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Executive summary
Background

The Hungarian health insurance system can be considered a Bismarckian-type social insurance
system. The health care reforms in the 1990s transformed the Hungarian health care system into
a split purchaser—provider contract model. The national health system is mostly based on Law
No. LXXXIII of 1997. There are two main sources of funding, generating a mixture of tax and so-
cial insurance-based funds. In 2004 the total health expenditure (THE) was 8.47% of the gross
domestic product (GDP), of which 71.79% was public and 28.21% private expenses.

Three main actors operate in the health care system. The Ministry of Health (Egészségugyi
Minisztérium, EGM / MoH) has a dominant role (managing) and it is responsible for the overall
pharmaceutical policy. The Ministry of Finance (Pénzigy Minisztérium, PM / MoF) manages the
Health Insurance Fund (Egészségbiztositasi Alap, E. Alap), which is the main pharmaceutical
sourcing channel, and the National Health Insurance Fund Administration (Orszagos Egészség-
biztositasi Pénztar, OEP) finances the recurrent costs of health services and provides cash bene-
fits such as sickness allowances. Further duties include the public procurement/tendering of
pharmaceuticals, pricing procedures, and monitoring (e.g. of consumption). The low number of
actors suggests that the Hungarian health system is centralised in structure.

The level of coverage is almost 100%, because most of the social groups that do not pay health
insurance contributions (children, pensioners, unemployed people, etc.) are also covered by the
State. There are no differences according to income level or age in the health care services pro-
vided.

Public out-patient care is remunerated by the National Health Insurance Fund Administration
(OEP). The main financing method is similar to the German Point System.

In terms of hospital remuneration, two different types of care can be differentiated, with different
financial approaches: acute and chronic care. Acute in-patient care is financed through the im-
plementation of a system similar to the diagnosis-related groups (DRGs) (Hungarian “homoge-
nous disease groups” (HBCS)). At chronic level, daily payments are applicable, weighted by dif-
ferent variables (e.g. hospice, rehabilitation).

Pharmaceutical system

The legal basis of the national pharmaceutical system is mostly based on Law No. XCV of 2005
on pharmaceuticals for human use and on the amendment of other regulations related to phar-
maceuticals.

The reimbursement policy is regulated by Decree of the Ministry of Health 32/2004 on the criteria
for inclusion of registered pharmaceuticals and foods satisfying particular dietary requirements
into social insurance coverage, and on altering coverage or reimbursement status.



The most relevant actors include the Hungarian Ministry of Health (EUM / MoH), responsible for
the regulatory framework in terms of pharmaceuticals; the National Health Insurance Fund Ad-
ministration (OEP), advised by the Technology Appraisal Committee (TEB), which is responsible
for the reimbursement of pharmaceuticals; and the National Institute of Pharmacy (Orszagos
Gyodgyszerészeti Intézet, OGYI), acting as a medicines agency.

The pharmaceutical industry was an important branch of industry in previous decades. In the
1990s the Hungarian pharmaceutical industry was privatised and is nowadays mainly in the
hands of foreign investors. The biggest national producer is Richter Gedeon, which also domi-
nates the pharmaceutical market in terms of sales, followed by Egis. The pharmaceutical produc-
tion in Hungary amounted to HUF 356,820 Mio. / € 1,407.46 Mio. in 2003. The local pharmaceuti-
cal industry covers approximately one third of the Hungarian market in value, and more than half
of the pharmaceutical market in volume. The domestic share of pharmaceutical sales has con-
stantly declined since 1990 [MAGYOSZ, 2005].

There are two main distribution channels. In the case of in-patient care the usual method is as
follows: after the manufacturer level (production or import of the pharmaceutical) we find the
wholesale level; hospitals buy the required pharmaceuticals directly from wholesalers and the pa-
tients are at the end of the distribution channel (cf. Figure 2.1).

In out-patient care, after the wholesale level there is retail trade. Patients can buy pharmaceuti-
cals directly from the pharmacies.

The wholesale and pharmacy mark up is regulated by Decree of the Ministry of Health 19/2001
on the commercial price mark up of pharmaceuticals.

In 2004, expenditure on pharmaceuticals (HUF 458 billion) exceeded the amount that the social
health insurance (SHI) had spent on in-patient care (HUF 364 billion). As a share of gross domes-
tic product (GDP) the pharmaceutical spending totalled 2.1% (2002), ranking Hungary in third
place compared within the European informant Organisation for Economic Co-operation and De-
velopment (OECD) countries. One third (32.8%, 2005) was financed by private households and
two thirds through the social health insurance (SHI) and national government budget.

Pricing

In Hungary, there is a system of free pricing for all pharmaceuticals regardless of their prescrip-
tion status (prescription-only medicine(s) (POM) or over-the-counter (OTC)) at manufacturer level
(Law No. LXXXVII of 1990 on the establishment of prices implemented in the present system).
Thus, pharmaceutical companies are free to set the prices of non-reimbursable pharmaceuticals
at their will. There is no separate price-setting procedure. The legal framework for pricing is set
out in Decree of the Ministry of Health 32/2004, together with the reimbursement-related regula-
tion.

There is no difference in pricing mechanism between the different types of pharmaceuticals: it
rather depends on the type of reimbursement and the level of pharmaceutical pricing system
(wholesale/retail price). Decisions on pricing are not made at any level; only the price margins
(the retail and wholesale margins) are regulated by Decree of the Ministry of Health 19/2001. At
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manufacturer level, prices (for pharmaceuticals applying for inclusion in the reimbursement lists)
may be negotiated with the National Health Insurance Fund Administration (OEP), and this pro-
cedure is regulated statutorily.

Where innovative pharmaceuticals are concerned companies have to indicate external prices in
their reimbursement application. The manufacturer price of a newly included preparation contain-
ing (an) active ingredient(s) that has not yet been granted reimbursement cannot be higher than
the lowest existing manufacturer price in the countries listed in the application form. Internal price
referencing is also available, mostly among the reimbursed generics.

In the Hungarian system both a percentage and the fixed amount are used. The wholesalers and
the pharmacists are remunerated via regressive mark ups (cf. Table 3.4 and Table 3.5, respec-
tively), and these regressive mark ups are regulated by Decree of the Ministry of Health 19/2001.
The law regulates all pharmaceuticals. The average margin, assessed by the turnover data in
2005, was 19.46%.

In the last few years there have been several changes in the value-added tax (VAT) rates in
Hungary, with the standard value-added tax (VAT) rate currently at 20%. For pharmaceuticals
(human registered medicines) a 5% rate is applied, which is the minimum level allowed for re-
duced value-added tax (VAT) in the European Union (EU) according to the VAT Directive.

There are no rebates, margin cuts, or price reviews in Hungary, but both price-related and vol-
ume-related cost-containment measures have been set; these include price stops/freezes; price—
volume agreements and manufacturer discounts/rebates, as well as agreements binding prices of
imported pharmaceuticals to exchange rate fluctuations.

Reimbursement

The final decision on the inclusion of pharmaceuticals in the positive list is made by the Head of
the Pharmaceuticals Department (in the case of hospital-only medicine(s) (HOM)), by the Head of
Department of Curative-Preventive Provisions of the National Health Insurance Fund Administra-
tion (OEP) based on the pre-expertise of the Transparency Secretariat, and by the Health Tech-
nology Assessment Institute and the Technology Appraisal Committee (TEB). At the end of the
appeal procedure (cf. 4.2.1) a Superior Committee (made up of delegates of the Ministry of
Health (EGM / MoH), the National Health Insurance Fund Administration (OEP), the National Insti-
tute of Pharmacy (OGYI), etc.) has the right to make the final decision. During these procedures
the pricing and reimbursement policies are always interlinked. Decree of the Ministry of Health
32/2004 contains the exact terms of the reimbursement and pricing criteria.

There is a positive as well as a negative list, both of which are registered by the National Health
Insurance Fund Administration (OEP). If the market authorisation holder of the reference prepara-
tion cannot show that it can meet its supply obligation for three consecutive months, the National
Health Insurance Fund Administration (OEP) will delist the preparation from reimbursement and
that preparation cannot be included in reimbursement procedures for two years effective from the
next setting of the reference price. The main determinants of inclusion are the following: product-
specific criteria, economic criteria and all of the patient-specific and disease criteria.
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Decree of the Ministry of Health 32/2004 defines the different categories. Pharmaceuticals on the
positive list are generally reimbursed in kind, at rates of 90%, 70% and 50% (so-called normative
reimbursement), as a percentage of the pharmacy retail price (PRP). Normative reimbursement
accounts for approximately one quarter of the National Health Insurance Fund Administration’s
(OEP) pharmaceutical expenditure (PE). Furthermore, expensive pharmaceuticals with approved
special indications are reimbursed at 100%, or 90% if prescribed by a specialist or on behalf of
the written recommendation of a specialist, otherwise they fall under the lower reimbursement
levels of normative reimbursement (preferential reimbursement category). The list of disease
conditions is defined by the Ministry of Health (EGM / MoH), along with the Ministry of Finance
(PM / MoF). In addition, there is special reimbursement for people with low income, and pharma-
ceuticals can be also reimbursed on behalf of individual applications. In addition, the National
Health Insurance Fund Administration (OEP) provides very expensive pharmaceuticals through a
special budget; these pharmaceuticals are purchased centrally by the National Health Insurance
Fund Administration (OEP) via tenders (e.g. for haemophilia).

In Hungary two types of reference price system are in operation (based on active ingredient(s)
and on therapeutic group(s)) under the supervision of the Pharmaceutical Department of National
Health Insurance Fund Administration (OEP). The legal basis is the same as that which regulates
the whole reimbursement system, namely Decree of the Ministry of Health 32/2004.

Fixed co-payments are not relevant in Hungary. However, percentage co-payments are applica-
ble for all categories of reimbursed pharmaceutical (cf. 4.2.2). The basic principle is that the pa-
tient has to pay the remaining percentage of the price. In the case of the 100% reimbursement
category (EU100), the patient does not have to pay (all costs are paid by the National Health In-
surance Fund Administration (OEP)). At the time of writing, neither minimum co-payment, nor an-
nual or monthly out-of-pocket maximum payments, nor deductibles, are used.

There is a difference between reimbursement in the in-patient and out-patient sectors. The main
difference is the financing source. In hospitals, the pharmaceuticals are financed through diagno-
sis-related groups (DRGs).

The reference price system has been operating since 2004 (Decree of the Ministry of Health
32/2004). Hungary started this programme at Anatomic Therapeutic Chemical classification ATC-
5 level. Looking at the starting date, it seems that the number of these pharmaceuticals has been
growing significantly. There were three main periods when claw-backs were in use: (1) Global
Reimbursement Volume Contract, Sept-Dec 2003; Price cuts, Apr-July 2004; and a 2.5-year
agreement, from July 2004 to December 2006.

Rational use of pharmaceuticals

Doctors have access to updated treatment guidelines and the national formulary. These are pub-
lished on the official home page of the National Health Insurance Fund Administration (OEP) and
in the Health Bulletin.

Marketing directives, as stated in Directive 2001/83/EC, were implemented in Hungary through
acts and regulations. Under certain conditions (e.g. for over-the-counter (OTC) or curative prod-
ucts with name and international name, examples of proper use, giving a brief, etc.) Hungarian
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law allows the advertising of over-the-counter (OTC) products in all media except children’s
channels (Decree of the Ministry of Health 64/2003). Requirements for the labelling of pharma-
ceuticals and handouts for patients in packs are also regulated (Decree of the Ministry of Health
30/2005).

There have not yet been any measures implemented to control the prescribing and use of phar-
maceuticals.

In 2004, the National Institute for Strategic Health Research (Egészségligyi Stratégiai Kutatéinté-
zet, ESKI) was established, which assists in decision-making in four major areas of health policy
and financing: medical informatics and information policy, health economics, health services re-
search and health technology assessment.

Generic substitution is allowed (but it is not obligatory) in cases in which the doctor does not for-
bid it. Individual consumption data is not monitored.

Current challenges

From the beginning of 2007 a new legislative regulation is to be in operation, so in the near future
it will be necessary to evaluate the new environment.
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Egészségligyi Minisztérium / Ministry of Health (1986-1990: Ministry of
Health and Social Affairs; 1990-1998: Ministry of Welfare; 2004-2004:
Ministry of Health Social and Family Affairs) (Hungary)

European Medicines Agency
Fellebbviteli Bizottsag / Appeal Committee (Hungary)
Gross Domestic Product

Gazdasagi és Kozlekedési Minisztérium / Ministry of Economy and
Transport (Hungary)

General Practitioner
Gazdasagi Versenyhivatal / Office of Economic Competition (Hungary)

General Government Expenditure
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Magyar Egészség-gazdasagtani Tarsasag / Hungarian Health Econom-
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Million (Thousand Mio. = Billion)
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Introduction

The Pharmaceutical Pricing and Reimbursement Information (PPRI) project is a 31 month-
project (2005-2007) commissioned by the Health and Consumer Protection Directorate-General
(DG SANCO) of the European Commission and co-funded by the Austrian Federal Ministry of
Health, Family and Youth (Bundesministerium fur Gesundheit, Familie und Jugend, BMGFJ).
The project was coordinated by the main partner Gesundheit Osterreich GmbH / Geschéafts-
bereich OBIG (GOG/OBIG) and the associated partner World Health Organisation (WHO) Re-
gional Office for Europe. The PPRI project has established a network of 46 participating institu-
tions (competent authorities and other relevant organisations) in the field of pharmaceuticals.

The PPRI project seeks to increase transparency and knowledge and facilitate the exchange of
experience in the field of pharmaceuticals by

e establishing and maintaining a network of relevant institutions in the field of pharmaceuticals
in the enlarged European Union (EU), in order to facilitate a regular exchange of information
and allow a process of learning from each other,

e producing country reports on pharmaceutical pricing and reimbursement systems, the “PPRI
Pharma Profiles”,

e developing indicators for the comparison of pharmaceutical pricing and reimbursement in-
formation,

e providing a comparative analysis on pharmaceutical pricing and reimbursement in the Euro-
pean Union (EU) and,

disseminating the outcomes of the project.

The PPRI Pharma Profiles are country-specific reports that provide detailed descriptions of the
countries pharmaceutical systems and policies. The profiles are written by PPRI participants
(country experts from competent authorities, Medicines Agencies, Social Insurance Institutions,
research institutes) and edited by experts of the PPRI project coordination.

This Pharma Profile is one of the many PPRI Pharma Profiles, which all are available on the
PPRI website at http://ppri.oebig.at. The information and data provided in the PPRI Pharma Pro-
files refer, in general, to the year 2006.

In order to improve readability and allow for comparisons between countries, the structure of the
Pharma profiles follows a template, which was developed by the project coordination team and
the PPRI participants. The template is based on a large needs assessment of both national and
international stakeholders. In addition to the template a glossary was developed to facilitate the
writing process and the readability. The 70-page PPRI Pharma Profile Template and the PPRI
Glossary are available at the PPRI website.
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1 Background

1.1 Demography

The Hungarian population is approximately 10 Mio. This is similar in size to Belgium, Greece,
the Czech Republic, Portugal and the Netherlands. From this point of view, Hungary is a me-
dium-sized country in Europe.

The surface area of Hungary is 93,000 km2. The population density is varied and uneven, with
the average at 110 inhabitants per km?. In the capital, Budapest, the population density is much
higher than in other parts of Hungary. Budapest itself has approximately 1.7 Mio. inhabitants
(2005). It is peculiar that 66% (in 2005) of the total population lives in towns (including Buda-
pest). On the other hand, in the Great Plain (south to south-east Hungary) population density is
low. The main types of settlements in this region are small towns, villages and farms, meaning
that relatively fewer people live in a relatively much larger area.

The average life expectancy at birth was approximately 73 years in 2004, but there is a big gap
between men and women. The life expectancy at birth shows a very moderate increase, but life
expectancy for the most endangered age groups shows an even less steady increase. In light of
the average life expectancy, Hungary lags significantly behind the similarly developed countries
and those systems that are operating with a similar health care budget. The often-mentioned
explanatory factors are the unhealthy lifestyle of the population and the unsuitable state of the
health care system.

The main causes of mortality and morbidity are acute myocardial infarction (International Classi-
fication of Diseases (ICD) 121-123), other ischaemic heart diseases (ICD 120, 124, 125) and cere-
brovascular diseases (ICD 160-169). In 2004, 37.35% of all causes of death were from these In-
ternational Classification of Diseases (ICD) groups. The second main mortality cause is malig-
nant neoplasms of the trachea, bronchus and lung (ICD C33-C34) and the third is the group of
diseases of the liver (ICD K70-K76) [Statistical Yearbook of Hungary, 2004].

