution has appeared in most transition countries and can be
considered as a “return to Europe”, a romantic phrase reflecting the
euphoria of the collapse of state-socialism and reinstating and safeguarding
Internationally-accepted human rights.

Despite the general commonaltdesin development, the countries differ
in startdng peint, stages of reform and modalites of legisladon. Comparison
of these differences enabled the classification of the countries, in terms of
matching the discerned stages and clusters of the model. However, as this
research was not planned as a comparative legal study, the “comparative”
dimension should be interpreted moderately. Studying foreign legal orders
and their instirutions should not be confused with comparative law. This
requires more than a few descriptive country studies, so-called
“Auslandrechtskunde”. Comparative law presupposes such studies and
knowledge in order to compare legal systems or institutions. As such,
Auslandrechiskunde and comparative law differ in both objective and
methodology.”™ his means that the subsequent outcomes need to be put
in perspective. Having said that, the “comparison” led to the following
outcomes.

One of the most striking results is the relative absence of public health
legislation in modernising the legislatve framework, exceptfor in Hungary.
Just after the collapse of the previous regime, legislative reforms were
focused on public health and the transferral of responsibilities in the
delivery of health care. The 1661 Public Health Act re-organised public
health services, foliowed by occupational health legislation and organisa-
tional changes in the health care soucture. Health insurance reforms were
also less drastic. Initially started in 1992, crucial insurance reforms came
into force in 1997. The Czech legislator, however, took a different
approach. Here, two main themes were prioritised, viz, the introduction
of a compulsory health insurance scheme and the privatisation of health
care services. Consequently, public health, quality of care and patients’
rights have been characterised by relatively minor legal changes although
the need for major reforms became evident. Public health law was still

M 1 Constantinesco. Traité de Droit Comparé, II, La Méthode comparative, Paris Librairie

generale de Droit et de Jurisprudence, Pichon et Durand-Auzias 1974: 126-128.
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based on the “socialist” notion of public health, as defined in the Health
Care Actand derived regulatory norms. However, alarming figures on the
deteriorating health status of the population, the WHO “Health for All
2000" strategy, and the ratificadon of the Europe agreement meant a
gradual shift in public health policy and law. The new understanding of
the public health concept (prevention, protection, and promotion of
community health) forced the revision of existing public health law (e.g.,
the Health Care Act, anti-tobacco legisladon). Compared to the Polish
reform process, transforming public health law is less clear in terms of the
model. Originally, health care system reforms were focussed on organisa-
tional changes (decentralisation and privatisation of health services). Legal
reforms on public health were only fragmentally introduced and mainly
focused on mental and occupatonal health. Encouraged by local WHO
programmes and EU accession, alignment of public health law became
more urgentin the dawn of the twenteth century. As in other wransitonal
countries, introducing a social health insurance system dominated the
legislative reforms. The enactment of the Health Insurance Act was,
however, occasionally postponed. Only in January 2000 did the new law
came into force.

Where health financing is concerned. after the collapse of the ancient
regime, each of the selected countries had prioritised the enacunent ofa
Bismarckian-based social health insurance system. This was considered one
of the main priorities. Hence, issuing social health insurance law was the
dominant legal issue on the legislative agenda, partcularly in the initial
stage of transition. The Czech 1991 Health Insurance Act is the most
prominent example of this approach by introducing a competitive social
health insurance scheme while disregarding existing problems related to
other fields of health care law, such as public health and patients’ rights.
The (imbalanced) approach of the Czech legislator seems to conflict with
the suggested theoretical approach and may raise the question of whether
thatapproach is of anyrelevance to the Czech situation. These experiences,
however, do not necessarily refute the hypothesis of structuring reforms
according to the subsequent clusters of health care law. Due to the major
financial consequences, the emphasis on the funding and organisation of
health care is understandable. Apart from the dominant instrumental
function of law-making it is, at the same time, evident thatsince the Czech
reforms have started, the guarantee function of the law has played a
subordinate role. This is notwithout problems. For instance, by inwoducing
a Health Insurance Act and legal impediments to social insurance rights,
one of the issues that raised concerns is whether the judiciary is willing to
accept the noton of individual enforceable enttlements under the new
health insurance scheme. It will be no surprise that, in the short term,
issues such as patients’ rights, the protection and promoton of public
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health and strengthening and monitoring the quality of care imposes on
the legislature to reconsider its future legal strategy and find equilibrium
between both the instrumental and normative functon of the law. In this
respect, the Czech legislature could start with implementing the National
Health Programme (1995) which is still not realised by law. As such,
conceptualising the guarantee function includes, for instance, access to
public health services and facilides. Furthermore, since such protective,
promotional and preventive tasks have a considerable impact on individual
rights (e.g., privacy. human integrity}, enhancing legal norms that ensure
these rights are necessary. The Polish situation is not much different from
what has earlier been concluded. So far, the emphasishasbeen on revising
the organisation and financing of health care services. As in the Czech
Republic, public health law was not considered a priority. At least, in the
initial stage of the health care reform process. Dramatic outcomes of
population health status reports forced the modernisation of public health
legislation in order to change lifestyle and improve living and working
conditions. Inital health care reforms, however, were focussed on the
modernisaton of the health care organisation through decentralisation
and privadsation tendencies. Examining the relevant legal norms, it
appeared, however, that the government partly failed to effectuate these
norms, which seriously hindered the reforms. In a latter stage of reform,
the 1897 General Health Insurance Law dramatically revised the health
care financing scene. Instead of the Ministry of Finance, newly emerged
actors, such as statutory Health Insurance Funds became legally and
financially responsible for both collecting health insurance premiums and
purchasing heaith care providers.

In the field of quality control (quality assurance and improvement),
modern legislation has remained largely absent. In Hungary, a possible
explanation for this absence of separate cluster quality legislation could
be the structure of its legal system. Quality provisions in the Public Health
Act, Health Care Act and Hungarian Medical Chamber Act subordinate
quality regulation tc public health but donot cover the full range of quality
norms. Whart is more likely is that the Hungarian legislature did not
prioritise quality controlin the legislative reform process. This assumption
was confirmed by Guldcsi. Such omissions and latent problems on quality
control call for adequate legal measures. The absence of modern quality
control norms have alse been observed in the Czech Republic and Poland.
In the first stage of reforms, legal reforms were dominated by the establish-
ment of (independent) professional organisations such as the Medical
Chambers, whose competences include, infer alfia, monitoring and
enhancing the quality of professional care. For instance, by formulating
professional and ethical standards, disciplinary rules and developing
training programumes for health professionals. But the reasoning to
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establish professional organisations was primarily based on privatisadon
motves (primary care services) and not on quality of care motives. This
may explain the relative absence of legislation on quality control. Apart
from several provisions in the archaic Health Care Act, Czech quality
control is mainly regulared by the professions selfregulative mechanisms.
In both the Czech Republic and Poland, this situation raises several
questions, notably concerning obscure supervisory procedures and the role
of the Medical Chamber. Strengthening the Chambers’ supervisory role,
the legislature should reconsider the notion of quality control regulated
by means of selfregulation. Simultaneously, it should consider the role of
newly emerging actors such as (competitive) purchasers, purchasing high
quality care and stimulate consumer and patient participation assessing
quality of care on various levels. Particularly the role of individual consum-
ers has been underexposed. Ensuring that consumers will participate in
quality decision-making issues, the legislature should create the necessary
{legal) conditions as adopted in the latest Council of Europe resclution
on citizen’s pardcipation in health care.”’ Establishing such participatory
structures or mechanisms in the field concerned should be one of the legal
challenges in the near future.

With reference to patents’ rights, it appeared that, for a long period,
in each of the country’s legislation these were largely missing. Apart from
ethical codes, general constitutional rights and freedoms applicable to
health care {the right to life, privacy, prohibiton of terture), and certain
rights for mentallyill (Poland), the notion of patients’ rights as fundamen-
tal human rights evolved only gradually. Hungary is the only country that
introduced a full range of general patients’ rights by means of the 1988
Health Care Act, following public health, organisational and financing
reforms. The Czech legislature, as well as in Poland, did not opt for such
a general legal framework of patients’ rights. Instead, patients” rights in
the Czech Republic are characterised by a fragmented approach and the
absence of effective (judicial) enforcementmechanisms. Incidentally, the
legislature endorsed basic patients’ rights by separate law, for instance the
Health Care Act and, more recently, the Law on Data Protecton, mutatis
mulandis Poland. The legislature has been frequenty criticised by this
fragmented approach and incomplete range of endorsed rights. There are,
however, indications that this is going to change due to the Czech
ratification of the Biomedicine Convention. Since the Convention came
into force (October 2001), the Czech legislature has comunitted itself to
incorporate the Convention’s principles in its internal law including a

# Recommendarion No. R(2000)5 of the Committee of Ministers to Member States on the

developmentof structures for citizen and patient participation in the decision-making process
affecting health care, 24 February 2000.
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catalogue of (newly defined) rights and procedural guarantees. Conse-
quently, awide range of internationally accepted patients’ rights constitute
part of the Czech legal order either by directly applying the Convention's
provisions in domestic law or by enacting the necessary legislation to give
effect to them. At the moment, the Ministry of Health is preparing legal
drafts on the protection of human gencemes, to regulate medical scientific
research and transplantation issues. In Poland, however, a Patients’ Rights
Charteris still “in statu nascendi”. These outcomes show that each country,
apart from urgent reforms in the field of mentwal health and data protec-
ton, introduced patients’ rights legislation in a second stage of transition.
Initallegal reforms were primarily focused on health insurance legislation
and maodernising the health care delivery structure by means of revising
the Health Care Act. Apart from the Czech Republic, the modernisation
of the organisatonal structure of the health care system through the Health
Care Act preceded the enactment of health insurance legislation. This
could explain the serious nature of the problems observed in establishing
asocial health insurance system in the Czech Republic. With the purchaser-
provider split and the subsequent shift towards contractual reladonships
between purchasers, providers and patients, traditional organisational
structures and planning mechanisms became rather obsolete. By focusing
on health insurance, the Czech legislature underestimated the necessary
coherence between financing and other organisational and planning
reforms.

Furthermore, it appeared that, except in Hungary, public health law
was not included in the inidal stage of reform. From what has been
discussed so far, it seems that the Hungarian legislative practise in
particular matches the iterative approach of the discerned clusters of health
law. The examined features of the Hungarian legislative structure and the
sequence of legislative reforms since the early 1990s, confirmed most
prominently the pattern of a graduallyintroduced transition, starting with
reorganizing public health legislation. Even more importantly, the
described method identfied existingand potenual obstacles. Accordingly,
this enabled the evaluation of legislatve reforms in a more systematic
manner that is open to reascning and to formulate priorities in the
legislative reform process, which need w0 be regulated. In facing the
addressed problems, in Hungary this means primarily the reconsideration
of the quality control system and the improvement of the effectiveness of
legal norms in social health insurance and patients’ rights (e.g., enhance-
ment of enforcement mechanisms).