The above-mentioned factors have caused several serious problems. First, the population is
decreasing thanks to the low birth rate, which has been below the mortality rate since 1981.
Population projections show that in 2025 there will be 9.6 Mio. inhabitants and in 2050 only 8.9
Mio. inhabitants in Hungary [Eurostat, 2006]. There will therefore be fewer and fewer employees
to support the ageing society, so the pressure on the social welfare system will be intensified.

As a result of the low birth rate and the growing life expectancy, the Hungarian population is ag-
ing progressively (cf. Table 1.1), thus ageing is the relevant population trend. The ageing index
was 99.9 in 2005, so the number of inhabitants in the age groups 0-14 and over 64 are just
about equal. In 2005 the old-age dependency ratio was 22.7. The percentage of elderly people
has been increasing year on year. According to the forecasts, in 2021 every fifth inhabitant
would be in the over-64 age group. However, in the last 20-30 years of their lives people’s level
of dependency increases. Hungary has become aware of the need for a complex and integrated
system for the care of elderly people. The Government plans to establish a self-sufficient sys-
tem of care and security, including the integration of the social support system.
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Table 1.1: Hungary - Demographic indicators 1995, 2000, 2003 and 2005

Variable 1995 2000 2003 2004/2005

Total population 10,246,300 10,222,000 10,142,000 10,098,0001
Population density per km? 110.14 109.88 109.02 108.551
Population aged 0-14 (as a % 18.25 16.92 16.11 15.651
of total)

Population aged 15-64 (as a 67.52 68.10 68.15 68.731
% of total)
Population aged > 64 (as a 14.23 14.98 15.74 15.631
% of total)

Life expectancy at birth, total 70.07 71.55 72.62 72.962
Life expectancy at birth, fe- 74.50 75.59 76.53 76.902
males
Life expectancy at birth, 65.25 67.11 68.29 68.592
males

! data available in 2005; 2 data only available in 2004
Sources: : Statistical Yearbook of Hungary - 1995, 2004; Hungarian Statistical Pocketbook — 2005

1.2 Economic background

The Hungarian national currency unit (NCU) is the Hungarian Forint (HUF). The gross domestic
product (GDP) was HUF 5,614 billion in 1995. In that same year the volume indices was only
88.7 (1990 = 100). This is important because Hungary completed its political transformation in
1990, but reached the 1990’s gross domestic product (GDP) value only in 1999. However, in
2005 this index reached the value of 133.6% [Statistical Yearbook of Hungary, 2004]. In 2005
the gross domestic product (GDP) at purchasers’ price was HUF 22,026.8 billion.

Hungary is in the group of the least developed countries in the European Union (EU). The gross
domestic product (GDP) per capita in Purchasing Power Standards (PPS), compared with all 25
European Union (EU) Member States (EU25) (EU25 = 100 %), was only 62.5 % in 2005 [Euro-
stat, 2006]. In 2005 the gross domestic product (GDP) per capita in current prices was approxi-
mately HUF 2.1 Mio. (€ 8,803). In a worldwide comparison Hungary is a medium-developed
country.

At the same time the scale of the economic growth is emerging. The average of this indicator
was 4.07 % between 1995 and 2005. Even during the recession of the early 2000s, Hungary
showed a growth rate of 3.4-3.8 %. The key driver of growth is foreign investment, mainly via
the Foreign Direct Investment.

Hungarian economic development mainly depends on the world market. Because of the mem-
bership of the European Union (EU), it is obligatory for Hungary to achieve the Convergence
Criteria. This is an essential determinant of any further developments in Hungarian economic
policy. The rationalisation of the social security system is also crucial. Recently, privatisation in
health care has been the principal focus.
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Table 1.2: Hungary - Macroeconomic indicators 1995, 2000-2005

Variable (in national 1995 2000 2001 2002 2003 2004 2005
currency unit (NCU)
or %)
GDP in NCU
- 5614 | 13,272.2 14,989.8 | 16,9153 | 18,650.7 20,429.5 | 22,026.8

(billion, HUF)

GDP per capita

, 549,208 | 1,301,196 | 1,473,199 | 1,667,847 | 1,843,501 | 2,023,123 | 2,181,303
(in HUF)

GDP per capita in

PPPa (in €) n.a. 10,636 11,644 12,523 12,897 13,643 n.a.
Annual economic 3.62" 4.3 3.8 3.4 52 4.1
growth rate in %

GGE? (billion, HUF) na. | 6171.57 7,105.17 | 8,660.63 | 9,157.49 9,969.60 | 1,0870.8
GGE as a % of GDP n.a. 46.5 47.4 51.2 49.1 48.8 49.9
Exchange rate

(NCU per €, annual 178.80 264.94 246.33 235.90 262.23 245.93 252.73
rate)

' Average value of 1995-2000
2 Source = Eurostat 2006

GDP = gross domestic product, NCU = national currency unit (HUF), Mio. = million, GGE = general government ex-
penditure, PPPa = purchasing power parity, n.a. = not available

Sources: Statistical Yearbook of Hungary - 1995, 2004; Hungarian Statistical Pocketbook — 2005; Web
site of Hungarian National Bank, Eurostat database 2006;

1.3 Political context

The Republic of Hungary is an independent, democratic and constitutional State. The country‘s
political framework is a parliamentary representative democratic republic, whereby the Prime
Minister is the Head of the Government and the Parliament is a multi-party assembily.

The effective constitution of Hungary is the Constitution of 1949, together with its amendments.
Since the political reform of 1989, encompassing the amendment of the Constitution proclaimed
on 23 October 1989, the Hungarian State has been a parliamentary republic. The first two-
round democratic elections were held in the spring of 1990.

In autumn 2006 the majority of the National Assembly was made up of the Hungarian Socialist
Party (Magyar Szocialista Part - MSZP), which is the governing party, in coalition with the liberal
Alliance of Free Democrats (Szabad Demokratak Szévetsége - SZDSZ). Both are centre-left
parties, together holding 210 of the 386 seats (54.4 %). In the opposition position is the former
government party the Hungarian Civic Party (Fiatal Demokratak Szdvetsége - FIDESZ), along
with the Christian Democratic Party (Keresztény Demokrata Néppart — KDNP) and the centre-
right Forum of Hungarian Democrats (Magyar Demokrata Férum - MDF).

The Government exercises executive power, while the legislative power is vested in both the
Government and the Parliament. The Judiciary is independent of the executive and the legisla-
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tive powers. In principle, power within the Government is controlled by the National Assembly,
and the Prime Minister and the Council of Ministers form the Government as the Chief Execu-
tive Board of the State.

As described, the unicameral National Assembly (with 386 members) exercises legislative
power. Members of the National Assembly are elected for four years. The basic legal provisions
pertaining to the Government are set out in the Constitution, and detailed procedures are speci-
fied in the Government’s procedural rules. The law provides for a listing of the ministries and the
scope of the competencies of the ministers are regulated by government resolutions.

Owing to the Hungarian Constitution, which has been based on the post-Second World War
Basic Law of the Federal Republic of Germany, the Prime Minister has a leading role in the Ex-
ecutive Board since (s/)he selects Cabinet Ministers and has the exclusive right to dismiss them
(similarly to the competences of the German Federal Chancellor). Each cabinet nominee ap-
pears before one or more parliamentary committees in consultative open hearings, has to be
elected by the Parliament and must be formally approved by the President.

The President of the Republic, elected by the National Assembly every five years, has a largely
ceremonial role, but (s/)he is nominally the Commander-in-Chief of the armed forces and
(her/)his powers include the nomination of the Prime Minister, who is to be elected by a majority
of the votes of the Members of Parliament, based on a recommendation made by the President.

Hungary is subdivided administratively into 19 counties. Since the admission to the European
Union (EU), Hungary has been subdivided into seven euro-regions. The capital of Hungary is
Budapest.

In Hungary, the local government has been developed according to a three-tiered organisation.
Besides the 19 county self-governments and 3,300 settlement and municipal self-governments
established by election, seven territorial-statistical regions carry out regional development and
programming duties, although they have no administrative or state-related realm of authority.

The state administration organisations perform primarily executive law-enforcement duties as
relevant authorities, while local governments primarily have duties and powers in the field of
provision of local public services, but they also exercise certain legislative rights. Furthermore,
to ensure expedient task performance, local governments also perform some state administra-
tion duties conferred to them by the Government. In this way, the local power is represented by
the county self-governments, albeit without tax-raising powers, and the local self-governments
have equal legal status, equal rights, and specific independent powers, including tax-raising
power.
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1.4 Health care system

141 Organisation

It is difficult to define exactly what type of health care system is in operation in Hungary. Al-
though it is a kind of mix of the “Beveridge” and “Bismarck” systems, the Hungarian health in-
surance system could be considered predominantly as a Bismarckian-like social insurance sys-
tem. The health care reforms in the 1990s transformed the Hungarian health care system into a
split purchaser—provider contract model.

The National Health Insurance Fund Administration (Orszagos Egészségbiztositasi Pénztar,
OEP) is the only health insurance fund in Hungary, with the responsibility of financing benefits in
kind (health services, cost allowances) and benefits in cash from the Health Insurance Fund
(Egészségbiztositasi Alap, E. Alap / HIF). Due to the fact that it is a system with only one insur-
ance fund, there is no possibility for patients to choose sickness funds. Participation in the so-
cial insurance system is statutory for all Hungarian citizens and there is no possibility of step-
ping out of the system.

Act No. LXXX and Act No. LXXXIII of 1997 define the scope of citizens eligible for social insur-
ance services and thus the benefits of mandatory health insurance.

The level of coverage is almost 100% because most of the social groups who do not pay health
insurance contributions (children, pensioners, unemployed people, etc.) are also covered. There
are no differences due to income in the health care services provided. All health services are
fully covered and exclusions are stipulated in Act No. LXXXIII of 1997 and related acts. This Act
also regulates the health insurance system, and it contains the exact entitlements and rights.
There are several health services which are free of charge, but at some point in the process pa-
tients have to pay a certain level of co-payment. The Act defines the negative list, too (non-
reimbursed services, e.g. services without healing aims, plastic surgery).

The Hungarian health care system is regulated by several acts and decrees. The main acts are
listed here (cf. 7.1 for the entire list of laws and decrees).

e Law No. XCV of 2005 on pharmaceuticals for human use and on the amendment of other
regulations related to pharmaceuticals.

o Law No. LXXXIIl of 1997 on compulsory health services in the framework of social security
and Decree of the Government 217/1997 on compulsory health service provision.

e Law No. LIV of 1994 on establishment and operation of pharmacies.

¢ Law No. LVIII of 1997 on economic sales promotion activity.

e Law No. CLIV of 1997 on health.

e Law No. XXXIV of 2001 on specialised care obligation.

e Decree of the Ministry of Health 44/2004 on the order and handing over of medical products.

o Decree of the Ministry of Health 52/2005 on the market authorisation of pharmaceuticals for
human use in accordance with Directive 2001/83/EC.
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Decree of the Ministry of Health 1/2003 on the pharmaceuticals co-financed by social insur-
ance and its amount.

Decree of the Ministry of Health 32/2004 on the criteria of inclusion of registered pharmaceu-
ticals and foods satisfying particular dietary requirements into social insurance coverage, and
on altering coverage or reimbursement status.

Decree of the Ministry of Health 64/2003 on the advertising and promotion of pharmaceuti-
cals for human use and of therapeutic substances and preparations.

Decree of the Government 43/1999 on detailed regulations on financing health supply.

The current structure has been transforming since 1989. After the political changes the health
care system returned from being a Semashko-like system to Bismarckian solidarity-based tradi-
tions. The responsibility of providing health care services was transferred to local governments.

The former socialist model has been replaced by a more pluralist system, based on contractual
relationships and quasi-public arrangements. The main authorities and relevant bodies at cen-
tral local level are listed here.

National Assembly: is the key actor in all national legislation areas, including health.

National Government: (central Government) formulates health policy and regulates the
health sector.

Prime Minister’s Office: coordinates government legislation.

Ministry of Health (EiiM / MoH): has the dominant role in health management and overall
control over pharmaceutical policy.

Ministry of Finance (Pénziigy Minisztérium, PM / MoF): is responsible for fiscal policy and
the state budget, including the national government budget, the local government budget and
the Health Insurance Fund (E. Alap / HIF).

Tax Office: has been collecting social insurance contributions since January 1999.
Ministry of Education and Culture: supervises higher education institutions in health.

National Health Insurance Fund Administration (OEP): finances the recurrent costs of
health services; provides cash benefits such as sickness allowances; deals with public pro-
curement/tendering of pharmaceuticals, pricing procedures and monitoring (e.g. of consump-
tion).

Local governments: are the main owners of health care providers in the Hungarian health

care system.

National Institute of Pharmacy (Orszagos Gyoégyszerészeti Intézet, OGYI): deals with
market authorisation/licensing of pharmaceuticals; possible classifications (e.g. concerning
prescription status, whether hospital-only or not, etc.)

Hungarian Chamber of Pharmacists (Magyar Gyégyszerész Kamara, MGYK): deals with
professional representation of interest, and pricing procedures of non-reimbursed pharma-
ceuticals.

Manufacturers: deal with pricing procedures and negotiations.
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¢ National Institute for Strategic Health Research (Egészségiigyi Stratégiai Kutatointé-
zet, ESKI): is responsible for the assessment and evaluation of pharmaceuticals.

o National Public Health and Medical Officer Service (Allami Népegészségiigyi és Tisz-
tiorvosi Szolgalat, ANTSZ): deals with distribution, which is regulated by Act No. XI of 1991
and pharmacy allowances.

1.4.2 Funding

The health care system is financed by the National Health Insurance Fund Administration (OEP)
from the national Health Insurance Fund (E. Alap / HIF), which is primarily responsible for recur-
rent health care costs. The Health Insurance Fund (E.Alap / HIF) was established in 1993. A-
mong the National Health Insurance Fund Administration’s (OEP) funding sources there are
health insurance contributions and proportional payroll taxes. These revenues are paid by the
employers and partly by the employees. The other financing channel of the National Health In-
surance Fund Administration (OEP) is the so-called “hypothecated health care tax”, containing
the lump sum tax and the proportional tax [Peter Gaal, 2004]. However, the National Health In-
surance Fund Administration (OEP) is underfinanced and the Government is therefore obliged
to cover its deficit through the revenue from local and general taxation. In summary, the Hungar-
ian health care system is financed via two main channels, which generates a mixture of tax and
social insurance-based funds.

In 2004, the total income of the Health Insurance Fund (E. Alap / HIF) was HUF 1,100,140.2
Mio. This amount mainly flows from the health insurance contributions and proportional payroll
taxes, while on the other side the expenditure was HUF 1,443,792.9 Mio., so the deficit was
HUF 343,652.7 Mio., which has to be financed by the State [Boncz | - Sebestyén A, 2006].

In 2004, the total health expenditure (THE) was 8.4% of the total gross domestic product (GDP).
The general government expenditure (GGE) on health was 71.8% of the total health expendi-
ture (THE); the other 28.2% was private health expenditure (HE), of which the share of out-of-
pocket payments (OPPs) was 89.1% [WHO, 2006].

Act No. XCVI of 1993 on Voluntary Mutual Insurance Funds created the legal framework for
complementary insurance schemes on a non-profit-making basis, similar to the model of the
French mutualité system. The Government subsidises the purchase of health insurance from
voluntary mutual funds with a 30% tax rebate/discount up to a certain limit. But only a few volun-
tary funds have been established so far. In exchange for a membership fee, the existing plans
are allowed to offer benefits not covered or not fully covered by the Health Insurance Fund (E.
Alap / HIF). Approximately 5-6% of the Hungarian population belongs to voluntary funds.

Table 1.3 contains the details of the contribution levels and tax paid by the employer and em-
ployee from 1994,
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Table 1.3: Hungary — Employer and employee contributions 1994-2006

Vears | Employer contbu| Employescontivi "5y g omployers (U | Properiona eat
per month per person)

1994 19,5 4.0 n. app. n. app.
1995 19,5 4.0 n. app. n. app.
1996 18,0 4.0 n. app. n. app.
1997 15,0 4.0 1,800 11.0
1998 15,0 3.0 2,100 11.0
1999 11.0 3.0 3,600 11.0
2000 11.0 3.0 3,900 11.0
2001 11.0 3.0 4,200 11.0
2002 11.0 3.0 4,500 11.0
2003 11.0 3.0 3,450 11.0
2004 11.0 4.0 3,450 11.0
2005 11.0 4.0 3,450 11.0
o000 11.0 4.0 1,950 11.0
0 2o0e- 11.0 6.0 1,950 11.0

Source: OEP, 2006

The Hungarian health care system is based on a Bismarckian type of social health insurance
(SHI) system. Therefore public finance dominates as the main source of funding. The structure
of the health care financing is organised as shown here.

e The Health Insurance Fund (E. Alap / HIF) is responsible for recurrent expenditure.
¢ National and local governments have duty to cover all investments.

¢ The National Government and the Parliament are responsible for covering any deficit in-
curred at the Health Insurance Fund (E. Alap / HIF).

¢ The National Government also has to pay for recurrent expenditure for special and high-cost
services (blood supply, public health system, co-payment for residents with low income, state
hospitals).

The revenue sources of the health care system consist of the following elements:

employer contribution rate, which is a proportional pay-roll contribution;
o employee contribution rate, which is a proportional pay-roll contribution;
¢ lump-sum health care tax (levied to cover the cost of the non-paying groups);

e proportional health care tax (levied only on incomes that are not subject to social contribution
payments);

e general taxation;
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¢ out-of-pocket payments (OPPs);
¢ voluntary health insurance (VHI);

¢ other private sources.

Three acts regulate the National System, namely Act No. LXXX of 1997. on those Entitled to the
Services of Social Insurance and Private Pensions and the Funding of these Services; Act No.
LXXXVIII of 1996; and Act No. LXVI of 1998 on Health Care Tax.

Table 1.4: Hungary - Health expenditure (HE), 1995, 2000-2005

:"I_fé‘)"h Efpt e 1995 | 2000 | 2001 2002 | 2003 | 2004 | 2005
THE (in HUF) 4196 | 9394 | 10937 | 12997 | 15539 | 17145 | na
THE as a % of GDP 75 7.10 730 7.70 8.37 8.43 na.
THE per capita 40,623 | 92,097 | 107,490 | 128,154 | 153,593 | 169.782 | na.
(in HUF)

Public HE

(e a9 o8 THE) 8400 | 7074 | 6898 | 7021 | 7238 | 71.79 na.
Private HE

e ETHE) 16.00 | 2926 | 3102 | 2979 | 2762 | 2821 na.

THE = total health expenditure, HE = health expenditure, GDP = gross domestic product, n.a. = not available
Source: OECD Health Data 2004,2006; WHO HFA 2006

1.4.3 Access to health care

1.4.31 Out-patient care

In Hungary the general practitioners (GPs) belong in the primary care setting (together with
mother, child and youth protection services, dental care, etc.). From a financial point of view,
out-patient and in-patient care are special forms of provision (together with such services as
computerised tomography (CT)/magnetic resonance (MR) imaging, laboratory services, etc.).

There is a strong distinction in the Hungarian health care system between general practitioners
(GPs) and out-patient specialists. The general practitioners (GPs) run their own practises in
their own offices and the out-patient specialists work in out-patient departments of polyclinics or
hospitals.

The role of private providers is dominant in the case of general practitioners (GPs), whereas in
out-patient and in-patient care the market share of private providers is negligible. Most general
practitioners (GPs) are responsible for a certain catchment area, with a territorial supply obliga-
tion to that area. Publicly funded providers have to contract with the National Health Insurance
Fund Administration (OEP).

The patients have a right to choose their general practitioner (GP) freely, and they can change
for any reason at any time. Ideally, the general practitioner (GPs) should be a gatekeeper, and

10
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the national health policy supports this system. In practice, however, general practitioners (GPs)
do not fulfil the role of gatekeeper to the extent that is desired.

Table 1.5: Hungary — Out-patient care 1995, 2000, 2002, 2004 and 2005

Variable 1995 2000 2002 2004 2005
Total no. of doctors' n.a. 27,854 27,524 28,214 28,285
t':‘;'tsf doctors per 1,000 inhabi- n.a. 2225 2304 2409 2417
Total no. of out-patient doctors n.a. 22,745 23,446 24,376 24,410
of which GPs n.a. 6,732 6,743 6,678 6,652
of which dentists n.a. 3,209 3,204 3,292 3,233
T%‘O%fiﬂﬁzgﬁgﬁt”; doctors per n.a. 2225 2304 2.409 2417
No. of out-patient clinic depart-
ments in secondary care 136 371 368 339 346
No. of out-patient clinic
departments in primary care n.a. n.a. 6,206 6,241 6,240
No. of doctors who work both in n.a. 6,824 7.816 8,311 8,561
in-patient and out-patient care

' No data available about numbers of retired and non-practising doctors
GP = general practitioner, n.a. = not available, values are estimates only

Source: OEP, 2006

General practitioners (GPs) are remunerated through capitation (head-count quota) and they
receive fixed fees (for operational costs) and supplementary fees (for equalling differences of
practice locations). Furthermore, they receive reimbursement for being on duty and a case fee
for treatment of the cases that they are not registered to deal with.

Out-patient care is carried out by specialists only in hospitals and in out-patient clinics (polyclin-
ics). General practitioners (GPs) have the right to hospitalise patients into ambulatories, but
there are also out-patient services which can be visited without any referral. (e.g. ophthal-
mological and gynaecological out-patient care).

Public out-patient care is remunerated by the National Health Insurance Fund Administration
(OEP). The main financing method is the German Point System. Medical procedures are listed
according to the International Classification of Procedures in Medicine (ICPM) code system of
the World Health Organisation (WHQ). This means that every treatment has a point value and
this value is also assigned a statutory monetary value. These rates are adjusted according to
the Health Budget. General practitioners (GPs) have different financial sources, such as capita-
tion fees (weighted by different variables) and allowances. In the past few years a voluntary
threshold has been determined.

The public institutes are free for all insured citizens, but co-payment is applicable in certain cir-
cumstances (e.g. for orthodontic treatment under the age of 18; dental care and tooth replace-
ment over the age of 18).
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1.4.3.2 In-patient care

In the Hungarian health care system public hospitals dominate. Mostly the local or regional gov-
ernments maintain these institutes. In addition, there are some hospitals that are the property of
the State (e.g. the Hospital of National Defence, the Hospital of the Hungarian Railway),
churches, foundations, and university clinics, private hospitals and hospitals owned by public
companies. Among these institutes there is a hierarchy, defined according to progressivism (ur-
ban hospitals, county hospitals and capital hospitals, and at the highest level: national medical
institutes (e.g. oncology, neurology) and university clinics, as well as children’s hospitals, spe-
cial hospitals (e.g. pulmonology) and sanatoria).

The doctors are public servants, so they are employed by the hospital.

As a general rule the National Health Insurance Fund Administration (OEP) finances the run-
ning costs from the Health Insurance Fund (E. Alap / HIF), whereas covering capital costs is the
duty of the owner of the individual health care institute [Boncz et. al, 2004]. In terms of hospital
remuneration, two different types of care can be differentiated — acute and chronic — with differ-
ent financial techniques, as shown here.

¢ Acute in-patient care is financed through the implementation of a system similar to the diag-
nosis-related groups (DRGs) (Hungarian “homogeneous disease groups” — DRGs [Boncz et
al, 2004]). It covers all costs occurring during hospital care, except investment costs, includ-
ing costs related to: diagnosis and therapy; pharmaceuticals; staff salaries (doctors, nurses,
etc.); accommodation (heating, cleaning, meals, etc.); and hospital management.

¢ Howevere, there are also fixed payments, such as fees based on progressivism for the
higher levels of care, fixed fees for availability of care at the emergency care unit, for trauma-
tology services, intensive care unit, septic unit, etc. Hospitals can apply for special reim-
bursement in the event of extraordinary cases and the special, high-tech, very expensive de-
vices and procedures are financed according to a detailed list.

e At chronic level, daily payments are applicable which are weighted by different variables (e.g.
hospice, rehabilitation). In addition there is a volume threshold, which was frozen at 95% of
the value in 2005.

There is ex-post financing but the fixed payments and the different diagnosis-related group
(DRG) values are declared ex-ante.

Out-of-pocket payments (OPP) occur in hospitals in the case of those provisions for which only
partial payment can be charged, e.g. for extra meals and accommodation, when these are avail-
able in the hospital. These include the provisions listed here.

e sanitaria provisions;
e requisition of services, which are liable for referral, without referral;

e requisition of services by a different health care provider from the location at which the physi-
cian initiated the treatment;

e requisition of services for self-initiation, differing from standard protocols and/or incurring ex-
tra costs;
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e accommodation with the aim of nursing by the relevant provider (for the costs of accommo-
dation and nursing, including the necessary pharmaceuticals);

e comfort services provided under hospital treatment.

Table 1.6: Hungary — In-patient care 1995, 2000, 2002, 2004 and 2005

Variable 1995 2000 2002 2004 2005

No. of in-patient doctors n.a. 11,933 11,894 12,149 12,436
O patSNCEOCiors PSRLAS na. 1.167 1.168 1.200 1.231
No. of hospitals 152 146 147 148 146
No. of acute care beds 73,317 65,411 61,261 60,409 60,235

of which in private sector n.a. n.a. n.a. n.a. n.a.
g%l:;e care beds per 1,000 inhabi- 709 6.39 6.02 597 596
Average length of stay in hospital 9.4 7.9 7.3 7.0 6.8

n.a. = not available, values are estimates only

Source: OEP, 2006

2 Pharmaceutical system
21 Organisation
211 Regulatory framework

Figure 2.1 provides an overview over the Hungarian pharmaceutical system.

2111 Policy and legislation

Several laws and enactments regulate the Hungarian pharmaceutical system. The principal
laws are listed here.

e Law No. XCV of 2005 on pharmaceuticals for human use and on the amendment of other
laws regulating the pharmaceutical market.

e Law No. LVII of 1997 on economic sales promotion activity.

e Decree of the Ministry of Health 52/2005 on the market authorisation of pharmaceuticals for
human use — reclassification of all pharmaceuticals according to Art. 18 of this Decree is to
be finished by 1 April 2006.

e Art. 4.2 and Art. 11.2 of Law No. XCV of 2005 on pharmaceuticals for human use and on the
amendment of other laws regulating the pharmaceutical market.

e Price Act No. LXXXVII of 1990 on setting prices including those of pharmaceuticals.
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Decree of the Ministry of Health 25/1997 on pharmaceuticals marketed without social secu-
rity reimbursement.

Law No. LIV of 1994 on establishment and operation of pharmacies.

Decree of the Ministry of Health 19/2001 on the commercial price mark up of pharmaceuti-
cals.

Decree of the Ministry of Health 53/2004 on the market authorisation of parallel traded phar-
maceuticals.

Decree of the Ministry of Health 30/2005 on the labelling and packaging leaflets accompany-
ing pharmaceuticals for human use.

Ministerial and the Self-Government of the Health Insurance Fund Statement, 1996; pub-
lished in Welfare Gazette 25/1996 and Law No. LXXXIII of 1997 on compulsory health ser-
vices in the framework of social security, and Decree of the Government 217/1997 on com-
pulsory health service provision.

Decree of the Ministry of Health 1/2003 on the pharmaceuticals co-financed by social insur-
ance and its amount.

Decree of the Ministry of Health 44/2004 on the order and handing over of pharmaceuticals.

Decree of the Ministry of Health 32/2004 on the criteria of inclusion of registered pharmaceu-
ticals and foods satisfying particular dietary requirements into social insurance coverage, and
on altering coverage or reimbursement status.

Decree of the Ministry of Health 64/2003 on the advertising and promotion of pharmaceuti-
cals for human use and of therapeutic substances and preparations.
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Figure 2.1: Hungary - Flowchart of the pharmaceutical system
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21.1.2 Authorities

The most relevant players in the Hungarian pharmaceutical system are listed here, cf. 1.4.1 and
Table 2.1.

e The Ministry of Health (EGM / MoH), which is responsible for the regulatory framework in
terms of pharmaceuticals.

e The National Health Insurance Fund Administration (OEP), advised by the Technology Ap-
praisal Committee (TEB), which is responsible for the reimbursement of pharmaceuticals.

¢ The National Institute of Pharmacy (OGYI), acting as a medicines agency.

The responsibility of granting market authorisation for pharmaceuticals belongs to the National
Institute of Pharmacy (OGYI), which is also in charge of the classification of pharmaceuticals
according to their prescription status into non-prescription pharmaceuticals (over-the-counter
(OTC) pharmaceuticals) and prescription-only medicine(s) (POM) with sub-categories (e.g. pre-
scription on hospital or specialists advice, or for use under supervision; pharmaceuticals with
risk of abuse, etc.) [Act No. XCV of 2005, Decree of the Ministry of Health 52/2005]. The cate-
gory of “preparations having therapeutic effect but classified as pharmaceuticals” will expire on
1 April 2011. By this date all these products are to be re-classified as pharmaceuticals or other
products. Hungarian law incorporates the provisions of the Community Code with regard to
market authorisation and classification.

The duration of the market authorisation procedure has been limited to 210 days from submis-
sion of the application; newly issued market authorisations are valid for five years and are then
to be renewed. Further responsibilities of the National Institute of Pharmacy (OGYI) are,
amongst others, quality inspections, authorisations of clinical trials and maintaining vigilance.
Also, the responsibility for issuing manufacturing licences (which includes the licence for whole-
sale of the manufactured pharmaceuticals) and wholesaling licences rests with National Institute
of Pharmacy (OGYI) in agreement with the Hungarian Trade Licensing Office (MKEH) [Art. 4.2
and Art. 11.2 Law No. XCV of 2005].

The National Health Insurance Fund Administration (OEP) is in charge of reimbursement deci-
sions, which are made on the basis of recommendations of the Technology Appraisal Commit-
tee (TEB), a body consisting of experts of the National Health Insurance Fund Administration
(OEP), of the Hungarian Chamber of Physicians (Magyar Orvosi Kamara, MOK), the Special
Body of the Presidents of the Colleges of the Medical Professionals (professional colleges) and
the Hungarian Chamber of Pharmacists (MGYK). Parameters considered by the Technology
Appraisal Committee (TEB) are, among others, the proposed manufacturer price and reim-
bursement category, relative effectiveness compared to pharmaceuticals that are already reim-
bursed and prices in other countries, as well as analyses of cost-effectiveness prepared by the
National Institute for Strategic Health Research (ESKI).

To oppose the decision of the National Health Insurance Fund Administration (OEP) the phar-
maceutical manufacturer can turn to the Board of the National Health Insurance Fund Admini-
stration (OEP), in this case to the Appeal Committee (Fellebbviteli Bizottsag, FB), consisting of
representatives of the Ministry of Health (EGM / MoH), the Ministry of Finance (PM / MoF), the
Ministry of Economy and Transport (Gazdasagi és Kézlekedési Minisztérium, GKM), the Prime
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Minister’s Office and the Office of Economic Competition (Gazdasagi Versenyhivatal, GVH), to
deal with the case. The manufacturer can appeal against the decision of the Appeal Committee

(FB) (cf. 4.2.1).

Table 2.1: Hungary - Authorities in the regulatory framework in the pharmaceutical system

2006

Name in local lan-
guage (Abbrevia-
tion)

Name in English

Description

Responsibilities

Egészséguigyi
Minisztérium (EGM /
MoH)

Ministry of Health

Medicines law and pol-
icy legislation

Pharmaceutical policy, specifies indi-
cations for highly reimbursed (90%,
100%) pharmaceuticals

Overall supervision of pharmaceutical
policy

Orszagos Egészég-
biztositasi Pénztar
(OEP)

National Health
Insurance Fund
Administration

Third-party payer

Pricing and reimbursement decisions.
Public procurement / tendering of
pharmaceuticals; monitoring; financing

Orszagos Gyogysz-
erészeti Intézet
(OGYI)

National Institute
of Pharmacy

Medicines agency

Market authorisation; vigilance; possi-
ble classifications

Magyar Gyogysz- Hungarian Cham- | Association of Pharma- | Publishes the price of OTC pharma-
erész Kamara ber of Pharmacists | cists ceuticals; delegates a member to the
(MGYK) TEB; pricing procedures

Magyar Orvosi Hungarian Cham- | Medical Doctors’ Asso- | Expert opinions related to pharmaceu-

Kamara (MOK)

ber of Physicians

ciation

tical reimbursement; delegates a
member to the TEB

Pénzugyminisz-
térium (PM / MoF)

Ministry of Finance

Financial policy

Covers the financial sources; specifies
indications for highly reimbursed (90%,
100%) pharmaceuticals

Allami Né-
pegészségugyi és
Tisztiorvosi Szol-
galat (ANTSZ)

National Public
Health and Medi-
cal Officer Service

Authorisation

Authorises several activity, such as
establishment of pharmacies

Adoé-és Pénzigyi
Ellen6rzési Hivatal
(APEH)

State Tax Author-

ity (Hungarian Tax
and Financial Con-
trol Administration)

Supervisory body

Collects the taxes, payroll taxes

OTC = over-the-counter (pharmaceuticals), TEB = Technology Evaluation Committee

Source: OEP, 2006

2.1.2

2.1.21

Pharmaceutical market

Availability of pharmaceuticals

There are special groups of pharmaceuticals, to which accessibility is limited: the group of high-
tech pharmaceuticals (specially purchased through public procurement) and the groups of
pharmaceuticals with special reimbursement categories (90% reimbursement (EU90), 100%
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reimbursement (EU100)). In these cases the prescription is restricted by special indications de-
fined by the Ministry of Health.