In terms of the legisiative process, it should not come as a surprise that
in the country analysis significant differences emerged between the
theoretical model and the legislatve practise, nominatim in the pre- and
post-legislative stages. Despite these differences, by studying the patterns
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and deficiencies in law-making, the analytical approach enabled the
diagnosis of the pathological features of legal norms to at least a certain
extent, since the deficiencies in law-making cannot be explained only by
legal reasoning. These arguments, however, are outside the scope of this
legal research. What these countries have in common is the poor quality
of the legislaton. This concerns both the drafting process as well as the
cutcomes. As in most countries in transition, the legislative actvity sutfers
frommajor shortcomings. The “pathology of law-making” became manifest
by the various symptoms of “legislative malnutniton™. Major problemswith
existing legal norms can be derved from the absence or inadequacies in
legislative planning or agenda setting. Where a strategic plan is absent, the
legislative activity is prone to personal interests (Czech Republic). That
planning activity has been further hampered by the frequent changes of
Ministers of Health has been manifested in all the selected countries.
Generally, it can be concluded that the consequent ad hoc approach of
drafting legal norms did notconuibute to the quality of legislaton in terms
of guaranteeing fundamental rights or realising and legitimising socio-
economic objectives, for instance the previous Czech Health Insurance Act
(1991). Whatismore, the lack of understanding in emerging concepis such
as constitutionalism, contracting health care, regulated competition and,
padents’ rights. Consequently, often overloaded legislative branches of
ministries draftlegal norms within relatively short periods of ime, lacking
specific experiences on e.g., alleviating negative (side) effects of (excessive)
privagsation of health services, health insurance and most recendy,
alignment of domestic legal norms to European Community law. This
explains in part, although not exclusively, the poor quality of often rashly
developed legal norms. The theoretical approach, emphasizing both the
pre- and postlegislative stages of law-making, promotes a more rational
nodon of law-making. It became evident that where fundamental legal
changes in particular are concerned, explicit consideration of newly
introduced legal concepts in decision-making is crucial. In view of
commeonalties in development, comparative studies of different legal
systems could be beneficial in preventing unforeseen (side)effects and to
improve the guality of legal norms (e.g. contracting mechanisins, price
regulation, patients’ rights legislation). What is more, the dynamical
approach of lJaw-making enabled the assessment of legal norms according
to the normative concept of health care law, setting the scene for further
legal and/or policy changes.

Offurtherimportance is the “plethora of laws”, or “legislative inflation”
that occurred in the early stage of ransition due to the impetus for radical
reforms. The magnitude and complexity of reforms simply overloaded the
legislature. Parliaments could notafford to go through all the stages cf the
tme-consuming legislative process. This observation justifies even more
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the need of priority-setting in law-making. Where extensive problem and
data analvsis was absent or lacking, unclear and vaguely defined norms
appeared difficult to implement and enforce.

In the preparatory stage, as well as in Iatrer stages, all three countries
faced a lack of responsiveness, i.e. pardcipation of relevant actors in the
legislative process. The monopolistic approach of the Ministry of Health
in drafing legislation often confronted health providers and pa-
tients/consumers retrospectively with newly defined norms. Conversely,
in case of a weak Ministry, complex major revision of social health
insurance norms were “delegated” to the dominant health insurance fund
(e.g., the VZPin the Czech Republic). A major exception however, is the
drafting process of the Hungarian Health Care Act 1997. Prior to enact-
ment, the ministry consulted representatives of several (professional)
interest groups and established working groups in which these interest
groups participated, to discuss and suggest possible solutions, notably on
ethical questions.

After enacument, quasi-judicial institutions in Hungary and Poland
occasionally criticised the deficiencies or failure to define adequate by-laws
necessary to effect statutory norms. Predominantly, such concerns have
been raised by the Parliamentary Ombudsmen, generally recognised asan
authoritatdve institution. Quite often, the legislature followed the Ombuds-
man’s recommendations. Reviewing and curbing the arbitrary use of
administrative power, the Ombudsman institution functions as a major
mechanism that evaluates legal and administrative norms, although onan
individual level. The same goes, mutatis mutandis, for ordinary courts.
Review by the judiciary revealed several interesting issues, such as the
conflict of jurisdiction and the justiciability of constitutional and interna-
tional law. Since the collapse of the ancient regimes, the countries have
established a Constitutonal Courtfollowing the German and/or American
notion on censtitutional law. Nonetheless, ordinary courts, notably in the
Czech Republic and Poland, questioned and sometimes even refused to
accept constitutional law as a source of law. International law is even less
accepted as a source of Jaw. On the constitutional right to health care, the
courts’ positivist approach hampered the justiciability of this right.
Emerging international developments such as the rapprochement of
individual and social rights and the direct effect of international, particu-
larly EC law, give further reason for concern. Ordinary courts cannot
ignore such developments without causing constmtional problems. In a
way, @ narrow positivist perception hinders the review and evaluative
function of the judiciary.

Finally, what the countries additonally have in common is the absence
of systematic evaluation, During the research no examples have been found
in which the legislature examined or requested to examine existing legal
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norms, for instance on the effects of a legal norm as well as certain legal
provisions. In a period of transition and due to the lack of resources, this
aspect, though necessary and valuable, was generally considered as highly
academic. Alternatively, Constituional Courts introduced a kind of
evaluation by the judiciary. Referring to both domestic and international
sources of law, such court rulings imposed on the legislature to reconsider
its reform plans (e.g., cost containment measures, implementation of the
Europe agreement).

In conclusion, in part one, it was argued that one of the reasons o
develop such a theoretical model was to rationalise the law-making activity,
which is lacking in the current practse. The country analysis in part two
made clear that by following the iteradve stages of the analytical model,
the legal decision-making process is structured and systematised. This
enabled the examination and review of the arguments for legal dedsion-
making with the outcomes described. Simultaneously, the classification in
clusters of health care law enabled the idenufication of the main regulatory
changes and relevant problems. What is more, it allowed the analysis of
these results within the concepiual framework of health care lawand, based
on this, to make suggestions for improvement. The (relative) success of
thisapproach, in terms of comprehensiveness and effectiveness, confirmed
the relevance of the analytcal model to the legislative practice, i.e. to
rationalise the legislative activity.

Relevance to the approximation of laws process

To prepare accession countries for EU membership, the analytical model
of health care law-making can, mutatis mutandis, contribute towards
rationalizing the EC law approximation process. Bilateral Europe agree-
ments and additonal policy documents constitute the conditdons for future
accession, but fail to define the health acquis in extenso. More than
defining the health acquis agenda, the conceptual model of health care
law problematises the alignment of EC (health) law. For this reason, the
original model incorporated the principles of Community law as far as
relevant to the health acquis. Impact analysis made clear that paving the
way for enlargement, acceding countries will have to consider both public
health problemms as well as health related issues. Adoption of the Coramu-
nity health acquis require first, substantial efforts to adopt the public health
“flanking” policy measures based on article 152 and the ECinternal market
provisions. In the field of public health, it can be concluded that the
harmonizing effect of Community tmposed regulatory reformms is limited,
due to the subsidiarity principle. Consequently, approximation of EC public
health legislation will therefore be rather moderate. Instead, the coordinat-
ing and non-egal measures based on alignment of article 152 EC could
realize a certain extent of convergence. In particular the participation of
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the (extended) Community public health programmes imply some
convergence of supportive (regulatory} actions. The common approach
set outin these programmes encourage participating countries 1o set up
aframework of epidemiological surveillance and control of communicable
diseases based on common indicators, to exchange information, and define
corresponding regulatory procedures. At the same time, candidate
countries can familiarise themselves with the Community approach in the
managenentof health risks. All of these actions will contribute to a certain
degree of harmonization. Alternatively, article 152 increased the Commu-
nity’s legal competence in public health. Up to now, however, it has
remained unclear what legal measures the Community can take In areas
such as veterinary and phytosanitary, health blood and blood supplies. This
uncertainty means that the EC reaty does not require further alignment
of this part of public health legislation. More significant are the possible
effects of legislaton governing the intra-Communitary trade on national
health care legislation. On various occasions (Agenda 2000, the proposal
for a new public health framework as well as in the document “Health and
Enlargement™), the Commission emphasized the relevance between
(public) health and the internal market provisions. Incorperatinginternal
market law, although primarily aimed at realizing a common European
market, has considerable effects —direcdy orindirectly— on human health
and health systems.

Transposing EC internal market provisions appeared a main force
behind the health acquis imposing regulatory convergence of health care
systems. Developments such as the introduction of competidon among
social health insurance funds, deregulation, increased patients mobility
and health professionals border crossing strengthen the role of EC law on
candidate countries’ health care systems. The most relevant topics relevant
to health and health systems appeared to be the free movement of persons
and services, compettion, consumer protection, pharmaceuticals and
medical devices, social security, and health and safety at work. The impact
ofrelevant treaty provisions and secondary legislation vary substantially and
is often notrecognised as such. Generally recognised are the harmonizing
consequences of the wide range of EC pharmaceutical legislation and the
transposition of other consumer protective measures on food and tobacco.
Less known is the impact of free movement of persons (both professionals
and consumers) and services on the health care sector by means of co-
ordination regulations 1408/71 and 574/72. Although denied foralong
tme, latest Courtrulings and pending cases on increased patients” mobility
and professional border crossing strengthened the role of EC law on the
organisation and finance of (candidate) Member States” health care
systems. It further appeared that EC competition rules could influence
social insurance reforms when considering the introduction of market
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elementsin the social health insurance scheme. Some accession countries
(Czech Republic, Poland) already introduced or are considering the
introducton of additional private health insurance or competton among
social health insurance funds. Apart from EC competidon rules, it means
that a wide range of Court rulings interpreting these provisions may
become applicable. The widespread privatisation of certain health care
services will further increase the impact of EC competition law. In this
respect. the public procurement rules for applicable health services will
impose contracting authorities (such as health insurance funds) to revise
their contract award procedures without discriminating between EU
services providers.