Table 2.2: Hungary - Number of pharmaceuticals’ 1995, 2000-2006

Pharmaceuticals 1995 2000 2001 2002 2003 2004 2005 2006°

Authorised® 3,250 5,050 5,156 5,085 5,029 4,962 5,252 5,625
On the market 1,845 2,277 2,506 2,607 2,714 2,897 3,064 3,144
POM® n.a. 2,312 2,410 2,298 2,307 2,449 2,695 2,886

Reimbursable (on

901 1,522 1,683 1,742 1,805 1,933 2,060 2,125
the market)

Generics (on the

525 871 969 992 1,030 1,130 1,230 1,271
market)
Parallel traded n.a. n.a. n.a. n.a. n.a. n.a. n.a. n.a.
Hospital-only (on the | g5 449 475 496 501 513 524 528

market)

POM = prescription-only medicine(s), 1By product name (excluding the different pack sizes, dosages), 2the number
of authorised and on-the-market pharmaceuticals is approximately the same, % data of National Institute of Pharmacy
(OGYI), 2006, n.a. = not available.

Source: IMS, 2006

There is a difference between the number of pharmaceuticals registered and the number of
pharmaceuticals on the market. The main reasons for this can be described as follows: the
medical product’s application to be included in the positive list is in the process of being com-
pleted, or the manufacturer does not want to sell her/his product immediately after registration
with the National Institute of Pharmacy (OGYI).

The classification categories are listed here.

¢ Prescription-only-medicine(s) (POM) (Hungarian abbreviation: “V”) and possible subgroups;
prescriptions bound to certain specialities; and over-the-counter (OTC) pharmaceuticals
(Hungarian abbreviation: “VN”).

e Pharmaceuticals in the out-patient sector and Hospital-Only Medicine(s) (HOM).
e Reimbursable and non-reimbursable (Hungarian abbreviation: “NT”) pharmaceuticals (cf.

4.2).

The prescription status is the decision of the National Institute of Pharmacy (OGYI). The reim-
bursement list is supervised by the National Health Insurance Fund Administration (OEP).
Switches (e.g. changes from Prescription-Only Medicine(s) (POM) to over-the-counter (OTC)
products) are also feasible from the European Medicines Agency’s (EMEA) point of view.

2.1.2.2 Market data

Hungary holds 15" place in the ranking of all pharmaceutical retail markets in Europe, and 3"
place in the ranking of the central and eastern European (CEE) pharmaceutical retail markets
[IMS, 2005].
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Approximately 60% of the total pharmacy turnover is achieved in the social health insurance
(SHI) market and the remainder (40%) in the private market (cf. Table 2.8).

Table 2.3: Hungary - Market data 1995, 2000-2005

HIEITEEREE EE 1995 2000 | 2001 | 2002 | 2003 | 2004 | 2005
in Mio. HUF

Prescriptions
No. of annual prescriptions by

n. a. n. a. n. a. n. a. n. a. n. a. n.a
volume
No. of annual prescriptions by

n. a. n. a. n. a. n. a. n. a. n. a. n.a
value
Pharmaceutical sales
Sales at ex-factory price level 87,580 8418 | 1,016.3 | 1,274.7 | 1,4455 | 1,553.7 | 1,845.7
Sales at wholesale price level 96,546 900.1 1,084.6 | 1,358.1 1,537.6 | 1,652.0 | 1,959.3
\8/2'%3 at PRP level (excluding 11,7649 | 1,081.4 | 1,278.8 | 1,576.3 | 1,773.4 | 1,922.9 | 2,265.2
Sales at hospitals (at ex- 14001 | 1267 | 1633 | 2020| 2382| 2680| 299.7
factory price level)
Sales of generics (at ex-factory | 57 54q 218 253 318 357 399 477
price level)
Sales of parallel traded phar-

) n.a. n.a. n.a. n.a. n.a. n.a. n.a.

maceuticals
Exports and imports
Total pharmaceutical exports1 36,078 | 104,523 | 127,899 | 124,393 | 162,419 | 224,074 n.a.
Total pharmaceutical imports1 55,982 | 164,624 | 190,734 | 210,461 | 266,685 | 309,316 n.a.

! finished products, data based on the Hungarian Central Statistical Office (K6zponti Statisztikai Hivatal, KSH), in
HUF, 2005

Mio. = million, PRP = pharmacy retail price, VAT = value-added tax
Source: KSH 2005; IMS 2006

According to information of the Hungarian Chamber of Pharmacists (MGYK), parallel imported
products are of no relevance in Hungary [MGYK, personal communication]. In general there are
very few parallel traded pharmaceuticals in Hungary, and the market authorisation process of
such pharmaceuticals is regulated by decree [Decrees of the Ministry of Health 53/2004 and
53/2005]. Parallel trade is not taken into account in terms of the decision on reimbursement
status.

In the mid 1990s total pharmaceutical trade was only HUF 92,060 Mio. By 2004 this indicator
had reached HUF 458,050 Mio. Since 1 May 2004, Hungary has been a member of the Euro-
pean Union (EU) which means that there is no restriction on trade, and further growth is there-
fore expected.

The number of pharmaceuticals has been increasing since 1990 when the pharmaceutical mar-
ket was first opened. In 1990 there were only 1,000-1,300 products on the market; today there
are approximately 13,000 (by different pack sizes and doses). Expenditure has been increasing
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continuously, even in those years when there were not any price changes. The reason for the
rising pharmaceutical expenditure (PE) is that sales have been strong where the modern, ex-
pensive products are concerned.

The rate of prescription of generics has been growing steadily. This is a desirable outcome for
the Health Insurance Fund (E. Alap / HIF), because through generics it is possible to rationalise
pharmaceutical expenditure (PE). The first reference price by active substance group was intro-
duced in the early-to-mid 1990s. Until that date, the reference price system had been imple-
mented for therapeutic class as well.

Table 2.4: Hungary — Top 10 best-selling pharmaceuticals’ 2005

Position Pharmaceutical, by active ingredient

Alendronic Acid

Atorvastatin

Perindopril
Enalapril + HCT
Clopidogrel
Fluvastatin

Esomeprasol

Ramipril

OO NOO||lR[WIN|—~

Risendron Acid

-
o

Normodipine

! according to reimbursement amount

Source: OEP, 2006
21.23 Patents and data protection

Patent protection is harmonised under the European Patent Convention and ensures the market
protection of original pharmaceuticals for 20 years. Under European Union (EU) legislation there
is the possibility of an extension for five more years under a Supplementary Protection Certifi-
cate.

Under the recently adopted European Union (EU) legislation, authorities are also obliged to pro-
vide data protection for an 8 + 2 + 1-year period. This provides an additional protection period
for patented pharmaceuticals. Only after eight years can the Medicines Agency apply for ge-
neric pharmaceuticals under the European regulation, which can then be marketed when the
10-year data protection period ends (provided that by that time the patent has also expired). Au-
thorities may provide for an additional year of data protection (and thereby delay generic market
entry) for additional innovative indications (e.g. for paediatric indications).

Product patents have been in place in Hungary since 1994. Before that, process patents had
been granted to pharmaceutical companies. Under the process patent system, only the process
is protected, not the “molecule” itself; therefore copies could be manufactured if a different
process was used. An agreement between the Hungarian and the multinational (“innovative”)
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industry was found, granting local manufacturers the right to further sell their copies as well as
to finish research that had already been started on alternative processes [ICEG EC 2003].

Because of concerns of the pharmaceutical industry, the European Union (EU) Accession
Treaty includes a derogation to limit exports from the new European Union (EU) Member
States, when intellectual property rights differ at the time of the market launch of a pharmaceuti-
cal. The European Commission (EC) G10 High Level Group also recommended governing par-
allel imports between European Union (EU) Member States. The derogation provides that hold-
ers of Supplementary Protection Certificates, which had been granted in the Member States be-
longing to the European Union (EU) prior to May 2004 (EU15) before product patents were
available in the European Union (EU) Member States joining the European Union (EU) on 1
May 2004 (EU10), may prevent exports from the new Member States. Furthermore, parallel im-
porters have to notify patent holders of their intention to import a pharmaceutical 30 days prior
to their application for a parallel import product licence, thus pharmaceutical companies have
the chance to take legal action if they feel that the derogation of the European Union (EU) Ac-
cession Treaty has been violated.

Recently, there has not been any national discussion on patent protection. Only the adaptation
of the European regulation is currently being carried out.

213 Market players

2.1.31 Industry

Over the years the pharmaceutical industry in Hungary has been an important branch of indus-
try. In the 1990s the Hungarian pharmaceutical industry was privatised and is nowadays mainly
in the hands of foreign investors. The biggest domestic producer is Richter Gedeon, which also
dominates the pharmaceutical market in terms of sales, followed by Egis.

Pharmaceutical production in Hungary amounted to HUF 356,820 Mio. / € 1,407.46 Mio. in
2003. The local pharmaceutical industry covers approximately one third of the Hungarian mar-
ket in value, and more than half of the pharmaceutical market in volume. The domestic share of
pharmaceutical sales has constantly declined since 1990 [MAGYOSZ, 2005]. Approximately
one third of the turnover is made on the local market, and the main export markets are (besides
the central and eastern European (CEE) countries) Germany, the United Kingdom, France and
Italy. More than 40 pharmaceutical companies possess a manufacturing licence and the prod-
ucts of approximately 20 local producers are available in Hungarian pharmacies. The number of
employees in the pharmaceutical industry has dropped from approximately 23,000 in 1990 to an
estimated 12,000 in the year 2002.
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Table 2.5: Hungary - Key data on the pharmaceutical industry 1995-2005

Pharmaceutical industry 1995"' | 2000" | 2001" | 2002' | 2003' | 2004' | 2005
Total no. of companies 58 67 69 73 73 74 58

- research oriented n.a. n.a. n.a. n.a. n.a. n.a. n.a.

- generiC producerS n.a. n.a. n.a. n.a. n.a. n.a. n.a.

- biotech n.a. n.a. n.a. n.a. n.a. n.a. n.a.
Number of people employed? n.a. n.a. n.a. n.a. n.a. n.a. n.a.

n.a. = not available, ' as of 1 January of the year 2 counted per head

Source: IMS, 2006

2.1.3.2 Wholesalers

In Hungary pharmaceutical wholesale is organised in a multi-channel system. In 2005, there
were approximately 80 companies holding a wholesale license [OGY]I, 2006]. Quite a few phar-
maceutical companies hold wholesale licenses but do not deliver to pharmacies: since 2005 the
license to manufacture pharmaceuticals on Hungarian territory incorporates a wholesale license
if certain conditions have been met. In fact, only four wholesalers (Phoenix Pharma, Hungaro-
pharma, Medimpex and Pannonmedicina) dominate the market with an estimated total 85%
market share. These four wholesalers are members of the Hungarian Association of Pharma-
ceutical Wholesalers (Gyégyszer-Nagykereskedék Szdvetsége, HAPW). Besides these compa-
nies, there are approximately 8 to 10 small wholesaler companies: most of them do not provide
a full range of pharmaceuticals [Hungarian Association of Pharmaceutical Wholesalers (HAPW),
personal communication].

Parallel trade has no relevance in Hungary.

Table 2.6: Hungary - Key data on pharmaceutical wholesale 1995-2005

Wholesalers 1995' 2000' 2001" 2002" 2003" 2004' 2005"
Total numbe( ofzwhole- 65 70 74 61 49 27 14
sale companies
Total number of outlets n.a. n.a. n.a. 28 24 51 40

'as of 1 January of the year
2 active wholesale companies

Source: GVH, 2006; OGYI, 2006
2.1.3.3 Pharmaceutical outlets / retailers

In general, pharmaceuticals are sold to patients in pharmacies. In 2005 there were 2,649 phar-
macies in Hungary (cf. Table 2.7).

Geographic and demographic criteria for setting up a pharmacy are applied; the service popula-
tion of a new pharmacy has to be at least 5,000 people and the minimum distance to an existing
pharmacy has to be 250-300 m. Furthermore, only a trained pharmacist is allowed to own a
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pharmacy, and (s/)he has to hold the majority (51%) share of the pharmacy. Up to 49% of the
pharmacy may be owned by any natural or legal person (Law No. LIV of 1994). Although multi-
ple ownership of pharmacies is not permitted, approximately 250 pharmacies are organised in
the form of chains, which is allowed as a result of the fact that anyone can own 49% of a phar-
macy.

In addition, some hospitals are entitled to dispense pharmaceuticals to out-patiens [MGYK, per-
sonal communication]. In Hungary only pharmacies are allowed to dispense pharmaceuticals (or
in special cases in very small villages, where a pharmacy is not available, the local general
practitioner (GP) can dispense). Self-service of over-the-counter (OTC) products is not allowed,
nor is distance selling of pharmaceuticals, e.g. via the Internet (cf. 2.1.3.3.2) [AESGP, 2005].

The legal framework for the mail order of pharmaceuticals has been in place since November
2005. The Hungarian Chamber of Pharmacists (MGYK) has already worked out this protocol
and will introduce this system at the beginning of 2007. The pharmacists are allowed to dis-
pense all pharmaceuticals without restrictions (cf. Chapter 6).

2.1.3.3.1 Pharmacies

The Law No. LIV of 1994 (on establishment and operation of pharmacies) governs pharmacy
activities. The main rules are as follows: in terms of demography, the criteria is that a new phar-
macy can be opened for every 5,000 inhabitants, and geographically there must be at least 250
m distance between any two pharmacies. Pharmacists cannot operate more than one phar-
macy, and the possible legal status of the pharmacy as a firm is strictly restricted. Since 2001,
pharmacists have had to own more than 50% of their pharmacy. This obligatory share was 25%
before 2001. In this way, there was the possibility of taking over majority ownership between
1994 and 2001, and the minority ownership can be gained since 2001 for any legal person or
company. This company cannot be wholesaler or producer of pharmaceuticals. Therefore it is
possible for a company to have several minority ownership shares in different pharmacies.
Some experts in this field estimate that 10% of the pharmacies belong to this sort of informal
chain, across four chains. The Government intends to liberalise the restrictions in the future and
has handed a proposed act to the Parliament.

The main association is the Hungarian Chamber of Pharmacists (MGYK), established by the
law. It is a self-governing body. The Hungarian Chamber of Pharmacists (MGYK) has the right
to give its opinion in all cases that have an impact on pharmacists or pharmacies.

There are further associations, such as the Association of Private Pharmacists (MOSZ) and the
Hungarian Society for Pharmaceutical Sciences (Magyar Gydgyszerésztudomanyi Tarsasag,
MGYT). The Association of Private Pharmacists (MOSZ) was established in 1991. The mission
of the Association is to strengthen the voice of the pharmacists and to raise the esteem of the
profession among the whole society. The Hungarian Society for Pharmaceutical Sciences

(MGYT) was established in 1924, with the objectives of “promoting ethical pharmacy”, “cultivat-
ing love of the natural sciences”, and “studying pharmaceutical sciences”, among others.
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The only income of pharmacies is the digressive margin. Some small pharmacies receive fur-
ther subsidies to their operating costs. Every pharmacy receives HUF 2.50 per receipt sent for

data processing (cf. Subsection 3.5.2).

The above-mentioned incentives are not initiating the establishment of new pharmacies in rural

areas (as a result of the geographic and demographic criteria).

Direct vertical integration is not allowed between the producers and the pharmacies. The legal
framework for the mail order of pharmaceuticals has been in place since November 2005. The
Hungarian Chamber of Pharmacists (MGYK) has already worked out this protocol and will intro-
duce this system at the beginning of 2007.

Table 2.7: Hungary - Retailers of pharmaceuticals 1995, 2000-2006

such as drugstores

Retailers 1995' | 2000" | 2001" | 2002' | 2003"' | 2004' | 2005' | 2006’
':ig'sff community pharma- 2,335 | 2603 | 2,606| 2627 | 2652| 2642 2,649| 2,654
No. of private pharmacies 915 2,599 2,602 2,623 2,648 2,638 2,645 2,650
No. of public pharmacies 1,420 4 4 4 4 4 4 4
][\(')‘:'O?th_hpc;stgtrﬁ'spharma"ies 30 46 50 53 58 62 65 67
L\i'gs'sof other POM dispensa- na.| Ca370 | Ca370 | Ca370 | Ca370 | Ca370 | Ca370 377
Ig;?' no.of POMdispensa- | ;465 | 5649 | 2656 | 2680 | 2710| 2704 | 2714 | 2721
No. of Internet pharmacies 0 0 0 0 0 0 0 0
No. of OTC dispensaries, 0 0 0 0 0 0 0 0

POM dispensaries = including branch pharmacies, self-dispensing (SD-) doctors, and other university pharmacies
(FIN), polyclinic pharmacies (NL) and hospital pharmacies acting as community pharmacies, OTC = over-the-counter

(pharmaceuticals), POM = prescription-only medicine(s), n.a. = not available

! as of 1 January of the year
Zincluding branch pharmacies

*these are in self-dispensing (SD-) doctors (ca = calculation)

Source: MGYK, 2006
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Figure 2.2: Hungary — Prescription-only medicine(s) (POM) dispensaries and number of inhabi-
tants per POM dispensary 1990, 1995 and 2000-2006.
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POM = prescription-only medicine(s); All POM dispensaries = including branch pharmacies, self-dispensing (SD-)
doctors, and other university pharmacies, polyclinic pharmacies and hospital pharmacies acting as community phar-
macies

Source: OEP, 2006

2.1.3.3.2 Other pharmacy outlets

In 2006 other pharmacy outlets were not allowed to dispense pharmaceuticals.

2.1.3.3.3 Internet pharmacies

In Hungary there have not yet been any Internet pharmacies.

2.1.3.3.4 Dispensing doctors

Besides pharmacies, self-dispensing (SD-) doctors are allowed to and do exist in rural areas;
they dispense pharmaceuticals delivered by pharmacies, without any profit margin. This form of
pharmaceutical distribution is of minor importance, as wholesalers are not able to hold phar-
macy licenses to directly supply self-dispensing (SD-) doctors [MGYK, personal communication;
HAPW, personal communication].

Only general practitioners (GPs) in small villages are allowed to dispense, where there is no
pharmacy at all. They have to make a contract with a pharmacy and have to apply for permis-
sion from the National Health Service (NHS). The framework of the contracts is regulated by
law.

Other people (e.g. family nurses) are not allowed to dispense pharmaceuticals.
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2134 Hospitals

In hospital pharmacies, pharmaceuticals are only supplied for internal use for the treatment of
hospitalised patients — except in emergency cases — and for the employees of the hospital. Hos-
pital pharmacies can be authorised to dispense pharmaceuticals for prescription but they have
to administrate this separately.

Hospital-only medicine(s) (HOM) are also included in the positive list (0% reimbursement cate-
gory), with the same coverage procedure as for out-patient pharmaceuticals. It is necessary to
have a “normative 0%” reimbursement rate for inclusion into the diagnosis-related group (DRG)
system.

Non-reimbursed pharmaceuticals may also be used in hospitals, but in this case, the treatment
is not covered by the social health insurance (SHI) system, so the hospital has to cover the
costs of these treatments.

The list (number, types) of pharmaceuticals used in a particular hospital is generally shorter
than the full positive list due to professional and economical reasons. It is determined by the
hospital’'s chief pharmacist and the hospital’s committee of pharmaceutical therapy who take
into consideration the working situation of the hospital, its needs and the time of the delivery.
Purchasing, storing, distributing and control of pharmaceuticals is the responsibility of the hospi-
tal pharmacy and the chief pharmacist. Professional, economical and continuity aspects must
be taken into consideration in the pharmaceutical provision of the hospital.

Each hospital establishes the committee of pharmaceuticals therapy, which has responsibility
for the safe, efficient and cost-effective purchasing and use of pharmaceuticals and analyses
and appraises these elements, making recommendations concerning the use of therapeutical
principles.

In the in-patient sector the diagnosis-related group (DRG) system covers all the costs incurred
during acute hospital care (except for investment costs), including pharmaceuticals. Thus, hos-
pital pharmacies are maintained by the hospitals. Furthermore, every hospital has the autonomy
to purchase the necessary medical products by tendering, in case of special conditions (over
certain value), by public procurement. However, they have to always take into consideration the
concept of rational management of public resources.

Pharmaceutical companies only have an influence over new pharmaceuticals being submitted
to a particular hospital list in the event that they can offer rebates (discounts) to the hospital.
The companies have right to grant rebates (discounts) in any case; this is not dependent on the
reimbursement status of the pharmaceutical. For further information on hospitals cf. 3.2.4, 3.4.1
and 4.5.

2.1.3.5 Doctors

The Colleges of the Medical Professionals (professional colleges) are the highest level of pro-
fessional advisory/consultative body.
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Professional colleges have several responsibilities, including: working out guidelines and proto-
cols; and offering opinions on health care developments, professional conceptual plans and fi-
nancing health care provisions, etc. They advise on reimbursement decisions, including estimat-
ing the patient population with suggested indications or limitations for rational use, and offering
opinions on the relative effectiveness of pharmaceuticals.

In connection with pharmaceutical policy-making doctors have a legally defined right to influ-
ence reimbursement decisions.

If the National Health Insurance Fund Administration (OEP) receives an application for the re-
imbursement of pharmaceutical from a special or high indication-bound reimbursement cate-
gory, it requires a new disease category or indication to be listed in the Official Bulletin. This list
is published by the Ministry of Health (EGM / MoH) on the basis of the National Health Insurance
Fund Administration (OEP) proposal made after the opinion of the relevant professional medical
college has been sought.

In the case of special reimbursed pharmaceuticals (Special Allocated Budget) the contract be-
tween the National Health Insurance Fund Administration (OEP) and the institute, with the na-
tionwide coordinating function, allows the purchase of pharmaceuticals for the treatment of dis-
ease categories mentioned in the communiqué published by the Minister of Health and the Min-
ister of Finance, based on protocols devised and published by the competent professional col-
leges. If an application is received for the reimbursement of a medical product which has an ac-
tive ingredient that is not in the communiqué, the professional colleges have the same compe-
tencies mentioned above.

Pharmaceuticals that are newly included but with active ingredient(s) that is not yet reimbursed
can be granted special reimbursement under a price—volume agreement or procurement proce-
dure only if the relevant professional colleges have given a written justification in support of this.

2.1.3.6 Patients

As Hungary operates a reference price system, which has been expanded during recent years,
the patient may only opt for pharmaceuticals above the reference price at her/his expense.

As the reference price system has gradually been moved from International Non-proprietary
Name (INN)-based Anatomic Therapeutic Chemical ATC-5 level groups to Anatomic Therapeu-
tic Chemical ATC-4 level (therapeutic groups), patients might be confronted with a choice be-
tween an innovative product and a selection of older brands and their generics, representing the
therapeutic alternative. This is due to the fact that pharmaceuticals with different mechanisms of
action and levels of effectiveness are clustered within one reference pricing group. As patients
usually lack information on pharmaceuticals and the effectiveness of therapeutic alternatives,
they have to rely on the advice of doctors and pharmacists concerning their treatment.

Hospital doctors can prescribe by International Nonproprietary Name (INN) when dismissing a
patient; general practitioners (GPs) also have the option of doing so. There are plans to intro-
duce compulsory International Nonproprietary Name (INN) prescribing for general practitioners
(GPs) as well, though this has not been implemented yet. Pharmacists are obliged to offer ge-
neric substitution in all cases, thus the role of the pharmacist has been strengthened.
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The pharmacy retail price (PRP) is uniform all over the country. The prices of the pharmaceuti-
cals are set by the manufacturer. Pharmacies are not allowed to deviate from the co-payment
charge of any reimbursable pharmaceutical. The pharmacy retail price (PRP) of all pharmaceu-
ticals is published quarterly by the Hungarian Chamber of Pharmacists (MGYK).

2.2 Funding

221 Pharmaceutical expenditure

In 2005, expenditure on pharmaceuticals (HUF 545 billion) exceeded the amount that the
Health Insurance Fund (E. Alap / HIF) had spent on in-patient care (HUF 364 billion). As a share
of gross domestic product (GDP), pharmaceutical spending totalled 2.1% (2002), ranking Hun-
gary in third place compared with the European informant Organisation for Economic Co-
operation and Development (OECD). One third (32.8% in 2005) was financed by private house-
holds and two thirds through the social health insurance (SHI) and national government budget.

Table 2.8: Hungary - Total pharmaceutical expenditure (TPE) 1995, 2000-2005

Pharmaceutical expenditure | 1995' | 2000> | 2001% | 2002> | 2003® | 2004° | 2005
(PE)

TPE in HUF 104,847 | 250,178 | 295,497 | 344,258 | 408,794 | 458,050 | 545,741

TPE as a % of THE 2499 | 2663 | 27.02| 2649| 2652| 28.04 n.a.

TPE per capitain NCU 10,151 | 24,501 | 29,006 | 33,888 | 40,357 | 45,319 | 54,103

Public PE as a % of THE 16.70 17.22 17.52 17.31 17.40 18.46 n.a.

Private PE as a % of THE 8.29 9.42 9.50 9.18 9.12 9.40 n.a.

TPE = total pharmaceutical expenditure, NCU = national currency unit (HUF), PE = pharmaceutical ex-
penditure, THE = total health expenditure, PE = pharmaceutical expenditure

Sources: 'OECD Health Data 2006, 20OEP, 2006

2.2.2 Sources of funds

The main sources of public pharmaceutical funding are the health insurance contribution and
health taxes paid by the employers and employees. In addition to this, an essential part of the
funding is financed by the national Government from taxes, covering the yearly deficit (HUF 64
billion in 2005) which arose in the pharmaceutical budget (HUF 348 billion, 2005) of social
health insurance (SHI), and the pharmaceutical co-payment exemption system (HUF 18 billion,
2005), which aims to help the very low income inhabitants.
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Figure 2.3: Hungary - Share of private and public pharmaceutical expenditure (PE) 2005

Figure 2.3.1 Hungary - Share of private and public
pharmaceutical expenditure 2005

‘I:I Public expenditure B Private expenditure ‘

Figure 2.3.2 Hungary - Share of co-payment and
direct payment 2005

49,59% 50,41%

O Co-payment B Direct Payment

Source: OEP, 2006

The proportion of reimbursement products as a share of the reimbursement scheme allocated to
private households is far less (19.82% in 2005) than in the total turnover (32.8% in 2005) and it
has been decreasing moderately since 2003 (20.48%). Public expenditure on pharmaceuticals
rose faster (37.8%) than private expenditure (27.7%) between 2003 and 2005. In 2005, the total
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reimbursed pharmaceutical turnover made up 83.69% of the total turnover of the pharmaceuti-
cal market.

The Ministry of Health (EGM / MoH) determines the percentage level of subsidy (cf. 4.6.3),
which the producers can apply for, for certain substances. The regulation of the Ministry of
Health (EGM / MoH) and the decision of the social health insurance (SHI) authorities determine
together what co-payment the patient will have to pay for the product(s). Private and voluntary
health insurance (VHI) do not play an essential role in the financing of pharmaceuticals in Hun-

gary.

2.3 Evaluation

At the moment there is no established system for monitoring of the outcome of pharmaceutical
policy. However, Law No. XCVIII of 2006 on the safe and economic supply and distribution of
pharmaceuticals rules that the outcome and impact of the new measures introduced in Decem-
ber of 2006 have to be evaluated by 30th September of 2007.
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3 Pricing

31 Organisation

At manufacturer level, the system includes free pricing for all pharmaceuticals regardless of
their prescription status (prescription-only medicine(s) (POM) or over-the counter (OTC) prod-
ucts). Thus, pharmaceutical companies are free to set their own prices for non-reimbursable
pharmaceuticals. There is no other price-setting procedure.

With regard to pharmaceuticals applying for reimbursement, the legal framework for pricing is
set out in the Decree of the Ministry of Health 32/2004, together with the reimbursement-related
regulation. If a product is included in the positive list, the manufacturer has to apply for reim-
bursement to the National Health Insurance Fund Administration (OEP). However, the applica-
tion has to include the proposed manufacturer price. The National Health Insurance Fund Ad-
ministration (OEP) may accept or reject the reimbursement at the proposed price. Negotiations
between the National Health Insurance Fund Administration (OEP) and the pharmaceutical
companies start when a pharmaceutical has been accepted for reimbursement but the pro-
posed price is considered to be (too) high.

In summary, the National Health Insurance Fund Administration (OEP) never sets the prices: it
is the responsibility of the pharmaceutical company to adjust its prices, and the National Health
Insurance Fund Administration (OEP) to accept or reject them.

The reimbursement process takes 90 days (cf. Chapter 4). As stated above, over-the-counter
(OTC) prices are free priced. For over-the-counter (OTC) products which are included in the list
for socially disadvantaged people, prices are negotiated with the National Health Insurance
Fund Administration (OEP).

Prices for hospital products are agreed in the same way as prices for reimbursable pharmaceu-
ticals, but this price functions as a maximum limit, thus leaving hospitals and manufacturers or
wholesalers the possibility to negotiate.

Before the enforcement of the new transparent pharmaceutical reimbursement and coverage
policy system, price negotiations were the main method behind pharmaceutical pricing in Hun-

gary.

Pharmaceutical prices are notified by the manufacturer to the Hungarian Chamber of Pharma-
cists (MGYK).

3.2 Pricing policies

Law No. LXXXVII of 1990 on setting prices was implemented in 1990. The price margins of the
pharmaceutical are regulated by the Decree of the Ministry of Health 19/2001. The present form
of the Decree entered into force on 1 January 2004.
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There is no difference in pricing mechanism between the different types of pharmaceuticals
(e.g. prescription-only pharmaceuticals, me-too products, generics, parallel traded pharmaceuti-
cals). It rather depends on the type of reimbursement or the level of the pharmaceutical within
the pricing system.

There are no pricing decisions at any level, including at manufacturer level, wholesale level,
pharmacy level or other. Only the price margins (retail and wholesale) are regulated by the De-
cree mentioned above.

Price changes are possible for all pharmaceuticals. There are only procedural differences be-
tween the reimbursed and the non-reimbursed ones.

All pharmaceuticals are free priced, according to Decree of the Ministry of Health 32/2004. At
the beginning of the reimbursement procedure, the reimbursed pharmaceuticals have to ac-
complish the (main) criteria listed here.

¢ For innovative pharmaceuticals, companies have to indicate, along with other information,
the prices in selected European Union (EU) Member States and pharmacoeconomic studies
in their application form. Where there is a non-reimbursed active substance, the new phar-
maceutical’s price is not approved when the price is higher than the lowest price of the listed
countries. The Decree contains this list (cf. 3.3.1).

e For generics, the terms of inclusion into the reimbursement lists stipulate that the product’s
price must be lower by at least 30% than the original one until the first reference price
evolves (cf. 3.3.2) [Decree of the Ministry of Health 32/2004].

¢ When a fixed group is available, the new pharmaceutical can only be reimbursed at the price
equal to the reference preparation daily cost of therapy (DCT / NTK) or the reference price
daily cost of therapy (DCT / NTK), or at a lower price. Any preparation that is not eligible to
be placed in a fixed-amount group (not equivalent) can only be reimbursed at the price equal
to the reference daily cost of therapy (DCT / NTK) of the fixed group having the same active
ingredient and the same strength or lower price (cf. 3.3.2) [Decree of the Ministry of Health
32/2004].

Among the non-reimbursed pharmaceuticals the manufacturer has to announce the price
change to the Hungarian Chamber of Pharmacists (MGYK). This procedure can be repeated
month by month. According to the Law No. LXXXVII of 1990 on the establishment of prices, the
non-reimbursed pharmaceuticals have free pricing, so the manufacturer only has an obligation
to announce the price. The Hungarian Chamber of Pharmacists (MGYK) has to adopt the an-
nounced price (on each occasion).

Among the reimbursed products the manufacturer has to request the price change from the Na-
tional Health Insurance Fund Administration (OEP). The duration of the procedure is 90 days,
so the number of announcements is limited. In case of reimbursement changes, the National
Health Insurance Fund Administration (OEP) has the right to accept or decline the appeal. The
National Health Insurance Fund Administration (OEP) is obligated to publish all accepted
changes in every quarter.
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Table 3.1: Hungary - Ways of pricing of pharmaceuticals

Manufacturer Level Wholesale Level Pharmacy Level
All pharmaceuticals re-
Free pricing gardless of their pre- Not applied Not applied
scription status
Prices for pharmaceuti- All pharmaceuticals All pharmaceuticals
Statutory pricing cals applying for inclu- regulated via a regres- | regulated via a regressive
sion in the reimburse- sive mark-up scheme mark-up scheme
] o ment lists may be nego- ] ]
Price negotiations tiated with the OEP Not applied Not applied
Price—volume Yes (Price freezes 2004-
agreements, 2006 and claw back for Not applied Not applied
discounts/rebates 2005 and 2006) ,Cf. 3.24
Manufacturers
Institution in EUM / MoH sets the legislative framework

charge of pricing | price of reimbursable pharmaceuticals is agreed between the OEP and the

pharmaceutical companies

Law No. LXXXVII of 1990 on the establishment of prices

Decree of the Ministry of Health 19/2001 on the commercial price mark up of
pharmaceuticals

Legal basis Decree of the Ministry of Health 32/2004 on the criteria of registered pharmaceu-
ticals

Contract between the Government and the pharmaceutical industries — set out in
the Decree of the Government 217/1997

OEP = National Health Insurance Fund Administration, EGM / MoH = Ministry of Health
Source: OEP, 2006

3.21 Statutory pricing

Statutory pricing is not applied at manufacturer level, but at wholesale and pharmacy levels. All
pharmaceuticals are regulated via a regressive mark-up scheme [Decree of the Ministry of
Health 19/2001 on the commercial price mark up of pharmaceuticals].