In view of these future developments, the analytical model imposes on
the legislature to explicate and substantiate such considerations in the law-
approximation process. Evaluation of (preliminary) outcomes learned that
the accession countries, Hungaryin particular, made considerable progress
in adopting the acquis. Adopting the public health acquis caused relatively
minor problems, although analysis show certain problems with regard to
public health related issues such as pharmaceuncal and consumer
protection law (e.g., authorization and supervision procedures). Manifested
problems concentrate on incorporating internal market provisions, in
terms of both seting legal norms and adequate implementation mecha-
nisms. Newly emerging concepts such as non-discrimination of non-
nationals, the free movement principles, public procurement and data
protection rules influence various health care sectors, aswell as the health
system itself. The exact consequences, however, are stll matter of lively
debate, and have been complicated by the latest Court rulings extending
the scope of Community law to the organisation and financing of health
systems. For candidate member states, the observed omissions in law
approximation and the complexity of law reforms mean a continuous
process aligning their domestc legal framework. To support that process,
the theoretical approach enabled the identification and analysis of relevant
cornmunautaire concepts. Subsequently, inidate legal decisilon-making,
ideally in accordance with such consideratons. As such, the analytical
model has confirmed its pracdcal value as explanatory, guiding and
steering instrument of both the process and content of ransposing
Community law, promoting rational decision-making in the approximaton
of laws process.

So far, the analysis of the central questions and the results were primarily
based on three selected countries, viz, Hlungary, the Czech Republic and
Poland. The hypothesis, however, was notrestricted to these countries but
questioned its relevance to Central and Eastern Europe in general.
Therefore, the relevance of this model of law-making can be criticised by
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its restrictive scope of research and therefore limited value. Nonetheless,
it could be argued that the questioned model can be applied in a broader
legal setting than those examined in this study.

First ofall, the selected health care systems were intended as illustrative
cases to explain the relevance of the analytical mnodel as developed in part
cne. This choice was explained by the fact that these countries in particular
appeared to have aleading role in health care system reforms, by emphasiz-
ing the introduction of market elements in health care, both in terms of
providing health services aswell as purchasing health care. The manifested
legal problems are therefore more urgent than in less developed health
care systems in this region. For instance, countries such as Bulgaria,
Romania and the Ukraine have only recently introduced the concept of
social health insurance or are still considering similar reforms {e.g..
Romanian Health Insurance Law 1997, Bulgarian Health Insurance Act
1998), and the privatisation of outpatient health services (Bulgaria 2000).
In these countries the emphasis of future reforms will be, inter alia, on
strengthening the purchaser-provider split (selective contracting) and
safeguarding patients’ rights. In this respect, these countries could benefit
from the described experiences with identical developments. In the field
of patients’ rights, it will mean the ratification of relevant wreaties (e.g., the
Biomedicine Convention and protocols) and its implementation in national
law, whether or not by means of a Charter on Patents’ Rights. Meoreover,
it foresees adequate legal protection to prevent or stop infringements of
the Conventon’s rights. Lessons could be drawn from the Hungarian
Health Care Act 1997, forinstance in the preparatory stage of drafung with
respect to the role of health professions and consumers, as well as in the
post-legislative stage, concermning the judiciability of the rights of patients
and the role of the (Patents’) Ombudsman.

Secondly, the described normative framework of health care law
(chapter three) was based on primordial values of health care law. In the
health legal doctrine, these principles were transformed into so-called
universal “law-jobs”, that cover a wide range of activities in the field of
health care law, as confirmed by authoritative institutions such as the World
Health Organizaton. The essence of such a notion of health care law is
thatitconceptualises and guides the regulatory functions of the legislature
in health care. Furthermore, the principles and functions have been
recognised and elaborated in international human rights treaties and
conventions. Since the examined documents were ratified by most of the
Central and Eastern European counuries, these countriesare bound by the
treaty obligations. This means, for instance, that party states have to take
steps to a maximum of its available resources to progressively achieve the
full realisation of the rights recognised (ICESCR).
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What is questionable is the sequence of identified clusters. However, the
suggested approach of initiating health care reforms was based on previous
negative experiences with health care financing reforms in Central and
Eastern Europe. A main lesson learned from the Czech experience in the
early 1990s is the need for an adequate legal framework that regulates the
organisation and financing of a social health insurance scheme. Although
primaxily focussed on reguladng individual health care, such a legal
framework should correlate with the public health concept, planning
instruments and fundamental rights, such as access to basic health care and
quality of care. The absence of such an integrated legislative strategyis one
of the reasons that explain the difficuldes in the initial stage of health care
reforms. The complexity of these reforms and its social consequences
therefore require a series a correlated incremental changes, as suggested
in the scenarios described in chapter four. Moreover, the suggested
approach emphasized the focus on public health in the initial stage of
reform. Although the sequence of suggested clusters of health care law
(public health, organising and financing health care, quality control and
patients’ rights) does notexclude a different approach, disregarding public
health when initating legisiative reforms could have major consequences
for the health status of the population. WHO health status reports in
Centreal and Eastern Europe and the EU Commmission’s papers on public
health confirmed their concerns about the poor health status of the
populaton and need for public health regulatory reforms. However, there
is also a more pragmatc reason for Central and Eastern European
countries to subscribe to the suggested sequence and to first prioritise
public health. In view of future EU membership, accession countries have
to implement Community law, including the public health acquis.
According to the White Paper on Enlargement, public health is identified
as a stage [ priority within the approximation of laws process before, for
instance, the mutual recognition of professional qualifications (stage IIT}.
In additon, all bilateral Europe agreements have confirmed this approach
by formulating public health asa precondition to accession. Itis therefore
evident that both “first wave” and “second wave™ accession countries will
be “inspired” to incorporate EU health standards.

Finally, the relevance of the formal stages of law-making to other
countries is assumed, notably the rationality concept and the iterative,
dynamic process of law-making. In part one, itwas already noticed that the
legislative problems were not unique to particular countries. The problem
of so-called “legisflation” or “legisferitis” is known in xaost countries, as well
as at supranational level (European Commission “Better lawmaking”
reports). On several occasions, theorists from various countries have
confirmed the manifested difficulties with (drafting} legislation, such as
rapid social changes, the ad hocapproach in legislative planning, unrealistic
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time schedules for drafting legal norms, omissions and inconsistencies in
legislation, and hampered implementation of the law; symproms that
suggest poor quality of legislaton (Rarpen 1996, Lafitski 1996, Luarasi
19986, Stalev 1996, Kellermann 1998). In Bulgaria, efforts to improve the
legislative activity concern the Law on Normauve Acts (LNA 1973),
regulating the production of laws and a Decree for its implementation
(DNLA 1974). This lawwas strongly influenced by Nell's rationality concept
emphasizing the need for legislative planning, preceding studies
problematising normative issues, the “Planspiel” option, external consulta-
tion, writing and adopting the law, and post-legislative review (article 53
DNLA}. However, evaluative studies on the effectiveness of legislation are
exceptional. One of the reasons for this is the lack of knowledge and
expertise in the science of legislation, more specifically the methodology
of law-making (Stalev 1996). Since the theory of legislation is not part of
the Bulgarian curriculum oflegal studies, scientific knowledge on drafting
legislationis scarce. There are however, exceptions such asin Poland where
post-graduate courses in legislation were launched and teaching the basic
principles and methods for drafting legislation (Gwizdz 1996).

Inaway. these findings confirm that there isa common need to increase
the rationality of law-making, to structure and systematise the law-making
activity according to the underlying normative and legitimatising concept
oflaw. This concept of law has been acknowledged by all newly established
parliamentary democracies in Central and Eastern Europe, ruled by the
rule of law. Since the model of law-making was intended to swengthen the
rationality of law-making it could — despite its limitations and assumptions
such as the restricted rationality concept, law-making asa political process,
a single actor model - be considered as a valuable instrument for other
countries in the Central and Eastern region confronted with major health
care svstem reforms.
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SAMENVATTING

Gezoundheidszorgwetgeving in Midden- en Oost-Europa. Toetsing van een
rechtstheoretisch model

Dit proefschrift is het resultaat van een onderzoek naar een rechistheore-
tsch wetgevingsmodel voor de regulering van de gezondheidszorg in
enkele voormalig Oostbloklanden. Het onderzoek had als doel na te gaan
of, en z0 ja, in welk opzicht een nader ontwikkeld rechtstheoretisch
wetgevingsmodel een bruikbaar kader vormtvoor het toetsen van de opzet
en inhoud van een nieuw wettelijk systeem voor de gezondheidszorg.
Toewsing behelst hier het vergelijken van het feitelijke wetgevingsproces
met de ontwikkelingsstadia zoals die in hetrechistheoretisch model worden
onderscheiden, alsmede hetbeoordelen van de inhoud van wetgeving aan
de hand van rechistheoretische uitgangspunten van hetgezondheidsrecht.
Het idee dat aan de probleemstelling ten grondsiag ligt, betreft het
rationaliseren van de gezondheidszorgwetgeving door middel van een
rechtstheoretische analyse van de knelpunten die zich kunnen voordoen
bij de introductie van nieuwe wetgeving. De waarde van een dergelijk
normatief model is gelegen in de verschillende functies van het recht in
de gezondheidszorg (zoals de waarborg-en de ordenende functie), waarbij
zowel aan internationale als nationale rechtsbronnen betekenis wordt
toegekend. Deze rechisbronnen bevatten de uitgangspunten waaraan
onder andere economische beleidsdoelstellingen, zoals kostenbeheersing
en efficiency, kunnen worden beoordeeld. Bovendien stellen deze
uitgangspunten grenzen aan het beperken van de toegankelijkheid, de
kwaliteit, en de structuur en financiering van de zorg.

De betekenis van rechtstheoretische uitgangspunten voor de gezond-
heidszorg kormt mede tot uvitdrukking in wetgeving die verschillende
aspecten van gezondheidszorgregelt, zoals wetgeving inzake gezondheids-
bescherming, de organisatie en structuur van voorzieningen, de financie-
ring van de zorg, de kwaliteit van zorg en beroepenwetgeving, en de
rechten van patiénten. Het gevaar bestaat datin transitelanden dergelijke
wetgeving op een ongecontroleerde wijze totstandkomt, zonder dat er
sprake is van vooraf bestudeerde uitgangspunten, beleidsdoelstellingen
en prioriteiten. Aangezien op dit moment vooral economische ontwikke-
lingen de hoogste beleidsprioriteit lijken te hebben, is onderzocht of
wetgeving op hetgebied van de gezondheidszorg aansiuitbij de beleidspri-
oriteiten. Vooral op het terrein van de financiering van de zorg doen zich
knelpunten voor ten aanzien van individueel geformuleerde aanspraken
van verzekerden. In het huidige wettelijke systeem is het de vraag of in het
bijzonder de introductie van markowerking in de gezondheidszorg zonder
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meer ¢en oplossing kan zijnvoor de problemen op het gebied van planning
en kostenbeheersing in de zorg in Midden- en Qost-Europa. Toetsing van
de opzeten inhoud van gezondheidsweigeving in drie voormalig Costble-
klanden aan de geformuleerde uitgangspunten van het ontwikkelde model
moet duidelijk maken of de in gang gezette hervormingen aldaar passen
binnen het rechtstheoretische kader.