Three main authorities are involved in the procedure: the Ministry of Health (EGM / MoH), the
National Health Insurance Fund Administration (OEP) and the Hungarian Chamber of Pharma-
cists (MGYK). Both internal and external price referencing are applied but only among the reim-
bursed pharmaceuticals. This process is legislated by Decree of the Ministry of Health 32/2004.
Cf. 3.3 for details of the different pricing procedures.

The current system was implemented on 1 May 2004, when Decree 32/2004 entered into force.
This Decree — as mentioned above — regulates only the reimbursed medicals. Decree 19/2001
on the commercial price mark up of pharmaceuticals has been in operation since 01 July 2001.
The legal framework is further supported by the Price Act [Act No. LXXXVII of 1990 on setting
prices].
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Enforcement is not relevant in terms of non-reimbursed pharmaceuticals. Decree of the Ministry
of Health 32/2004 defines exactly the requirements which gives the possibility for exclusion of
certain medicines (cf. Chapter 4).

In summary, all the terms of statutory pricing are written into the law, and the parties concerned
have to observe these laws in practice. However, the pricing procedure and the process of in-
clusion of pharmaceuticals into the positive list can be difficult to separate from each other (cf.
Chapter 4 for further procedural information).

3.2.2 Negotiations

Price negotiations are only used at manufacturer level. For pharmaceuticals that should be in-
cluded in the positive list, manufacturers have to apply for reimbursement to the National Health
Insurance Fund Administration (OEP). The application has to include, among other things, the
proposed manufacturer price. The proposed price is either approved by the National Health In-
surance Fund Administration (OEP) or negotiations take place and the pharmaceutical company
may then reduce the proposed price. The National Health Insurance Fund Administration (OEP)
therefore does not set any price, but accepts or rejects price proposals from pharmaceutical
companies.

For this kind of pricing policy there are three relevant parties. The main authority is the National
Health Insurance Fund Administration (OEP), which operates within the supervisory authority of
the Ministry of Health (EUM / MoH). The Pharmaceutical Department of the National Health In-
surance Fund Administration (OEP) conducts the negotiations with the producers on its behalf.
The Technology Appraisal Committee (TEB) gives advices to the Pharmaceutical Department
on the negotiation. On the other side of the process are the manufacturers.

The pricing procedures and the legal framework are the same in the case of statutory pricing (cf.
3.2.1).

This system has been operating since 01 May 2004, when Decree of the Ministry of Health
32/2004 entered into force. This decree regulates the exact procedure (cf. Chapter 4).

If the negotiations fail, the pharmaceutical will not be included in the positive list. This therefore
means that the manufacturers are often keen to compromise.

3.2.3 Free pricing

Free pricing is only applied at manufacturer level. This is the case for all pharmaceuticals re-
gardless of their prescription status. In case of reimbursement, free pricing is also permitted,
regulated by Decree of the Ministry of Health 32/2004.

This procedure was implemented in 1990, when the Price Act came into effect.

Manufacturer prices may be set freely. The manufacturers have to notify the National Health
Insurance Fund Administration (OEP) of their reimbursement prices, and for non-reimbursed
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pharmaceuticals they must notify the Hungarian Chamber of Pharmacists (MGYK). Prices of
non-reimbursed pharmaceuticals may be altered monthly. Owing to a provision in an agreement
between the manufacturer associations and the Ministry of Health (EGM / MoH) / National
Health Insurance Fund Administration (OEP), since June 2004 prices of reimbursed pharma-
ceutical have not been allowed to change unless the exchange rate drops by more than 6.25%.
This agreement is to last until the end of 2006.

3.24 Public procurement / tendering

Tendering is relevant in two pharmaceutical groups: in the group of hospital-only medicine(s)
(HOM) (cf. 3.4.1); and in the group of special reimbursed pharmaceuticals (Special Allocated
Budget). In either case, however, tendering is only available for reimbursed pharmaceuticals.

The National Health Insurance Fund Administration (OEP) grants 100% reimbursement to the
purchase price of special reimbursed pharmaceuticals with the understanding that in other
cases the provisions of Decree of the Government 130/2004 on the detailed and special rules of
the procurement of pharmaceuticals and medical devices shall apply.

The volume of this kind of procedure is approximately 5% of the total pharmaceutical budget. It
is carried out for pharmaceuticals that are very expensive or required by a limited number of pa-
tients (e.g. multiple sclerosis, haemophilia, HIV).

According to the Hungarian experiences, the tendering process has a cost-containment effect.
For some diseases (e.g. haemophilia), tendering results in a price reduction. In the case of hos-
pital-only medicine(s) (HOM), the competent hospital is responsible for the whole process.

3.3 Pricing procedures

Table 3.2: Hungary - Pricing procedures

Pricing

In use: Yes / No Level of pricing Scope
procedure

Price accepted as the basis
Yes for public funding (VAT
added retail price)

Internal price refer-
encing

Reimbursable pharmaceuti-
cals

Price accepted as the basis

External price refer- Yes for public funding (VAT

Reimbursable pharmaceuti-

encing added retail price) cals
Cost-plus pricing No n. app. n. app.
Other, e.g. indirect N
o} n. app. n. app.

profit control

VAT = value-added tax
Source: OEP, 2006
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3.31 External price referencing

In the case of innovative pharmaceuticals, companies have to indicate external prices in their
reimbursement application. The manufacturer price of a newly included preparation containing
active ingredient(s) that is not yet reimbursed cannot be higher than the lowest of the existing
manufacturer prices in the countries listed in the application (France, Ireland, Germany, Spain,
Portugal, Italy, Greece, Poland, Check Republic, Slovenia, Slovakia, Belgium, Austria, one addi-
tional country) [Art. 7 and Annex. No. 3/a of Decree of the Ministry of Health 32/2004].

The price information is provided by the pharmaceutical industry, and price comparisons are not
reviewed on a regular basis.

Besides the prices, information has to be given on the market share of the pharmaceutical at
Anatomic Therapeutic Chemical ATC-4 level in the referenced countries.

3.3.2 Internal price referencing

With application for reimbursement, pharmaceutical companies have to submit information on
(among other things) the proposed manufacturer price and on daily treatment costs in compari-
son with therapeutic alternatives at Anatomic Therapeutic Chemical ATC-4 level.

The inclusion and reimbursement criteria are listed here.

a. New packaging should be included in the same manufacturer price and with the same reim-
bursement extent as the previous packaging.

b. A new pack size should be included in the price of the unit dose of the active ingredient, cal-
culated at the same or lower manufacturer price.

c. A new strength may be included in the price of the unit dose of the active ingredient, calcu-
lated at the same or lower manufacturer price of an already reimbursed preparation with the
same brand name.

d. A new formulation may be reimbursed at the same therapeutic cost as pharmaceuticals with
the same mode of application or same brand name, or at a lower price.

e. A second brand product of an original preparation for which a generic version has not yet
been produced can be reimbursed at the price of the active ingredient, calculated on the unit
dose of the manufacturer price, or at a lower price.

f.  Newly reimbursed preparation’s generics eligible for fixed-amount reimbursement, can only
be reimbursed at the price equal to the reference preparation daily cost of therapy (DCT /
NTK) or the reference price daily cost of therapy (DCT / NTK), or at a lower price. Any
preparation that is not eligible to be placed in a fixed-amount group (not equivalent) can only
be reimbursed at the price equal to the reference daily cost of therapy (DCT / NTK) of the
fixed group having the same active ingredient and same strength, or at a lower price.

g. A condition for the inclusion of generics is that the manufacturer price of the preparation
should be at least 30% below the manufacturer price of the original preparation as long as
the first reference product or reference price is set.
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h. If the preparation has major therapeutic benefit, the market authorisation holder can apply,
under normal procedure, for reimbursement at a higher price and for the applying for inclu-
sion to the positive list.

i. If the gross pharmacy retail price or the daily cost of therapy (DCT) of a unit dose of the ac-
tive ingredient — in a combination product, with the same dosage form but cheaper, with the
same mode of application, and with the same or similar strength and pack size — does not
exceed 10% of the total gross pharmacy retail price, the price of the combination product
cannot be higher than the price of the product containing a more expensive active ingredi-
ent.

j- If the gross pharmacy retail price or the daily cost of therapy (DCT) of a unit dose of the ac-
tive ingredient(s) in a combination product exceed 10% of the total gross pharmacy retail
price per active ingredient, the price of the combination product cannot be higher than the
maximum amount of the gross pharmacy retail price of the active ingredients in a mono-
component product containing the active ingredient(s) in the combination product and hav-
ing the same dosage form, same mode of application or the same or similar strength and
pack size.

k. If the combination product has major therapeutic benefit compared to the combined use of
the previous same active ingredients and if the market authorisation holder applies for a
higher price or reimbursement as outlined in paragraphs (i)-(j) (above), the application
should be processed according to the normal procedure.

I. As far as galenic preparations are concerned, if they were registered by the National Insti-
tute of Pharmacy (OGY]I), as defined in a separate piece of legislation, reimbursement is to
be 90% of the price that is accepted as the basis for public financing.

3.33 Cost-plus pricing

In Hungary cost-plus pricing procedures have not yet been applied.

3.34 (Indirect) Profit control

The profits of pharmaceutical companies are indirectly influenced by the above-mentioned cost-
containment measures (cf. 4.6) and most directly by price stops and the claw back and individ-
ual price—volume agreements. However, there are no direct company profit controls, such as
those that are in place e.g. in the United kingdom.

3.4 Exceptions

3.41 Hospitals-only

In the in-patient sector the diagnosis-related group (DRG) system covers all the costs that occur
during acute hospital care (except for investment costs), including pharmaceuticals. Further-
more, every hospital has the autonomy to purchase the necessary medical products by tender-
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ing, in case of special conditions (over certain value), by public procurement. However, they
have to always take into consideration the concept of rational management of public resources.

Pharmaceutical companies only have an influence over new pharmaceuticals being submitted
to a particular hospital list in the event that they can offer rebates (discounts) to the hospital.

Hospital-only medicine(s) (HOM) are also included in the positive list (0% reimbursement cate-
gory), with the same coverage procedure as for out-patient pharmaceuticals.

Information concerning prices and costs of pharmaceuticals in hospitals is collected in the re-
ports about the real monthly use of hospital pharmaceuticals which is to be sent to the county
health insurance administrations and the National Programme of Statistical Data Acquisition
(Orszagos Statisztikai Adatgydjtési Program, OSAP).

3.4.2 Generics

In Hungary there is no different price-setting procedure for generics, but there are some specific
regulations in terms of reimbursement (Decree of the Ministry of Health 32/2004), which deter-
mine the maximum prices of the generics applying for reimbursement (cf. 3.3.2).

¢ Newly reimbursed preparation’s generics, eligible for fixed-amount reimbursement, can only
be reimbursed at the price equal to the reference preparation daily cost of therapy (DCT /
NTK) or the reference price daily cost of therapy (DCT / NTK), or at a lower price. Any prepa-
ration that is not eligible to be placed in a fixed-amount group (not equivalent) can only be re-
imbursed at the price equal to the reference daily cost of therapy (DCT / NTK) of the fixed
group having the same active ingredient and same strength, or at a lower price.

¢ A condition for the inclusion of generics is that the manufacturer price of the preparation
should be at least 30% below the manufacturer price of the original preparation as long as
the first reference product or reference price is set.

3.43 Over-the-counter pharmaceuticals

There is a free pricing system in Hungary, so the price of the over-the-counter (OTC) pharma-
ceuticals is only regulated by Act No. LXXXVII of 1990.

3.4.4 Parallel traded pharmaceuticals

According to information of the Hungarian Chamber of Pharmacists (MGYK), parallel imported
products are of no relevance in Hungary [MGYK, personal communication].

In general, there are only a very few parallel traded pharmaceuticals. The market authorisation
process of such pharmaceuticals is regulated by decree [Decree of the Ministry of Health
53/2004]. Parallel trade is not taken into account as part of the decision on reimbursement
status.

Parallel traded products are not taken into account for internal price referencing.
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3.4.5 Other exceptions to the pricing schemes

Pharmaceuticals may be reimbursed on behalf of individual applications. Such applications may
be filed because of the social situation involved, or due to a disease that needs special, expen-
sive treatment. Furthermore, pharmaceuticals not authorised, or else not available, in Hungary,
or excluded from general reimbursement, may be reimbursed under certain circumstances on
individual application.

Individual applications are considered on a case by case basis, although there are certain
trends as to what kind of pharmaceuticals are reimbursed.

There are two pricing methods for pharmaceuticals reimbursed on behalf of individual applica-
tions:

¢ In cases in which the pharmaceutical is authorised in Hungary but not included in the positive
list (or reimbursed only in other indications, or because of the social status of the patients
there is a need for higher reimbursement), the price is determined in accordance with the
lists of non-reimbursed (NT) (or reimbursed) pharmaceuticals maintained by the National
Health Insurance Fund Administration (OEP) or the Hungarian Chamber of Pharmacists
(MGYK).

¢ In cases in which the pharmaceutical is not authorised in Hungary the price is derived from
the price in the country where the pharmaceutical is on the market and from where the
pharmaceutical would be imported by the particular pharmacy (individual import).

3.5 Margins and taxes

Table 3.3: Hungary - Regulation of wholesale and pharmacy mark ups 2005

Wholesale mark up Pharmacy mark up
RIS Content Scope* ) Content Scope
(yes / no) (yes / no)
Regressive | All pharma- Regressive | All pharmaceu-
Yes ; Yes :
mark ups ceuticals mark ups ticals

Source: OEP, 2006

3.5.1 Wholesale remuneration

In Hungary the wholesalers are remunerated via regressive mark ups (cf. Table 3.4), which are
regulated by Decree of the Ministry of Health 19/2001. The law applies to all pharmaceuticals.
In the Hungarian system both the percentage and the fixed amount are used.
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Table 3.4: Hungary - Wholesale mark-up scheme 2006

Ex-factory price in €' Iﬂzx;?::jf;?:?;l:yugﬁacsea Wholesale price in €'
0.01-0.60 12.0 n. app.
0.61-0.73 n. app. 0.07
0.74-1.21 10.0 n. app.
1.22-1.34 n. app. 0.12
1.35-2.02 9.0 n. app.
2.03-2.42 n. app. 0.18
2.43-4.03 7.5 n. app.
4.04-4.65 n. app. 0.30
4.66-8.06 6.5 n. app.
8.07-10.48 n. app. 0.52

Over 10.48 5.0 n. app.

! average exchange rate, 2005

Source: Decree of the Ministry of Health 19/2001, 2001

3.5.2 Pharmacy remuneration

Pharmacists are remunerated via regressive mark ups, regulated by Decree of the Ministry of
Health 19/2001. The law applies to all pharmaceuticals. The average margin, assessed by the
turnover data in 2005, was 19.46%. In the Hungarian system both the percentage and the fixed

amount are used.

Table 3.5: Hungary - Pharmacy mark-up scheme 2006

Pharmacy purchasing price (PPP) from ... to...
in HUF / €

Pharmacy mark-up coefficient as a % of phar-
macy purchasing price (PPP) or a fixed amount

Up to HUF 500/ € 2.02

26%

From HUF 501 / € 2.03 — To HUF 590 / € 2,38

HUF 130 /€ 0.52

From HUF 591 / € 2.04 — To HUF 1500 / € 6.05

22%

From HUF 1501 /€ 6.06 — To HUF 1737 / € 7.00

HUF 330 /€ 1.33

From HUF 1738 / € 7.01 — To HUF 3500 / € 14.11

19%

From HUF 3501/ € 14.12 — To HUF 3911 /€ 15.77

HUF 665 / € 2.68

From HUF 3912/ € 15.78 — To HUF 5000 / € 20.16 17%
From HUF 5001/ € 20.17 HUF 850/ € 3.43
Average mark up 19.46%'

! average margin, turnover data in 2005 by the National Health Insurance Fund Administration (OEP)

Source: Decree of the Ministry of Health 19/2001, 2001
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The pharmacy retail price (PRP) for reimbursable pharmaceuticals is uniform throughout the
country; pharmacies are not allowed to deviate from the co-payment charge of any reimbursable
pharmaceutical.

For non-reimbursable pharmaceuticals, since summer 2005 pharmacies have to pass on dis-
counts received during procurement to the patients, thus calculating the pharmacy retail price
(PRP) according to the pharmacy mark-up scheme based on the discounted wholesale price [
Art. 31.b of Law 95/2005 on pharmaceuticals for human use and on the amendment of other
laws regulating the pharmaceutical market]. The pharmacy retail price (PRP) of non-
reimbursable pharmaceuticals might therefore vary slightly between pharmacies according to
the negotiated wholesale discounts they receive. Therefore, the pharmacy retail price (PRP)
published is of an informative nature, but according to the Hungarian Chamber of Pharmacists
(MGYK), in practice the pharmacy retail price (PRP) of non-reimbursable pharmaceuticals is
uniform throughout the country as well, as the law does not specify according to which method
wholesale discounts are to be broken down to a product basis and then passed on to the cus-
tomers [MGYK, personal communication, May 2008].