Teneinde de probleemstelling te kunnen onderzoeken is in deel [ aan
de hand van ontwikkelingen in de rechtswetenschappelijke literatuur en
internationale rechtsbronnen een theoretisch kader ontwikkeld voor de
opzet en inhoud van wetgeving in de gezondheidszorg. De grondslag
hiervoor wordtgevormd door Noll's Gesetzgebungsilehre waarin een gefaseer-
de, cyclische weigevingsmethode werd ontwikkeld om het besluitvormings-
proces met betrekking tot de totstandkoming van wetgeving te rationalise-
ren, dat wil zeggen het systematisch en wetenschappelijk toetsen aan
democratische rechtsnormen. Deze benadering van het wetgevingsproces,
weergegeven in de vorm van een iteratief model, wordt deels bevestigd
door de Poolse rechistheoreticus Wroblewski (“Einfuhrung in die
Gesetzgebungstheorie™), alsmede hedendaagse wetgevingsjuristen (Van
der Velden, Eijlander, etc.) . De relevantie van een dergelijk model beweft
het doen van normatieve uitspraken omtrent de rationaliteit, effecaviteit
en consistentie van wetgeving.

Kritek op de door Noll ontwikkelde methode betreft verschillende
aannames waaronder de fictie van de individuele, alwetende wetgever en
de rationaliteitsnotie van wetgeving. Hoewel de veronderstelling van het
wetgevingsproces als een rationeel controleerbare activiteit meer een
Jjuridische fictie is dan politieke realiteir, is het streven naar een zekere mate
van rationaliteitlegitiem. Een dergelijk beperkte rationaliteitsnotie, aldus
Nollkaemper, benadrukt naast de normatieve en juridisch-functionele
functie, de politieke (instrumentele) functie van het recht. Het inherent
politeke karakter van wetgeving komt tot uitdrukking in de invioed van
verschillende actoren en de noodzaak tot het sluiten van compromissen,
hetgeen kan interfereren met hetrationeel-analytisch wetgevingsconcept.
Niettemin is het ontwikkelde model niet bruikbaar om uitspraken te doen
omtrent de mate waarin dergelijke politieke overwegingen rationele
wetgeving beinvioeden. Het benoemen van nietjuridisch functionele
moteven kan niettemin tot op zekere hoogte bjjdragen tothetoptimalise-
ren van weloverwogen besluitvorming.

Gezien het streven naar rationaliteit is systematische evaluatie van de
juridische norm noodzakelijk. Een dergelijke geinsttutionaliseerde vorm
van toetsing omtrent de effectiviteit kan naast aanpassing van de individuele
norm, consequenties hebben voor het wetgevingsbeleid. Een dergelijke
aanname is gebaseerd op “der Interdependenz von Einzelregelungen im
Gesamt der Rechtsordnung”.
340
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Toepassing van de wetgevingsmethode binnen het gezondheidsrechtvereist
een nadere invulling van hetrelevante rechtstheoretische kader. Normatie-
ve beginselen die ten grondslag liggen aan het gezondheidsrecht zijn het
recht op gezondheidszorg en hetindividuele zelfbeschikkingsrecht ofwel
autonomie van de patiént. Deze unieke gezondheidsrechtelijke beginselen,
alsmede afgeleide waarden definiéren primair het normatieve kader van
wetgevingsbeleid op het terrein van het gezondheidsrecht. Vastgelegd in
verschillende (bindende) verdragsicksten, constituties en nationale wet-
en regelgeving fungeren deze uitgangspunten als functies van het
gezondheidsrecht (“law-jobs”). Deze functies zijn historisch gegroeid en
zijn te typeren als waarborg- en instrumentele functes. Geclassificeerd in
clustersvan het gezondheidsrecht beschrijven deze functies een conceptu-
eel kader dat overheidsingrijpen rechtvaardigt op het terrein van de
volksgezondheid (bescherming, preventie en bevordering), organisatie en
structuur van voorzieningen, financiering van de zorg, beroepsgroepen,
kwaliteit van zorg en rechten van patiénten. Een dergelijk theoretisch kader
van rechtsbeginselen en functies van het gezondheidsrecht omvar de
verschillende kwaliteiten van wetgeving enisin hetbijzonder relevantvoor
hetstructuren en analyseren van stelsethervormingen in transitielanden.

Begin jaren negentg hebben veel Oost-Europese landen geopteerd voor
de inveering van een sociaal zekerheidssysteem gebaseerd op het zoge-
naamde Bismarck-model van verplichte sociale verzekeringen voor ziekte
en andere risico’s. De overgang van een oorspronkelijk Semashko-model,
waarin het verzekeringselement ontbrak, naar een Bismarck-model met
gereguleerde marktwerking heeft grote consequentes voor de opzeten
inhoud van wet- en regelgeving op het terrein van de gezondheidszorg. In
die context reikt het ontwikkelde rechtstheoretisch kader de leidende
constitutionele beginselen aan die fungeren als nornmatieve standaarden
voor de opzet en inrichting van wetgeving op het terrein van de gezond-
heidszorg.

In het laatste hoofdstuk van deel I wordt het gezondheidsrechtelijke
kader geintegreerd in het algemene wetgevingsmodel. In een dergelijk
model vindt de synthese plaats tussen het wetgevingsproces, te weten de
rostandkoming van de wettelijke norm, de inhoud van de wettelijke norm
en hetwetgevingsbeleid. Deze benadering impliceert een stapsgewijze en
daarmee meer consistente benadering van het besluitvormingsproces
aangaande voorgenomen hervormingen in gezondheidswetgeving en het
daaraan ten grondslag liggende wetgevingsbeleid, Dit is noodzakelijk
aangezien in veel Midden- en Oost-Europese landen het wetgevingsbeleid
op hetterrein van de gezondheidszorg getypeerd wordtals “crisis-manage-
ment”. Geconfronteerd met snelle en ingrijpende veranderingen in de
gezondheidszorg wordt weigeving gekenmerkt door onvoldoende
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doordachte maatregelen, hetgeen samengaat met een gebrekkige
systematiek binnen het wetgevingsbeleid.

Een belangrijk aspectin hetdebat over de noodzakelijke hervormingen
in de gezondheidszorg betreft dan ook hetverbeteren van de consistentie
en samenhang van wetgeving. Het ontwikkelde model beoogt aan die
discussie een bijdrage te leveren. Hetformele theoretisch wetgevingsmodel,
gerelateerd aan een rechtstheoretisch kader van normatieve parameters
fungeert als methodologisch instrument en tracht het ongestructureerde
wetgevingsproces nader te ordenen. Het gefaseerde model dwingt de
wetgever tot een meer systematische en consistente benadering van het
wetgevingsproces, waarbij hetrechtstheoretische kader de primaire taken
en functies van de overheid op de verschiilende terreinen van het
gezondheidsrecht weerspiegelt en vorm geeft. De samenhang tussen de
normerende en legitimerende functies van hetrecht, welke tot uitdrukking
komen in wetgeving, en het daaraan ten grondslag liggende wetgevingsbe-
leid kan leiden tot spanningen tussen de wraditionele waarborgfuncie en
instrumentele beleidstaken. Het cyclische model brengt deze conflicten
tot uitdrukking in de relatie wetgeving-wetgevingsbeleid. Spanningen
tussen enerzijds het garanderen van toegang tot zorg en kostenbeheersing
anderzijds, kunnen nopen tot aanpassing van wetgeving, respectievelijk
beleidswijziging. Een dergelijke rationele en systematische benadering van
het wetgevingsproces impliceert een incrementele benadering van het
besluitvormingsproces, zowel gua vorm als inhoud. Het ontwikkelde model
voorziet daarin door uit te gaan van een geleidelijke herziening van het
wettelijk kader naar een meer marktgericht gezondheidszorgstelsel,
rekening houdend metde geformuleerde aken en verantwoordelijkheden
van de overheid op het terrein van de gezondheidszorg.

Deel I omvat een globale toetsing van het model in drie rechusstelsels
in Midden- enn Oost-Europa, te weten in Hongarije, Tsjechié en Polen.
Onderzocht wordt of, en zo ja, in welk opzicht het analytsche model een
deugdelijk instrument is voor het toetsen van de wetgevingsprakijk in
Midden- en Oost-Eurcpa. Teneinde deze vraag te kunnen beantwoorden,
wordt in drie opeenvolgende hoofdstukken het rechtstheoretsche
wetgevingsmodel beoordeeld op haar volledigheid en effectiviteit. In de
geselecteerde rechtsstelsels hebben zich de meest vergaande wijzigingen
voorgedaan op het terrein van de gezondheidszorg. De gesignaleerde
problemen komen dan ook pregnant naar voren en dienen als voorbeeld
voor andere landen in die regio, zoals Bulgarije, Roemenié en Slowakije.
Tevens worden bovengenoemde landen als eerste geconfronteerd met de
invoering van het Europees gemeenschapsrecht wanneer zij toetreden rot
de Europese Unie, hetgeen de wetgever wederom noopt tot ingrijpende
veranderingen in het wettelijk kader.
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De opzetvan dit tweede deel is steeds idendek. In eerste instantie worden
de voornaamste rechtshbronnen van nationaal gezondheidsrecht onder-
zocht, geclassificeerd volgens de door Roemer onderscheiden functies
{"law-jobs™) van het gezondheidsrecht. Op basis van deze analyse is het
mogelijk de huidige stand van wetgeving in de betreffende landen op een
systematische manier te beoordelen en uitspraken te doen omtrent
gesignaieerde tekortkomingen en mogelijke inconsistentes in hetwettelijk
kader, alsmede het formuleren van suggesties voor het verbeteren van de
wetgevingskwaliteit.

Vergelijking van de uitkomsten heeft verschillende resultaten opgele-
verd. Zo rechtvaardigen de aard en de omvang van de gesignaleerde
veranderingen de conclusie dat er sprake is van een “wetgevingsrevolutie”,
waarbij het “socialistische” gezondheidszorgmodel ingeruild werd voor een
meer “Westers” markigericht model. De inveering van een parlementaire
democratie, de rechisstaat en fundamentele mensenrechten envrijheden
resulteerde In majeure aanpassingen in het gerzondheidsrechtelijk
wettelijke kader. Naast constitutionele wijzigingen zijn tevens belangrijke
hervormingen doergevoerd in wet- en regelgeving op het terrein van de
volksgezondheid, de structuur en financiering van de gezondheldszorg en
de rechtspositie van de patiént. Andere gemeenschappelijke tendensen
betreffen de toegenomen aandacht voor maatregelen in verband met de
bevordering van de gezondheid en bescherming tegen bepaalde ziekten,
de omslag van een centralistisch naar een meer gedecentraliseerd en
geprivatiseerd raamwerk van gezondheidszorgvoorzieningen, gecombi-
neerd met een stelsel van sociale ziektekostenverzekeringen, uitgevoerd
door al dan niet zelfstandig opererende fondsen die zorg inkopen bij
(individuele) zorgaanbieders, alsmede het vastleggen van algemene
patiéntenrechten in (grond)wettelijke kaders als direct gevolg van de
ratificatie van diverse internationale verdragen. _

De classificatie naar clusters van wetgeving maakt duidelijk dat de
beschreven ontwikkelingen in grote lijnen de systematiek van het model
volgen. Een dergelijke constatering bevestigt de relevante van het
rechtstheoretische model voor de wetgevingsprakiijk. Toetsing van de
belangrijkste nationale rechtsbronnen aan de rechtstheoretische uitgangs-
punten docr middel van een systematische analyse van huidige (en
toekomstige) knelpunten en lacunes in wetgeving maaki het mogelijk
uitspraken te doen omtrent de noodzakelijke juridische randvoorwaarden
voor het invoeren van een meer gereguleerde vorm van markiwerking in
de gezondheidszorg, alsmede de noodzakelijke juridische veranderingen
te structureren.

Echter, in enkele opzichten wijkt de wetgevingspraktijk wel af van het
idealiter geschetste patroon. Tsjechié is daarvan het meest pregnante
voorbeeld. Reeds in een vroeg stadium van het transitieproces werd een
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stelsel van sociale ziektekostenverzekeringen geintroduceerd, gegnt op het
modelvan concurrerende ziektekostenverzekeraars in de Verenigde Staten.
Invoering van een dergelijk nieuw stelsel in Tsjechié had dramatische
gevolgen voor het waarborgen van de financiering van het systeem.
Achteraf laten de gesignaleerde juridische problemen zich grotendeels
herleiden tot onvoldoende doordachte wetgeving met bewrekking tot de
financiering van de zorg in samenhang met een vrijwel ongeclausuleerde
privatisering van gezondheidszorgvoorzieningen, alsmede de te beperkte
taakopvatting van de overheid in de gezondheidszorg.

Tevens blijkt dat wetgeving op het terrein van de volksgezondheid,
ondanks de sterk verouderde wetgeving, geen of nauwelijks prioriteit heeft
bij de wetgever, zowel in Tsjechié als Polen. Het begrip volksgezondheid
was vooraisnog gebaseerd op de socialistsche benadering welke de nadruk
legde op beschermende maztregelen. Alarmerende gegevens omtrent de
gezondheidstoestand van de bevolking, alsmede nieuwe inzichten
betreffende preventie en bevordering van de volksgezondheid en de
ratificatie van de Europa-Overeenkomsten, inclusief volksgezondheidsbepa-
lingen. noopte eind jaren negentig tot herziening van het (wetge-
vings}beleid. Opmerkelijk zijn ook de nieuwe wettelijke regelingen
betreffende hetinstitutionele kader voor de volksgezondheid (herstructure-
ring gezondheildsdiensten) evenals de invoering van gezondheidsbevorde-
rende maatregelen zoals anti-tabakswetgeving en de modernisering van
arbeidsomstandighedenwetgeving met gezondheidsgerelateerde bepalin-
gen.

Gezondheidsrechtelifke hervormingen in Hongarije daarentegen
benadrukkenal in een vroeg stadium het belang van moderne volksgezond-
heidswetgeving. Anders dan in Tsjechié, is de herziening van de structuur-
en financieringswetgeving in Hongarijje minder ingrijpend en wordt
gekenmerkt door een meer geleidelijke invoering van een sociaal zickrekos-
tenverzekeringsmodel, alsmede de vastlegging van fundamentele patiénten-
rechten in weigeving. Niettemin wordt het ontbreken van adequate
kwaliteitswetgeving als een belangrijke omissie in het Hongaarse wetge-
vingsbeleid gekwalificeerd. Deze constatering wordtbevestigd doorrecent
onderzoek naar een Hongaars kwaliteltszorgsysteem, uitgevoerd door
Guldcsi. Dergelijke bevindingen op grond van het rechistheoretische model
activeert de wetgever tot normerend ingrijpen.

Naast beoordeling van het gezondheidsrechtelijke kader, leert toetsing
van het rechtstheoretische wetgevingsmodel aan de wetgevingsactiviteit
echter datde cyclische benadering van het juridisch besluitvormingsproces
niet als zodanig door de praktijk wordt onderschreven. In het bijronder
een deugdelijke probleemanalyse voorafgaand aan, alsmede in de eindfase
van het wetgevingsproces lijkt in de huidige wetgevingsactviteit te
ontbreken. Onderzoek leert evenwel dat de voormaamste problemen met
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de totstandkoming van wetgeving zich juist hier voordoen. Geconstateerd
wordt dat de juridische agenda van de wetgever in de onderzochte
rechisstelsels gedomineerd wordt door instrumentele waarden, zoals het
realiseren van kostenbeheersing in de gezondheidszorg. Normatdeve
waarden lijken hieraan ondergeschikt. Deze eenzijdige benadering vindt
zijn doorslagin de daarop gebaseerde wet-en regelgeving hetgeen tot grote
problemen kan leiden in geval van toetsing aan (constitutionele) rechtsnor-
men.

Tevens geeft de gebrekkige kwalitelt van wetgeving regelmatig aanlei-
ding tot nicuwe wetgeving dan wel aanpassing van de vastgestelde norm
(“legisferids™). Dergelilke reparaties duiden op een nietadequate analyse
van mogelijke knelpunten en (neven)effecten voorafgaand aan de
totstandkoming van de betreffende norm. Het belang van een dergelijk
onderzoek speelt met name in het geval van ingrijpende juridische
veranderingen (wijzigingen in hetfinancieringssysteem, invoeren van een
(selectief) contracteerbeleid, introduceren van pati€éntenwetgeving, etc.).
Lacunes in wetgeving dan wel vage normstelling als gevolg van ondeugde-
lijk onderzoek leiden tot handhavings- en toezichtsperikelen.

Ten slotte blijkt een systematische toetsing omtrent de effectiviteit de
vastgelegde norm afwezig (“wetsevaluatie”). Hierdoorlijkt een dynamische
benadering van hetwetgevingsproces grotendeels te ontbreken. Niettemin
vindt toetsing, hoewel op incidentele basis en met de nodig restricties, wel
plaats in de vorm van rechterlijke toetsing, in het bijzonder door het
Constitutionele Hof. In enkele gevallen van rechrerlijke toetsing bleek dat
stijdigheden met grondrechten leidde tot herziening van wetgeving (sbe-
leid). Hoewel de wetgevingsprakdjk de cyclische benadering van het
formele wetgevingsmodel niet dan wel slechts in beperkte mate lijkt te
ondersteunen, doet het niets af aan de relevante van een dergelijk
rechtstheoretisch model; het structureren en systematiseren van de
besluitvorming in het wetgevingsproces, teneinde de prioriteiten en de
daarop gebaseerde beslissingen op basis van rationele juridische argumen-
ten te kunnen beoordelen.

Naarmate de complexiteit van de besluitvorming toencemt en de
consequenties van bepaalde besluiten ingrijpender worden dan wel niet
op voorhand duidelijk zijn, zal ook het streven naar ratdonele wetgeving
toenemen. Een dergelijke simuatie doet zich voor wanneer de betreffende
landen zich aansluiten bjj de Europese Unie. Op grond van de geratficeer-
de Europa-Overeenkomsten zijn de associaticlanden gehouden zich te
conformeren aan de vitgangspunten van het Europees gemeenschapsrecht.
Daarnaast zullen de associatielanden op het moment van toetreding tot
de Europese Unie, het “acquis communautaire’ in zijn geheel moeten hebben
vertaald in pationaal recht. Het doorvoeren van een dergelijke ingrijipende
wijzigingen in bestaande wet- en regelgeving stelt de kandidaatlidstaten
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voor nieuwe problemen. Gezien de uitkomsten in de delen I en I met
betrekking tot herziening van het wettelilk kader en de relevantie van het
rechtstheoretsche model, luidt in deel III de vraag of, en zo ja, in welk
opzicht het ontwikkelde model tevens kan bijdragen aan de invoering van
het communautaire rechtin de nationale rechtsorde. Een positefantwoord
zou uitsluitsel moeten geven over de wetenschappelijke betekenis van het
model met betrekking tot het conformeren aan het gemeenschapsrecht
alsmede het belang voor de wetgevingspraktijk in de kandidaatlidstaten.

De relevantie van het model betreft onder andere de bestudering van
Europeesrechtelijke implicaties, namelijk het systematisch problematiseren
van mogelijke juridische gevolgen voor de nauonale wetgeving in de
kandidaatlidstaten op het terrein van de gezondheid (szorg) in geval van
toetreding tot de Europese Unie, waarbij het rechistheoretische kader,
aangevuld met Europeesrechtelijke uitgangspunten, fungeertals toetsings-
kader. Een dergelijke analyse informeert de kandidaatlidstaten omtrent
de voorwaarden van toetreding en mogelitke suggesties voor noodzakelijke
aanpassingen van hetwerttelijke kader. Aangezien de nieuwe toetreders het
acquis reeds op onderdelen hebben verwezenlijkt, is daarnaast evaluatie
van de huidige stand van zaken inzake de implementatie voorwerp van
onderzoek. Toetsing van het wettelijk kader aan het gezondheidsacquis
verschaft de nodige informatie omirent mogelijke problemen dan wel
hiaten in het transitieproces, hetgeen aanpassing van wetgeving noodzake-
lijk kan maken.

De uitkomsten geven aan dat de meeste problemen zich voordoen op
het terrein van de interne markt, in het bijzonder inzake de vrij verkeer
bepalingen en de daarop gebaseerde uitspraken van het Eurcopese Hof
van Justitie. Weliswaar erkent het Hof de bevoegdheid van de (kandi-
daat}lidstaten met betrekking tot de inrichting {en de financiering) van
hun nationale stelsels van sociale zekerheid, nietiemin behoren zij daarbij
de uitgangspunten van het gemeenschapsrecht te eerbiedigen. Een
dergelijke benadering, primair gecriénteerd op communautair economi-
sche principes stelt (kandidaat-)lidstaten voor de nodige problemen.
Daaraan ligt ten grondslag het feit dat er binnen het huidige gemeen-
schapsrecht geen sprake is van een interme markt voor stelsels van
gezondheidszorg.