The pharmacy retail prices (PRPs) of all pharmaceuticals are published quarterly by the Hun-
garian Chamber of Pharmacists (MGYK).

3.5.3 Remuneration of other dispensaries
There are no other remuneration techniques in Hungary (cf. 2.1.3.3).

Besides the pharmacies, self-dispensing (SD-) doctors supply patients with pharmaceuticals in
rural areas. They have to procure the pharmaceuticals through a pharmacy, without being
granted a profit margin.

3.54 Value-added tax

In the last few years there have been several changes in the value-added tax (VAT) rates in
Hungary.

¢ Although in the year 2003 there were no changes in value-added tax (VAT) rates (0%, 12%,
25%), some tax exempt goods and services were shifted to reduced or standard value-added
tax (VAT) rate, in accordance with the European Union (EU) legal harmonisation.

¢ In the year 2004 modifications to the value-added tax (VAT) system in Hungary had essen-
tially two objectives: legal harmonisation with the regulations of the European Union (EU)
and strengthening the balanced position of the budget. The 0% value-added tax (VAT) rate
was replaced by the 5% minimum rate — according to the 6™ Directive (77/388/EEC) of the
European Union (EU) — e.g. in the case of pharmaceuticals and textbooks. There were some
measures regarding transposition of certain goods and services among the tax rates, includ-
ing some, for which no derogation was granted. The 12% reduced value-added tax (VAT)
rate was increased to 15% for purposes of balancing the budget.
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e From 1 January 2006, the 25% standard value-added tax (VAT) rate has been decreased to
20%. Moreover, the reduced 15% value-added tax (VAT) rate has also been increased to
20% from 1 September 2006. These measures are to simplify the value-added tax (VAT)
system without any considerable decrease of value-added tax (VAT) revenue.

At the time of writing, the standard value-added tax (VAT) rate was 20% in Hungary. For phar-
maceuticals (human registered medicines), a 5% rate is applied, which is the allowed minimum
level of reduced value-added tax (VAT) rate in the European Union (EU) according to the 6"
VAT Directive.

For the time being there are no amendments planned concerning the current value-added tax
(VAT) rates (5%, 20%).

3.5.5 Other taxes

There are no other taxes on pharmaceuticals in Hungary.

3.6 Pricing-related cost-containment measures

Hungary has been struggling with its publicly funded pharmaceutical expenditure (PE) for quite
some years. Pharmaceutical expenditure (PE) ranks second place on the list of expenditure ca-
tegories and accounts for over 30% of the National Health Insurance Fund Administration’s
(OEP) budget. As the National Health Insurance Fund Administration’s (OEP) pharmaceutical
budget has been overspent in the past, the Ministry of Health (EUM / MoH) and the National
Health Insurance Fund Administration (OEP) have been looking for ways to reduce public
pharmaceutical expenditure (PE). Both price-related and volume-related cost-containment
measures have been set, including price stops/freezes; price—-volume agreements and claw
backs; and agreements binding prices of imported pharmaceuticals to exchange rate fluctua-
tions.

3.6.1 Discounts / Rebates

There is not legal basis for rebates (discounts). There are individual cases when a manufacturer
gives rebates (discounts) to pharmacies or hospitals, but there is no set model for how this
should be carried out.

Furthermore, there are no statutory fixed rebates (discounts) that the industry must grant to the
National Health Insurance Fund Administration (OEP) or any other public body. However, there
is a history of claw backs between the pharmaceutical industry and the National Health Insur-
ance Fund Administration (OEP).

Besides the claw back scheme for the pharmaceutical industry, there are individual price—
volume agreements with manufacturers for certain pharmaceuticals. Depending on the contract
there are yearly paybacks based on the monetary yearly sales volume; above certain defined
limits the manufacturer has to pay back an increasing percentage share to the National Health
Insurance Fund Administration (OEP), up to 100% of the exceeded volume. Monthly paybacks
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may also be agreed in individual contracts, with the payback sum depending on the monthly
sales volume (cf. 4.6.4 for further details of the contracts).

3.6.2 Margin cuts

The pharmacy mark-up scheme was last modified with effect from 1 January 2004, which re-
sulted in an increase of the average pharmacy margin from 15.42% in 2003 to 16.64% in 2004,
rather than in a margin cut, after a decrease in the average pharmacy margins since the year
2000.

Wholesale mark ups remained practically unchanged from 1993 to 1999. In 1999, the wholesale
mark ups were lowered (an average decrease of 1.5%), and again in 2002.

3.6.3 Price freezes / Price cuts

A price stop was introduced by the political decision-makers in the year 2000; following this
price stop, pharmaceutical prices were only allowed to be raised below the inflation rate be-
tween 2000 and 2003. Under this agreement between the Government and the pharmaceutical
industry associations, the prices of all pharmaceuticals were only allowed to rise on three occa-
sions.

After the elections of 2002, the new Government introduced another price stop, to last until the
end of 2002. Prices of non-reimbursable pharmaceuticals were allowed to be changed quarterly
from January 2003 onwards, while for reimbursable pharmaceuticals only a modest price in-
crease was put into effect on 1 February 2003. Prices went up by an average of 4.5%, whereas
more expensive pharmaceuticals were raised by a smaller percentage than pharmaceuticals
priced HUF 550.00 / € 2.17 (in 2003) or below. The price hike of 1 July 2003 under this agree-
ment failed to materialise and prices of reimbursable pharmaceuticals remained frozen until
February 2004.

In addition, a price—volume agreement was introduced from September to December 2003 to
control pharmaceutical expenditure (PE).

A further industry claw back was proposed for the first half of 2004. According to an agreement,
from January to June 2004 manufacturers should pay back 15% of the revenue of pharmaceuti-
cal sales to the National Health Insurance Fund Administration (OEP). As only a small part of
the manufacturers signed the agreement (whilst 138 manufacturers representing 85% of the
Hungarian market opposed it); the Government imposed a price cut of 15% from 1 April 2004
for a period of six months on all pharmaceuticals (reimbursable and non-reimbursable), with a
pharmacy retail price (PRP) above HUF 600.00 / € 2.38 (2004) for manufacturers not signing
the contract. After legal complaints filed by the pharmaceutical industry associations, the price
cut was ruled unconstitutional and lost its validity, as did the agreement signed by some manu-
facturers, on 30 June 2004.

A new agreement between the pharmaceutical industry associations and the Government en-
tered into force from July 2004, valid until July 2006. Under this agreement both local and multi-
national manufacturers set wholesale prices in € at a fixed exchange rate of HUF 251.24 to the
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€ and contracted to refrain from raising HUF prices, unless HUF drops more than 6.25% against
the €. Any resulting price increase has to be reported by 30 April before entering into force on 1
July each year. In return the Government promised to increase the National Health Insurance
Fund Administration‘s (OEP) pharmaceutical budget. In January 2005, as agreed in the above-
mentioned contract, prices of pharmaceuticals below HUF 600.00 / € 2.42 (2005) were raised by
HUF 45.00 / € 0.18; pharmaceuticals priced between HUF 600.00 / € 2.42 and HUF 1,000.00 /
€ 4.03 were increased by HUF 70.00 / € 0.28. In July 2005 prices of 1,200 reimbursable phar-
maceuticals were raised again.

In addition, claw back was signed for 2005 and 2006 (cf. Chapter 6).

3.6.4 Price reviews

The National Health Insurance Fund Administration (OEP) has no authority to change the reim-
bursed price of pharmaceuticals, but through the internal reference pricing it regularly (once in
2006, four times in 2007) revises the list of the pharmaceuticals which belong to the different
therapeutic or active substance fixed groups.
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4 Reimbursement

4.1 Organisation

The reimbursement policy is regulated by several decrees and acts, including those listed here.

e Law No. LXXXIII of 1997 on compulsory health services in the framework of social secu-
rity Decree 217/1997 on compulsory health service provision.

e Decree of the Ministry of Health 1/2003 on the pharmaceuticals co-financed by social in-
surance and its amount.

e Decree of the Ministry of Health 32/2004 on the criteria of inclusion of registered phar-
maceuticals and foods satisfying particular dietary requirements into social insurance
coverage, and on altering coverage or reimbursement status.

The reimbursement scheme only differentiates the simplified and the normal procedure. It is not
dependent on the type of pharmaceuticals (e.g. over-the-counter (OTC) products). The simpli-
fied procedure is adaptable, to accommodate the changes (e.g. new combination) in active sub-
stances which have been already reimbursed or for the generic equivalents of these products.
The normal procedure is applicable in other cases (e.g. new active substance, new indication,
new combination, etc.) [Decree of the Ministry of Health 32/2004].

The policy covers the whole population and the whole country. Differences are only noticeable
in the group of hospital-only medicine(s) (HOM) and the Special Allocated Budget. In these
situations the Pharmaceutical Department of the National Health Insurance Fund Administration
(OEP) gives a 0% reimbursement rate, but the Department of Curative-Preventive Provisions
finances in another way, calculating these into the point value rate of the diagnosis-related
group (DRG).

The final reimbursement decision is made by the Head of the Pharmaceutical Department of the
National Health Insurance Fund Administration (OEP) (in the case of hospital-only medicine(s)
(HOM) by the Head of Department of Curative-Preventive Provisions) based on the pre-opinion
of the Transparency Secretariat, the Health Technology Assessment Institute, and the Technol-
ogy Appraisal Committee (TEB). At the end of the appeal procedure (cf. 4.2.1) a Superior
Committee (comprising delegates of the Ministry of Health, the National Health Insurance Fund
Administration (OEP), the National Institute of Pharmacy (OGY]I), etc.) has the right to decide.
Pricing and reimbursement policy are always interlinked during the procedure.

The reimbursement status can be changed by two sources: by application, or ex officio accord-
ing to Decree 32/2004, which declares that the Pharmaceutical Department has an annual right
to review the reimbursement categories of all pharmaceuticals.

4.2 Reimbursement schemes

The current system — called Transparency — has been operating since 2004. The current sche-
me was implemented on 1 May 2004, as a consequence of the European Union’s (EU) admis-
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sion of Hungary, which in fact forced the newly acceded country to adapt the 89/105/EEC
Transparency Directive into reimbursement policy. Thus Hungary has to ensure a transparent,
accountable process of pharmaceutical coverage, applied by the National Health Insurance
Fund Administration (OEP), based on the strict deadlines and forms required by the Directive.
The legal framework is the same in 4.1.

Approximately 50% of the available pharmaceuticals (pharmaceuticals on the market) are cov-
ered by this method (transparency). The total Hungarian population is covered by social health
insurance (SHI) and is thus eligible for reimbursement of pharmaceuticals under this scheme.

Both in the case of the normal procedure and in the case of the simplified procedure, the reim-
bursement decision takes 90 days, starting at the receipt of the complete application. In case of
appeal there is a 60-day procedure, starting at the receipt of the appeal, which can be submitted
15 days after the enactment of the decision of the first instance. The first day of the reimburse-
ment cannot be more than 365 days later than the enforcement of the reimbursement order.

421 Eligibility criteria

There are several criteria which are applied to pharmaceuticals in the decision on inclusion to
the reimbursement lists in Hungary (responsible actor given in parentheses).
¢ Product-specific criteria:

o medical and therapeutic value (Health Technology Assessment Institute, Colleges of
Medical Professionals, Technology Appraisal Committee (TEB), Ministry of Health (EGM
/ MoH));

o safety (National Institute of Pharmacy (OGYI));
o lack of alternative therapies (Health Technology Assessment Institute);
o  prescription status (National Institute of Pharmacy (OGY1));

o patent status (Hungarian Patent Office).

e Economic criteria:

o cost-effectiveness (Health Technology Assessment Institute, Technology Appraisal
Committee (TEB));

o reference price (Pharmaceutical Department of the National Health Insurance Fund Ad-
ministration (OEP));

o budget impact (Health Technology Assessment Institute and the National Health Insur-
ance Fund Administration (OEP)).

¢ All of the patient-specific and disease criteria (e.g. age, sex, chronic or terminal illness, se-
verity of iliness, special medical needs, etc.) are appraised by the Health Technology As-
sessment Institute and the professional medical colleges.

Each manufacturer has to apply for a reimbursement category (the terms of the different catego-
ries are regulated by the Ministry of Health (EGM / MoH)). After the usual procedure has taken
place the Head of the Pharmaceutical Department of the National Health Insurance Fund Ad-
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ministration (OEP) makes the reimbursement decision (in the case of hospital-only medicine(s)
(HOM) the Head of Department of Curative-Preventive Provisions has this role).

These criteria are important because they operate as a filter. A pharmaceutical that does not
correspond to these terms will probably not be included into the positive list. E.g. if a pharma-
ceutical is not cost-effective, the Health Technology Assessment Institute will not support the
reimbursement. On the other hand, because of the percentage reimbursement scheme, out-of-
pocket payments (OPPs) depend on the category.

In the case of reimbursement being denied the manufacturer has the right to appeal. When
lodging an appeal the client has to pay a legal fee by postal order or bank transfer to the Na-
tional Health Insurance Fund Administration’s (OEP) account kept within the Hungarian Treas-

ury.

The decision on the appeal is done by the Appeal Committee. The Committee consists of one
member nominated by each of the following ministers: the Minister of Health, Minister of Fi-
nance and the Minister of Economy and Transport, as well as the Director of the National Insti-
tute of Pharmacy (OGY]I), the President of the Health Insurance Supervisory Body, and the Di-
rector of the National Health Insurance Fund Administration (OEP).

The decision of the Appeal Committee (FB) has to be made within 60 days from receipt of the
appeal.

4.2.2 Reimbursement categories and reimbursement rates

According to Art. 5 of Decree 32/2004, the National Health Insurance Fund Administration
(OEP) can use the following reimbursement techniques to reimburse pharmaceuticals included
in the scope of the health insurance system:

e percentage-based reimbursement;

¢ fixed-amount reimbursement:
o fixed-amount reimbursement based on the active ingredient;
o reimbursement based on therapeutic groups;

e reimbursement-volume agreement;

e contract for the supply of specially reimbursed pharmaceuticals purchased through public
procurement.

Different reimbursement categories are applied, as described here.

Pharmaceuticals on the positive list are generally reimbursed in kind, at rates of 90%, 70% and
50% of the pharmacy retail price (PRP) (so-called normative reimbursement). Normative reim-
bursement accounts for approximately one quarter of the National Health Insurance Fund Ad-
ministration’s (OEP) pharmaceutical expenditure (PE).

Furthermore, expensive pharmaceuticals with approved special indications are reimbursed at
100%, or 90% if prescribed by a specialist or on the recommendation of a specialist, otherwise
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they fall under the lower reimbursement levels of normative reimbursement (preferential reim-
bursement category). These maximum reimbursement categories apply to individuals suffering
from severe chronic diseases such as cancer, multiple sclerosis or diabetes (100%), or epi-
lepsy, rheumatoid arthritis or asthma (90%), and are only applicable with treatment of these dis-
eases. The list of disease conditions is defined by Ministry of Health (EGM / MoH) along with
Ministry of Finance (PM / MoF).

Table 4.1: Hungary - Reimbursement of pharmaceuticals

Reimbursement
category

Reimburse-
ment rate (%)

Characteristic of category

Normative

90

High reimbursement category (normative 90%): Pharmaceuticals
which offer the most successful and effective treatment for se-
vere and chronic diseases and disorders that are of high priority
from a public health point of view — diseases and disorders which
trigger reversible (but without treatment irreversible) processes
with lifelong consequences and which have a moderately ad-
verse impact on life expectancy and quality of life.