Duidelijk is dat bij afwezigheid van een dergelijk gemeenschappelijk
referentickader, respectevelijk onduidelijkheden omtrent de precieze
effecten van her gemeenschapsrecht op het wettelijk kader van de
gezondheidszorg, nicuwe toetreders vooralsnog aangewezen zijn op een
integrale toetsing van (mogelijke) effecten van het gemeenschapsrecht,
waarbij tevens rekening gehouden moet worden metrecente communautai-
re ontwikkelingen zoals de totstandkoming van het Handvest van grond-
rechten in de Europese Unie. Op grond van dit Handvest zal het Europese

~
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Hof, zo is de verwachting, in toenemende mate betrokken worden in
communautaire mensenrechtenkwesties. Voor kandidaatlidstaten geeft
dit Handvest een nieuwe dimensie aan het “approximaton of laws™ proces,
in hetbijzonder met betrekking totmensenrechten in de gezondheidszorg.

Gegeven hetbetrekkelijk instabiele wettelijk kader en eerdere negatieve
ervaringen metde invoering van een stelsel van sociale ziektekostenverzeke-
ringen is behoedzaamhbeild geboden bij het omzetten van EGrecht in
natonazal recht. Een dergelijke weloverwogen benadering ter zake van de
aanpassing van natonale wetgeving naar Europees rechtligt ten grondslag
aan hetontwikkelde cyclische model. De dynamische, gefaseerde benade-
ring van het wetgevingsproces voorziet in een systematische toetsing aan
het gezondheidsacquis, waarbij gesignaleerde problemen vervolgens tot
eventuele bijstelling van (prioriteiten in) het harmonisatiebeleid leiden,
alsmede het expliciet beargumenteren van aanpassingen in wetgeving op
grond van redenen ontleend aan het gezondheidsrechtelijk normatieve
kader. Een dergelijke stapsgewijze benadering becogt, zowel qua inhoud
als procedure, rationalisatic van het acquis wetgevingsproces in de
kandidaatlidstaten, alsook hetversterken van de kwaliteit (effectivitelt) van
wetgeving.
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Gesundheitsgesetzgebung Mittel- und Osteuropa. Anwendung eines
rechtstheoretischen Modells

Diese Dissertation ist das Ergebnis der Forschung nach einem rechts-
theoretischen Gesetzgebungsmodell fir die Regulierung des Gesundheits-
wesens in einigen ehemaligen Ostblockstaaten. Das Ziel der Untersuchung
war festzustellen, ob, und wenn ja, auf welche Weise ein naher bestimmtes
rechtstheoretisches Gesetzgebungsmodell einen brauchbaren Rahmen
formt, um die Organisation und den Inhalt eines neuen gesetzlichen
Systems fiir das Gesundheitswesen zu pritfen. Uberpriffung bedeutet hier
das Vergleichen des faktischen Gesetzgebungsprozesses mit den Entwick-
lungsstadien so wie diese in dem rechtstheoretischen Modell ausgearbeitet
werden sowie das Beurteilen des Inhalts der Gesetzgebung anhand von
rechstheoretischen Ausgangspunkten des Gesundheitsrechts. Der
Gedanke, der der Problemstellung zugrunde liegt, betrifft das Rationalisie-
ren der Gesetzgebung im Gesundheitswesen mittels einer rechtstheoret-
schen Analyse der Problempunkze, die bel der Einfihrung neuer Gesetz-
gebung auftreten konnen.

Der Wert eines dergleichen normatven Modells liegt in den ver
schiedenen Funktionen des Gesundheitsrechts (sowie die Gewadhrleistungs-
und Crdnungsfunkionen), wobel sowohl internationalen als auch
nationalen Rechtsquellen Bedeutung zuerkannt wird. Diese Rechtsquellen
beinhalien die Ausgangspunkie, woran unter anderem wirtschaftspolitische
Zielstellungen, sowie Kostenbeherrschung und Effizienz beurteilt werden
kénnen. AuBerdem stellen diese Ausgangspunkte Grenzen an der
Einschrinkung der Zuganglichkeit, der Qualitit, und der Struktur und
Finanzierung des medizinischen Sektors.

Die Bedeutung rechistheoretischer Ausgangspunkte kommt fir das
Gesundheitswesen unter anderem zum Ausdruck in Gesetzgebung, die
verschiedene Aspekte des Gesundheitswesens regelt, wie die Gesetzgebung
in Sachen Gesundheisschutz, die Organisation und die Struktur von
Einrichtungen, die Finanzierung der Pflege und die Berufsgesetzgebung
sowie die Rechte von Patienten. Es besteht die Gefahr, dassin ,Ubergangs-
landern” eine derartige Gesetzgebung auf unkontrollierte Weise zustande
komme, ohne dass Ausgangspunkte entwickelt und Zielstellungen und
Priorititen festgestellt wurden.

Angesichts der Tatsache, dass esim Momentso scheint, als ob vorallem
okonomische Entwickiungen héochste politische Prioritat genieBen, wurde
hier untersucht, ob Gesetzgebung auf dem Gebiet des Gesundheitswesens
bei den polidschen Priorititen anschlieft. Vor allen Dingen auf dem Gebiet
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der Finanzierung der Pflege tauchen Probleme auf beziglich individuell
formulierter Anspriiche von Versicherten. Im heutigen gesetzlichen System
stelltsich die Frage, ob im Besonderen die Einfihrung der Markiwirkung
im Gesundheitswesen ohne weiteres eine Losung bieten kann fur die
Probleme auf dem Gebiet von Planung und Kostenbeherrschung bei der
Pflege in Mittel- und Osteuropa. Die Prafung des Aufbaus und des Inhalts
der Gesundheitsgesetzgebung in den drei ehemaligen Ostblocklandern
an den formulierten Ausgangspunkten des entwickelten Modells soll
deutlich machen, ob die dort in Gang gesetzten Reformen in den
rechistheoretischen Rahmen passen.

Um die Problemstellung untersuchen zu konnen, wurde in Teil 1 anhand
von Entwicklungen in der rechiswissenschaftlichen Literatur und in
internationalen Rechtsquellen ein rechistheoretscher Rahmen fur den
Aufbau und den Inhalt der Gesetzgebung im Gesundheitswesen erarbeitet.
Die Grundlage dafar wurde durch Noll's Gesetzgebungslehre gelegt, in
der er eine phasierte, zyklische Gesetzgebungsmethode entwickelte, um
den Enischeidungsfindungsprozess in Bezug auf die Entstehung von
Gesetzgebung zu rationalisieren, welches ein systematisches und wissen-
schaftliches Prafen an demokratsche Rechisnormen bedeutet. Die
Betwrachtungsweise des Gesetzgebungsprozesses, wieder gegeben in der
Form eines iterativen Modells, wird zum Teil bestitigt durch den pol-
nischen Rechistheoredker Wroblewski (Einflihrung in die Geseizgebungs-
theorie) sowie durch heutige Gesetzgebungsjurisien (Van der Velden,
Eijlander, etc.). Die Relevanz eines derartigen Modells liegt in der
Aussagekraft Uiber die Rationalitit, Effekdvitar und Konsistenz von
Gesetzgebung.

Kritik auf der von Noll entwickelten Methode betrifft verschiedene
Annahmen worunter die Fikdon des individuellen, allwissenden Gesetz-
gebers und die Idee der Rationalitat von Gesetzgebung gehdren. Obwohl
die Unterstellung des Gesetzgebungsprozesses als eine rationell kontrollier-
bare Aktivitit mehr eine juristische Fiktion ist als eine politische Realitit,
ist das Streben nach einem gewissen Mab an Rationalitit doch legitm.

Eine derartige beschrankte Rationalititsannahme, so Nollkaemper, legt
neben der normativen und junistischen Funkdon den Nachdruck auf die
pelitische (instrumentelle) Funkton des Rechts. Der inhérent politdsche
Charakter der Gesetzgebung kommt zum Ausdruck im Einfluss ver-
schiedener Aktoren und der Notwendigkeit zum Schliefen von Kompro-
missen, die mit dem ratonell-analytischen Gesetzgebungskonzept
interferieren kénnen. Dennoch ist das entwickelte Modell nicht tauglich
um Aussagen zu machen iber das Ausmab, mit dem dergleiche politische
Erwagungen rationale Gesetzgebung beeinflussen. Das Benennen von nicht
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juristischen funktionellen Motiven kann dennoch in gewissen Masse an der
Optimalisierung wohl Gberlegter Gesetzgebung beitragen.

Angesichts des Strebens nach Rationalitdtist die systematische Evaluie-
rung der juristischen Normierung notwendig. Eine derartig institu-
tonalisierte Form der Prisfung der Effekuvitat kann neben der Anpassung
der individuellen Norm, zu Eonsequenzen fihren in der Gesetzgebungs-
politk. Eine solche Annahme ist basiert auf “der Interpendenz von
Einzelregelungen im Gesamt der Rechisordnung™.

Die Anwendung der Gesetzgebungsmethode innerhalb des Gesundheits-
rechts erfordert eine nzhere Ausfilllung des rechistheoretischen Rahmens.
Normative Grundsatze die dem Gesundheitsrecht zugrunde liegen sind
das Rechtauf Gesundheitsflirsorge und das Selbstbestimmungsrecht oder
auch die Autonomie des Patienten. Diese einzigartigen gesundheitsrecht
lichen Prinzipien sowie die hiervon abgeleiteten Werte definieren primér
den normatven Rabhmen auf dem Gebiet der Gesundheitspolidk. Festgelegt
in verschiedenen (bindenden) Vertagstexten, Konsttutionen und
nationaler Gesetzgebung fungieren die Ausgangspunkte als Funktonen
des Gesundheisrechts (“law-jobs™). Diese Funktonen sind historisch
gewachsen und sind als Gewihrleistungs- und instrumentale Funktcnen
zu charakrterisieren.

Klassifiziert in gesundheitsrechtdiche Eluster beschreiben die Funktio-
nen einen konzepruellen Rahmen, der auf dem Gebiet der Volksgesund-
heit (Schutz. Vorsorge und Férderung), der Organisation und Struktur
von Einrichtungen, der Finanzierung und der Qualitdt der Pflege und der
Rechten von Patienten staatliches Eingreifen rechtfertigt. Ein derartiger
theoretscher Rahmen von Rechtsgrundlagen und Funktionen des
Gesundheitsrechts winfasst die verschiedenen Qualititen der Gesetzgebung
und istim Besonderen relevant fir das Strukturieren und Analysieren von
Systemreformen in Beitriuslandern.

Anfang der neunziger Jahre optierten viele Osteuropaische Landerfir
die Einfiilhrung eines sozialen Sicherheitssystems basiert auf dem so
genannten Bismarckmodell einer sozialen Versicherungspflicht fir
Krankheitsfalle und andere Risiken. Der Ubergang von dem urspriing-
lichen Semashko-Modell, in dem das Versicherungseiement fehlte, zum
Bismarckmodel mit regulierter Marktwirkung, hat groBbe Auswirkungen
fr die Organisation und den Inhait der Gesetzgebung. In diesem Kontext
gibt der entwickelte rechistheoredsche Rahmen die fthrenden kon-
stitutionellen Grundsitze an, die als normative Standards fiir den Aufbau
und die Einrichtung von Gesetzgebung auf dem Gebiet des Gesundheits-
wesens fungieren.

Im lewzten Kapitel des ersten Teils wurde der gesundheitsrechdiche
Rahmen integriert in das allgemeine Gesetzgebungsmodell. In diesem
Modell findet die Synthese statt zwischen dem Gesetzgebungsprozess, das
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heiBt dem Entstehen der gesetzlichen Norm, des Inhalts der gesetzlichen
Norm und der Gesetzgebungspolitik. Diese Strategie impliziert einen
schrittweisen und damit mehr Konsistenten Ansatz des Entscheidungs-
prozesses Uber die beabsichtigten Reformen in der Gesundheitsgesetz-
gebung und der daran zugrunde liegenden Gesetzgebungspolitk.

Diesist notwendig, weil in vielen Mittel- und Osteuropaischen Lindern
die Gesetzgebungspolitik auf dem Gebiet des Gesundheitswesen als
“Krisenmanagement” klassifiziert wird. Konfrontiert mit schnellen und
eingreifenden Veranderungen wird Gesetzgebung gekennzeichnetdurch
ungenigend durchdachte Mafnahmen, welche mit einer mangelhaften
Systematik innerhalb der Gesetzgebungspolitik parallel gehen.

Einen wichtgen Aspektin der Debatte Giber notwendige Reformen im
Gesundheitswesen betrifft darum die Verbesserungen der Konsistenz und
des Zusammenhangs von Gesetzgebung. Mitdem entwickelten Modell wird
beabsichtigt einen Beitrag zu der Diskussion zu liefern. Das formelle
theoretische Gesetzgebungsmodell, gemessen an einem rechistheoret-
schen Rahmen von normativen Parametern fungiertals methodologisches
Instrumentund beabsichtgt den unstrukturierten Gesetzgebungsprozess
naher zu ordnen. Das fasierte Model zwingt den Gesetzgeber zu einer mehr
systematischen und konsistenten Herangehensweise, wobei der rechts-
theoretische Rahmen die primiren Aufgaben und Funktionen des Staates
auf verschiedenen Gebieten des Gesundheitsrechts widerspiegelt und
gestaltet. Der Zusammmenhang zwischen normierenden und legitimieren-
den Funktionen des Rechts die mittels Gesetzgebung zum Ausdruck
kommen, und die daran zugrunde liegende Gesetzgebungspolitik, kann
zwischen traditonellen Garantefunkdonen und insorumentalen politischen
Aufgaben zu Spannungen fithren. Das zyklische Modell bringt diese
Konflikte in im Verhalmis Gesetzgebung und Gesetzgebungspoliuk zum
Ausdruck. Spannungen zwischen dem Zugang zur Pflege einerseits und
der Kostenbeherrschung andererseits, kann zu gesetzgeberischen An-
passungen bzw. Kursanderungen fihren. Eine derardg rationelle und
systematische Beschauung des Gesetzgebungsprozess, impliziertauch diese
zunchmende Betrachtung des Entscheidungfindungsprozesses sowohl qua
Formalsauch qua inhalt. Das entwickelte Modell entspricht dem dadurch
dass es ausgeht von einer allmahlichen Umwilzung des gesetzlichen
Rahmensin ein mehr marktgerichtetes Gesundheitssorgesystem, wahrend
es die formulierten Aufgaben und Verantwortichkeiten des Staates auf
dem Gebiet des Gesundheitswesens beracksichuigt.

Teil I umfasst eine globale Uberprifung des Modells in drei Rechts-
systemen in Mittel- und Osteuropa, das heilit Ungarn, Tschechien und
Polen. Untersucht wird hier ob und wenn ja, in welcher Hinsicht das
analytsche Modell ein taugliches Instrument £ir die Priafung der Gesetz-
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gebungspraxis in Mittel-und Osteuropa ist. Um diese Frage beantworten
zu kdnnen, wird in drel aufeinander anschlieBenden Kapiteln das
rechistheoretische Gesetzgebungsmodell hinsichtlich ihrer Vollstindigkeit
und Effektivitit beurteilt. In den ausgewihlten Rechtssystemen haben sich
die groften Verinderungen auf dem Gebiet des Gesundheitswesens
vollzogen. Die wahrgenommenen Probleme kommen so auch pragnant
zum Ausdruck und dienen als Beispiel fur andere Lander in der Regien,
wie Bulgarien, Ruménien und Slowakei. Ebenso werden die genannten
Lander als Erstes mit der Einfithrung des Gemeinschaftsrechts kon-
frondert, wenn sie der Europidischen Union beitreten, welche wiederum
zu eingreifenden Veranderungen in ihrer gesetzlichen Systematik fihrt

Der Aufbau des zweiten Teils ist jewells glelch. In erster Instanz werden
die vornehmlichen Rechtsquellen des nationalen Gesundheitsrechts
untersuchr, klassifiziert nach den durch Roemer unterschiedenen
Funkdonen (lawjobs) des Gesundheitsrechts. Basierend auf diese Analyse
ist es mdglich, den jetzigen Stand der Gesetzgebung in den betreffenden
Lindern auf eine systematische Artund Weilse zu beurteilen und Aussagen
zumachen beziiglich der signalisierten Unzulanglichkeiten und mégiichen
Inkonsistenzen im gesetzlichen System, sowie Empfehlungen zu formulie-
ren fir eine Verbesserung der Gesetzgebungsqualitit.

DerVergleich der Resultate hat zu verschiedenen Ergebnissen gefihrt.
Sorechifertigen die Artund der Umfang der signalisierten Verdnderungen
die Schlussfolgerung, dass von einer “Gesetzgebungsrevolution™ die Rede
1st, wobei das “sozialistische” Gesundhelssorgmodell ersetzt wird durch
ein mehr “westliches” marktorientiertes Modell. Die Einfithrung einer
parlamentarischen Demokratie, des Rechtsstaates und grundlegenden
Menschenrechten und Freiheiten resultierte in grofen Anpassungen des
gesundheitsrechdichen gesetzlichen Rahmens. Neben konstitutionelien
Veranderungen wurden ebenso wichtige Reformen in der Gesetzgebung
auf den Gebieten der Volksgesundheit, der Strukrur und Finanzierung des
Gesundheitswesens und der rechilichen Position des Patenten durch-
gefihrt.

Andere gemeinschaftliche Tendenzen beweffen die zunehmende
Aufmerksamkeit fir Ma8nahmen zur Forderung von Gesundheitund dem
Schutz vor bestimmten Krankheiten, dem Umsturz von einem zentrali-
stschen zu einem mehr dezentralisierten und privatisierten Rahmen von
Gesundheitspflegeeinrichtungen, kombiniert mit einem System von
sozialen Krankenkosten-Versicherungen, ausgefithrt durch entweder oder
nichtselbststandig operierende Fonds, die Pflege einkaufen bei (individuel-
len) Pflegeanbietern, sowie das Festlegen von allgemeinen Patientenrech-
ten in grundgesetzlichen Zusammenhangen als direkte Folge von der
Radfikation diverser internationaler Vertrage.
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Die Klassifizierung in Gesetzgebungskluster macht deutlich, dass be-
schriebene Entwicklungen in grossen Linien die Systematik des Modells
folgen. Eine edrartige Konstatierung bestatigt die Relevanz des rechts-
theoretischen Modells fir die Gesetzgebungspraxis. Die Prifungder
wichtigtigsten nationale Rechisquellen an rechtstheoretischen Ausgangs-
punkten mittels einer systematischen Analyse von heutigen (und zukunft-
gen) Problempunkten und Liicken in der Gesetzgebung macht es moglich
Aussagen zu machen Gber die notwendigen rechtichen Voraussetzungen
fur die Einfahrung einer regulierten Form der Markowirkung im Gesund-
heitswesen, und die notwendigen rechtlichen Verdnderungen zu sorukturie-
remn.

Jedochin einiger Hinsicht weicht die Gesetzgebungspraxis wohlabvon
dem als ideal beschriebenen Muster. Tschechien ist daflir das meist
pragnante Vorbild. Schon in einem frithen Stadium des Transponierungs-
prozesses wurde ein System von sozialen Krankenkosten-Versicherungen
introduziert, die so waren wie das Modell von konkurrierenden
Krankenkosten-Versicherungen in den Vereinigten Staaten. Die Ein-
fihrung eines sclchen neuen Systems hatte dramatische Folgen fur die
Gewahrleistung der Finanzierung des Systems. Hinterher lassen sich die
signalisierten Probleme grofitenteils ableiten von undurchdachter
Gesetzgebung beziglich der Finanzierung der Pflege in Zusammenhang
mitder so ziemlich unklausulierten Privatisierung von Gesundheitssorgein-
richtungen. sowie die beschrankte Aufgabenauffassung des Staates im
Gesundheitswesen.,

Ebenso scheint es, dass Gesetzgebung auf dem Gebiet von Volks-
gesundheit, dank der stark veralterten Gesetzgebung, bei dem Gesetzgeber
keine oder kaum Prioritit geniefit, sowohlin Tschechien als auch in Polen.
Der Begriff Volksgesundheit war bislang basiert auf der sozialistischen
Herangehensweise, die den Nachdruck auf Schutzmassnahmen legte.
Alarmierende Fakten beziglich des Gesundheitszustandes der Bevolke-
rung, sowie neue Einsichten bezueglich der Vorsorge und die Forderung
der Volksgesundheit und die Ratifizierung von europiischen Vertragen,
inklusiv der Volksgesundheltsbestimmungen, fiihrie Ende der 90iger Jahre
zu Umwilzungen in der (Gesetzgebungs) polidk. Bemerkenswertsind auch
die neuen gesetzlichen Regelungen beziglich des institudonellen Rahmens
fur die Volksgesundheit (Umstrukturierung von Gesundheitsdiensten)
ebenso wie die Einfithrung von gesundheisfordernden Mafnahmen wie
die Anti-Tabak Gesetzgebung und die Modemisierung der Gesetzgebung
iber Arbeisbedingungen mit gesundheitsrelatierten Bestimmungen.

Gesuncheitsrechtliche Reformen in Ungarn dagegen betonen schon
in einem frihen Stadium diec Bedeutung der Volksgesundheitsgesetz-
gebung. Anders als in Tschechien, ist die Umwilzung der Struktur- und
Finanzierungsgesetzgebung in Ungarn weniger eingreifend, sie wird
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gekennzeichnet durch eine allmahliche Einfiihrung eines sozialen
Krankenversicherungmodells, sowie durch die Festlegung von fun-
damentalen Patientenrechien in der Gesetzgebung, Trotzdem wird das
Fehlen eineradaquaten Qualitirsgesetzgebung als ein wichtiges Versaumnis
in der ungarisch Gesetzgebungspolitik qualifiziert. Diese Konstatierung
wird bestdtigt durch jingste Forschungen nach einem ungarischen
Qualitatspflegesystem, welche durch Guldcesi ausgefiihrt wurden. Derartige
Befindungen aufgrund des rechtstheoretischen Modells aktivieren den
Gesetzgeber zu normierendem Eingreifen.

Neben der Beurteilung des gesundheitsrechtlichen Rahmens, lehrtdie
Uberpritfung des rechtstheoretischen Gesetzgebungsmodells an die
Gesetzgebungsakavititjedoch, dass die zvklische Herangehensweise an den
Juristischen Entscheidungsprozess als solches nicht durch die Praxis
unterschrieben wird. Insbesondere eine taugliche Problemanalyse, sowohl
in der Beginn- als auch in der Endphase des Gesetzgebungsprozesses
scheint in der heutigen Gesetzgebungsaktivitdt zu fehlen. Die Forschung
lehrt ebenso, dass die vornehmlichen Probleme in der Entstehung von
Gesetzgebung sich vor allen Dingen hier zeigen.

Es wird konstatiert, dass die juristische Tagesordnung des Gesetzgebers
in den untersuchten Rechtssystemen durch instrumentelle Werte dominiert
wird, wie das Realisieren der Kostenbeherrschung des Gesundheitswesens.
Normative Werte scheinen diesen untergeordnet zu sein.

Dieses einseitige Herangehen findet seinen Durchschlag in der darauf
basierten Gesetzgebung. Dieses Herangehen kann zu groBen Problemen
fihren im Falle der Priafung an (konstitutionellen) Rechtsnormen.

Ebenso gibt die mangelhafte Qualitat der Gesetzgebung regelmabig
Anlass 7u neuver Gesetzgebung sowie zur Anpassung der festgestellien
Norm (“legisferids™).

Derartige Reparaturen deuten auf eine nicht adaquate Analyse von
maéglichen Problemen und (Neben-) Effekten vor dem Zustandekommen
der bewreffenden Norm. Die Bedeutung einer derardgen Untersuchung
wird vor allen Dingen deudich in Fillen von eingreifenden juristischen
Veranderungen (}“\ndemngen des Finanzsystems, Einfithrung einer
selektiven Vertragspraxis, Einfihrung von Patientengesetzgebung, etc.).

Licken in der Gesetzgebung sowie vage Normstellungen in Folge von
untauglichen Untersuchungen fithren zu Handhabungs- und Aufsichts-
periklen.

AbschlieBend erweistsich die systematische Uberpritfung der Effekvitit
der festgelegten Norm als abwesend (Gesetzgebungsevaluierung) . Dadurch
scheint das dynamische Herangehen an den Gesetzgebungsprozess
groBrenteils zu fehlen. Trowzdem findet eine Uberpriffung, obwohl nur
gelegentlich und mit den notwendigen Riststriktionen, wohl statt in der
Form einer gerichtlichen Uberpritfung, insbesondere durch die Verfas-
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sungsgerichte. In einzelnen Fallen gerichuicher Prufung schien es, dass
Divergenzen mit Grundrechten zu Anderung der Gesetzgebungspolitik
fihrte. Obwohl die Gesetzgebungspraxis die zyklische Herangehensweise
des formellen Gesetzgebungsmodells nicht oder nur in beschrankiem
AusmaB zu unterstitzen scheint, Andertdies nichts an der Relevanz eines
dergleichen rechtstheoretischen Modells; das Strukturieren und Systemati-
sieren des Entscheidungsprozesses, um die Priorititen und die darauf
basierten Entscheidungen auf der Basis von rationeilen juristischen
Argumenten beurteilen zu kénnen.

In dem Masse wie die Komplexitit der Entscheidungsfindung zunimmt
und die Konsequenzen bestimmter Beschliisse eingreifender werden oder
sich nicht gleich deutlich zeigen, wird auch das Streben nach rationeller
Gesetzgebung zunchmen. Eine derartige Situation entsteht, wenn die
betreffenden Linder der Europaischen Union beitreten. Aufgrund der
raufizierten Europa-Vertrage sind die assoziierenden Lander gehalten, sich
den Grundlagen des Europiischen Gemeinschafisrechts anzupassen.
Daneben werden die assozierenden Linder im Moment des Beitretens zur
Europiischen Union das “acquis communautgire’ in seiner Gesamtheit in
nationales Recht umgesetzt haben missen. Die Durchfithrung einer
derartig eingreifenden Veranderung in bestchende Gesetzgebung stellt
die zukinftigen Mitgliedstaaten vor neue Probleme. Angesichts der
Ergebnisse in den Teilen I und I beziglich der Revidierung des gesetzli-
chen Rahmens und der Relevanz des rechistheoretischen Modelis, lautet
in Teil III die Frage ob, und wenn ja, in welcher Hinsicht das entwickelte
Modell ebenso beitragen kann zu der Einfihrung des communautairen
Rechts in die nationale Rechtsordnung.

Eine posidve Antwort sollte Aufschluss geben kénnen Gber die
wissenschaftliche Bedeutung des Modells mit Bezug auf das Konformieren
an Gemeinschafisrechtsowie der Bedeutung fiir die Gesetzgebungspraxis
in den Kandidatstaaten.

Die Bedeutung des Modells betrifft unter anderem das Studieren von
europiischen Implikaticnen, ndmlich das systematsche Problematisieren
von moglichen juristischen Folgen fur die nationale Gesetzgebung in den
KandidatrMitgliedstaaten auf dem Gebiet des Gesundheitswesens, im Falle
des Beititts zur Europdischen Union, wobel der rechtstheoretische
Rahmen, angereichert mit Europiischen Ausgangspunkten fungiert als
Prifungskader.

Eine derartige Analvse informiert die Kandidat-Mitgliedstaten dber die
Voraussetzungen zum Beitritt und macht mégliche Vorschliage fur die
notwendige Anpassungen des gesetzlichen Rahmen.

Angesichts die neuen Beitrittslander het “acquis communautaire” schon
in Teilen verwirklicht haben, ist daneben Evalulerung des heutigen Stand
der Dinge beziglich der Implementation Untersuchungsthema. Die
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Priifung des gesetzlichen Rahmens auf das Gesundheitsacquis verschafft
die notwendigen Informationen bezlglich méglicher Probleme und
Licken im Transponierungsprozess, die die Anpassung von Gesetzgebung
notwendig machen.

Die Ereignisse geben an, dass die meisten Probleme auf dem Gebietdes
internen Marktes auftauchen, insbesondere bel den Bestimmungen Uber
den frelen Verkehr und den darauf basierten Entscheidungen des
Europiischen Gerichtshofes. Zwar kennt der Gerichtshof die Zustandigkeit
der Miwgliedstaten in Bezug auf die Einrichrung (und die Finanzierung)
ihrer natonalen Systemen von sozialer Sicherheit an, dennoch sind sie
dabei gehalten die Ausgangspunkte des Gemelinschaftsrechts zu wahren.
Ein derartges Vorgehen, welches primdr orientiertistan den communau-
wiren Okonomischen Prinzipien stellt die (Kandidat) Mitgliedstaten vor
die notwendigen Probleme. Dem liegt die Tawsache zugrunde, dass
innerhalb des heutigen Gemeinschaftsrechts kein interner Marke fiir
Systeme des Gesundheitswesens besteht.

Deutlich ist, dass bei Abwesendheit eines derartigen gemeinschaftlichen
Bezugsrahmen, bzw. bei Undeudichkeiten beziiglich der genauen Effekte
des Gemeinschafsrechts auf das gesetzliche System des Gesundheitswesens,
neue beitretende Lander zur Zeit noch angewiesen sind auf die integrale
Prafungvon (moglichen) Effekten des Gemeinschaftsrechts, wobel ebenso
neuere communautaire Entwicklungen berucksichtigt werden miussen
sowie das Zustandekommen der Charta der Grundrechte der Europaischen
Union. Auf Grund dieser Charta wird der Europiische Gerichtshof im
zunehmenden Mafie bezogen sein bei communautairen Menschenrechis-
fragen. Fir zuklnftige Mitgliedstaten gibt diese Charta eine neue Dimen-
sion an der “approximaton of laws” proces, insbesondere bzgl. der
Menschenrechte im Gesundheitswesen.

Ausgehend von dem ziemlich instabilen gesetzlichen Rahmen und
frihere negative Erfahrungen bei der Einfihrung eines System von
sozialen Krankenkostenversicherungen ist Behutsamkeit geboten beim
Umsetzen von Européischen Recht in nationalem Recht. Ein derartiges
wohlerwogenes Vorgehen iiber die Anpassung von nationaler Gesetz-
gebung an Furopaischem Rechtliegt dem entwickelten zyklischen Modell
zugrunde.

Die dvnamisch fasierte Annaherung an den Gesetzgebungsprozess
bedeutet eine systematische Prufung des Gesundheitsacquis, wobel
signalisierte Probleme in Folge zu eventuellen Beistellungen von Prioritd-
ten der Harmonisierungspraxis fiihren, sowie die explizite Begrundung
fuer Anpassungen in Gesetzgebungen basierend auf Grinde, die dem
gesundheitsrechtlichen Rahmen entlehntsind. Eine derartige schritweise
Anniherung bezweckt sowohl in Bezug auf den Inhalt als auch auf das
Verfahren die Ratonalisierung des Implementationsprozess in den
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zukunfige Mitgliedstaaten, als auch das Verstarken der Qualitat (Effekeivi-
tat) von Gesetzgebung.
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