Normative

70

Higher than average reimbursement category (normative 70%) —
pharmaceuticals which:

(a) offer effective treatment for moderately severe, chronic dis-
eases and disorders that

(i) entail considerable deterioration in the quality of life and re-
quire prolonged therapy; or

(i) result in a reduced ability to take care of oneself;

(b) are used in the supplementary therapy of chronic diseases
that imply a major burden of disease, which ensure considerable
health gain on reasonable investment

Normative

50

Average reimbursement category (normative 50%) — pharmaceu-
ticals which:

(a) offer successful and effective treatment for chronic diseases
and disorders which partially affect one’s ability to take care of
oneself for a prolonged period;

(b) offer successful treatment for moderately severe chronic dis-

eases and disorders which adversely affect the quality of life or

the ability to take care of oneself temporarily or for a prolonged
period;

(c) are used in the supplementary therapy of chronic and acute
diseases which have demonstrated assessable health gain on
reasonable investment

Special Reim-
bursemen_t_ Cate-
gory (EU90)

90

High reimbursement category (90%) bound to indication EU90 —
pharmaceuticals which offer the most effective treatment in a
given indication for chronic diseases and disorders that are se-
vere and usually require ongoing or lifelong therapy, and which:

(a) trigger reversible (but without treatment irreversible) proc-
esses with lifelong consequences;

(b) have a moderately adverse impact on life expectancy and on
quality of life;

(c) are used in the supplementary therapy of diseases that are
severe and imply a high burden of disease, which ensure consid-
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Reimbursement Reimburse-

category ment rate (%) Characteristic of category

erable health gain on reasonable investment

Special reimbursement category (100%) bound to indication
(EU100 and special fund) — pharmaceuticals which offer the most
successful and most effective treatment and prevention (hereinaf-

ter collectively described as “treatment”) in a given indication for
chronic diseases and disorders that are severe and usually re-

Special Reim- quire ongoing or life-long therapy, and which:

bursement Cate- 100
gory (EU100) (a) without continuous medicinal therapy endanger life; or
(b) trigger irreversible processes and adversely affect life expec-
tancy and quality of life to a significant degree; or
(c) are rare and/or a rare manifestation of hereditary diseases but
result in a heavy burden of disease
Category without reimbursement value.
Pharmaceuticals which:
Non-reimbursable (a) are prescribed and/or dispensed for health care providers
(00) 0 only;

(b) OEP - on application — enrols into reimbursement without
reimbursement value (not corresponding to individual applica-
tions)

OEP = National Hgalth Insurance Fund Administration, EU90 = Reimbursement category bound to indication. Reim-
bursed by 90%, EU100 = Reimbursement category bound to indication. Reimbursed by 100%

Source: OEP, 2006

A Decree of the Ministry of Health defines which Anatomic Therapeutic Chemical (ATC) classifi-
cation groups qualify for the category of normative and/or preferential reimbursement.

In addition, there is a special reimbursement level for people with low income (reimbursement
for socially disadvantaged people). Approximately 5% of the population are eligible to receive
pharmaceuticals reimbursed at 100% according to a separate list, revised each year by a com-
mittee with representatives of the National Health Insurance Fund Administration (OEP), the
Ministry of Health (EGM / MoH), the Hungarian Chamber of Physicians (MOK) and the Hungar-
ian Chamber of Pharmacists (MGYK). This list also comprises approximately 100 over-the-
counter (OTC) products.

Furthermore, pharmaceuticals can be reimbursed on behalf of individual applications. Individual
applications for reimbursement may be filed because of the social situation or as a result of a
medical condition that needs special treatment.

The National Health Insurance Fund Administration (OEP) provides very expensive pharmaceu-
ticals through a special budget; these pharmaceuticals are purchased centrally by the National
Health Insurance Fund Administration (OEP) via tenders (e.g. for haemophilia treatment).
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Figure 4.1: Hungary- Development of pharmaceuticals, 2000, 2002, 2004 and 2006'
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Source: OEP, 2006

4.2.3 Reimbursement lists

There is a positive as well as a negative list, both of which are registered by the National Health
Insurance Fund Administration (OEP). If the market authorisation holder of the reference prepa-
ration cannot show that it can meet its supply obligation for three consecutive months, the Na-
tional Health Insurance Fund Administration (OEP) will delist the preparation from reimburse-
ment and that preparation cannot be included in reimbursement procedures for two years effec-
tive from the next setting of the reference price. If the meeting of a supply obligation is delayed
by six months, this provision is also to be applicable to other preparations receiving fixed-
amount reimbursement, to the extent that this is not likely not jeopardise patient care. Any
pharmaceutical that is deleted from registration should be removed from reimbursement consid-
eration by the National Health Insurance Fund Administration (OEP) at the latest by the end of
the second calendar year following its deletion.

Accordingly, the National Health Insurance Fund Administration (OEP) should delist from social
security reimbursement any pharmaceutical:

(a) that is without valid market authorisation;
(b) about which doubts have arisen as to its efficacy;

(c) that disproportionately burdens the budget of the Health Insurance Fund (E. Alap /
HIF) compared to the health gains that can be achieved with its use;

(d) for which the market authorisation holder was sanctioned twice within a year in re-
spect of the very same reimbursed pharmaceutical (for breach of the provisions relating
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to promotion and presentation of pharmaceuticals) by a competent authority in an adver-
tisement control case;

(e) for which the cost-effectiveness cannot be proven;

(f) that is not on the market for over six months (for three months in the case of reference
products);

(g) that has had its market authorisation withdrawn;

(h) for which its market authorisation holder has asked for its delisting from reimburse-
ment;

(i) belonging to fixed-amount reimbursement groups based on active ingredients, where
the pharmaceutical’s daily cost of therapy (DCT) or the price calculated for a unit dose of
the active ingredient surpasses by at least 20% the reference preparation’s daily cost of
therapy (DCT), or, in the case of average price groups, where this surpasses the refer-
ence price;

(j) belonging to a therapeutic fixed-amount reimbursement group, where the pharmaceu-
tical’s daily cost of therapy (DCT) is three times the average daily cost of therapy (ADCT)
in the group.

In the event that the National Health Insurance Fund Administration (OEP) decides to abolish or
cut the amount of reimbursement of a pharmaceutical, the first day of the new reimbursement
measure or the deletion cannot be earlier than the first day of the second quarter after the deci-
sion.

A detailed flowchart of the Hungarian reimbursement procedure is provided in Chapter 2 (cf.
2.1). The main bodies are listed here.

e The Director-General of the National Health Insurance Fund Administration (OEP) set up a
Technology Appraisal Committee (TEB) to evaluate the applications for the inclusion in the
positive list.

¢ The National Health Insurance Fund Administration (OEP) also decides about inclusion of
pharmaceuticals within the scope of the health insurance system and their reimbursement
rate (in typical circumstances) after consultation with the National Institute of Strategic Health
Research (ESKI). The Pharmaceutical Department deals with decisions and administration.

e The special reimbursed category is regulated by the Ministry of Health (EGM / MoH) and the
Ministry of Finance (PM / MoF).

The inclusion of pharmaceuticals within the reimbursement scheme is continuous. There is a
regular weekly meeting of the Health Care Technology Appraisal Committee (TEB) where the
preparatory work takes place. In every quarter information on pharmaceuticals is disseminated.
The official Health Bulletin contains detailed information about the reimbursed and excluded
pharmaceuticals and it is readily available to patients and doctors, so they can easily obtain
such information.

Inclusion of pharmaceuticals within the scope of the health insurance system is carried out by
means of reimbursement categories defined with a view to equity and accessibility. All reim-
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bursement techniques can be used for all reimbursement categories. The criteria for inclusion
are listed here [According to the Decree of the Ministry of Health 32/2004].

Reimbursement-volume agreements:

Art. 11

(1) In order to ensure that the budgetary limits are respected, the National Health Insurance
Fund Administration (OEP) may conclude reimbursement-volume agreements for prepara-
tions that are already reimbursed, as well as for products that are newly included for reim-
bursement, if the pharmaceutical is to be used for the treatment of diseases with patient
numbers that can be properly estimated (prevalence) and incidence rates that can be prop-
erly defined. The scope of the reimbursement-volume agreement shall depend on whether
the patient numbers are suitable for treatment, as recommended by the competent profes-
sional medical college with a view to disease prevalence and incidence.

(2) The detailed payment rules shall be outlined in the reimbursement-volume contract con-
cluded between the manufacturer and/or the distributor and the National Health Insurance
Fund Administration (OEP).

Special fund pharmaceuticals
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Art. 12

(1) Social security reimbursement linked to the price of pharmaceuticals from the special
fund is to be accounted according to a contract made between the National Health Insur-
ance Fund Administration (OEP) and the health care institutions performing the treatment,
whose names are published annually by the National Health Insurance Fund Administration
(OEP) in a communiqué.

(2) The National Health Insurance Fund Administration (OEP) grants 100% reimbursement
to the purchase price of special reimbursed pharmaceuticals with the understanding that in
other cases the provisions of Decree of the Government 130/2004 on the detailed and spe-
cial rules of the procurement of pharmaceuticals and medical devices shall apply.

(3) The list of special fund pharmaceuticals referred to in Subsection (2) of Art 12 — with the
names of the active ingredient and the disease category — shall be published by the Minister
of Health and the Minister of Finance on the first day of each calendar quarter in a commu-
niqué.

(4) The contract between the National Health Insurance Fund Administration (OEP) and the
institute with the nationwide coordinating function allows, up to the yearly limit, purchase of
pharmaceuticals for the treatment of disease categories figuring the communiqué in Subsec-
tion (3) of Art 12, based on protocols devised and published by the relevant professional col-
leges.

(5) If an application is received for the reimbursement of a pharmaceutical which has an ac-
tive ingredient that is not in the communiqué as referred to Subsection (3) of Art 12, with the
indication of the special reimbursement technique for pharmaceuticals purchased via public
procurement, the method described in Art. 4, Subsections (10)-(11) need to be applied, as
appropriate.
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Special issues
Art. 13

(1) Newly included pharmaceuticals with active ingredient(s) that is not yet reimbursed can
be granted special reimbursement only under a reimbursement-volume agreement or pro-
curement procedure, where:

(a) the preparation’s efficacy and cost-effectiveness have been demonstrated by good-
quality evidence; and

(b) the relevant professional colleges have given a written justification in support thereof.

(2) Preparations already receiving fixed-amount reimbursement can be assigned special re-
imbursement if:

(a) in the already reimbursed group containing the same active ingredient the pharma-
ceutical’s daily cost of therapy (DCT) is not higher than the reference preparation’s daily
cost of therapy (DCT); or

(b) in an average price group the price of the pharmaceuticals when projected to a unit
dose of the active ingredient is not higher than the reference price; or

(c) in a 5-digit Anatomic Therapeutic Chemical ATC-4 level category, the pharmaceuti-
cal’s daily cost of therapy (DCT) is not higher than the group’s average daily cost of ther-
apy (ADCT).

(3) In the case of indication-bound special or high reimbursement category pharmaceuticals,
the reimbursement of pharmaceuticals receiving fixed-amount reimbursement under the in-
dication “on specialist's direction” cannot be lower than the normative reimbursement
amount. The reimbursement should be adjusted according to the daily cost of therapy
(DCT).

Art. 14. Other inclusion and reimbursement criteria

(a) New packaging should be included in the same producer’s price and with the same
re-imbursement extent as the previous packaging.

(b) A new pack size should be included in the price of the unit dose of the active ingredi-
ent, calculated at the same or lower producer’s price.

(c) A new strength may be included in the price of the unit dose of the active ingredient,
calculated at the same or lower producer’s price for an already reimbursed preparation
with the same brand name.

(d) A new formulation may be reimbursed at the same therapeutic cost as pharmaceuti-
cals with the same mode of application or same brand name, or at a lower price.

(e) A second brand product of an original preparation for which a generic version has not
yet been produced can be reimbursed at the price of the active ingredient, calculated on
the unit dose of the manufacturer price, or at a lower price.

(f) Newly reimbursed preparation’s generics, eligible for fixed-amount reimbursement,
can only be reimbursed at the price equal to the reference preparation daily cost of ther-
apy (DCT) or the reference price daily cost of therapy (DCT), or at a lower price. Any
preparation that is not eligible to be placed in a fixed-amount group (not equivalent) can
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only be reimbursed at the price equal to the reference daily cost of therapy (DCT) of the
fixed group having the same active ingredient and same strength, or at a lower price.

(9) A condition for the inclusion of generics is that the manufacturer price of the prepara-
tion should be at least 30% below the manufacturer price of the original preparation as
long as the first reference product or reference price is set.

(h) Newly reimbursed generics that are not eligible for fixed-amount reimbursement can
only be included at a price lower than the average daily cost of therapy (ADCT / NTKA).

(i) If the preparation has major therapeutic benefit, the market authorisation holder can
apply, under normal procedure, for reimbursement at a higher price and for the applying
for inclusion in the positive list.

(j) If the gross pharmacy retail price or the daily cost of therapy (DCT) of a unit dose of
the active ingredient — in a combination product, with the same dosage form but cheaper,
with the same mode of application, and with the same or similar strength and pack size —
does not exceed 10% of the total gross pharmacy retail price, the price of the combina-
tion product cannot be higher than the price of the product containing a more expensive
active ingredient.

(k) If the gross pharmacy retail price or the daily cost of therapy (DCT) of a unit dose of
the active ingredient(s) in a combination product exceed 10% of the total gross pharmacy
retail price per active ingredient, the price of the combination product cannot be higher
than the maximum amount of the gross pharmacy retail price of the active ingredients in
a mono-component product containing the active ingredient(s) in the combination prod-
uct and having the same dosage form, same mode of application or the same or similar
strength and pack size.

() If the combination product has major therapeutic benefit compared to the combined
use of the previous same active ingredients and if the market authorisation holder ap-
plies for a higher price or reimbursement as outlined in paragraphs (i)-(j) (above), the ap-
plication should be processed according to the normal procedure.

(m) As far as galenic preparations are concerned, if they were registered by the National
Institute of Pharmacy (OGY]I), as defined in a separate piece of legislation, reimburse-
ment is to be 90% of the price that is accepted as the basis for public financing.

For the terms of the reference system, cf. 4.3. There are no special conditions for pharmaceuti-

cals used in hospitals or nursing homes.

4.3 Reference price system

In Hungary two types of reference price system are in operation (based on active ingredient(s)
and on therapeutic groups) under the supervision of the Pharmaceutical Department of the Na-
tional Health Insurance Fund Administration (OEP). The legal basis is the same as that which
regulates the whole reimbursement system, namely Decree of the Ministry of Health 32/2004.
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Reference price system based on active ingredient(s) [Decree 32/2004, Art. 8]

(1) In the case of fixed-amount reimbursement based on active ingredient(s), the basis of
the (fixed) amount of reimbursement for a given product category shall be the price of refer-
ence preparation that has been accepted as the basis for public financing.

(2) The (fixed) amount of reimbursement for pharmaceuticals with the same active ingredi-
ent, having the same dosage form, the same mode of administration and the same strength
and classified equivalent according to the National Institute of Pharmacy (OGYI) shall be
calculated in conformity with Subsection (4) of Art. 8. In the case of preparations with the
same mode of administration but with a strength that is different from the existing fixed
groups (+/- 20%), these shall be reimbursed according to the daily therapeutic cost (DCT) of
the reference value for a fixed-amount group that is closest in terms of strength (having
higher strength).

(3) The reference preparation shall be a pharmaceutical belonging to a defined (fixed-
amount) group, where

(a) it has not been deleted from registration;
(b) its equivalence has been established by the National Institute of Pharmacy (OGY]1);

(c) it has the lowest daily cost of therapy (DCT) related to gross pharmacy retail price, or
if that cannot be determined, has the lowest gross pharmacy retail price when projected
to a unit dose of the active ingredient (daily cost of therapy (DCT)) among the pharma-
ceuticals in the given group;

(d) it has been on the market for at least six months preceding the setting of the refer-
ence price for the given year;

(e) as regards the indication underlying the reimbursement it does not exceed the quan-
tity defined in the valid instructions for use (for one month’s therapy) or the pack size
closest to it;

(f) its market share within the group reached 3% in directly observed treatment (DOT)
during the last six months of the year preceding the year in question, provided that the
daily cost of therapy (DCT) calculated from the price of the pharmaceutical does not ex-
ceed the average daily cost of therapy (DCT) calculated according to Subsection (6) of
Art 8.

(4) The reference preparation, according to its Anatomic Therapeutic Chemical (ATC) classi-
fication, shall receive percentage reimbursement as shown in Annex No.1 of Decree
32/2004, calculated for the Anatomic Therapeutic Chemical (ATC) classification containing
the given active ingredient(s). Reimbursement of the other products in the group shall be
based on the reimbursement amount calculated for the daily cost of therapy (DCT) of the
reference preparation. Pharmaceuticals whose daily cost of therapy (DCT) is lower than the
reference preparation shall be exempt from this rule. In this case the reimbursement extent
(percentage) shall equal the percentage extent of the reference preparation’s reimburse-
ment.

(5) Non-equivalent generic preparations will not be considered for the definition of the refer-
ence preparations or reference price. If their daily cost of therapy (DCT) (in the case of a
reference preparation or average price group) is higher than the daily cost of therapy (DCT)
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of the reference price, they will be reimbursed according to the daily cost of therapy (DCT)
of the reference price. Otherwise, they will receive the percentage extent of the reimburse-
ment allocated to the reference price.

(6) If none of the pharmaceuticals in a fixed-amount group satisfy the criteria set out in Sub-
section (3) of Art. 8, the basis of the fixed-amount reimbursement in that group (the average
price group) — based on data from the past six months of the year preceding the year in
question — will be the mean arithmetic average of the daily cost of therapy (DCT) for those
pharmaceuticals that attained at least 2% market share in directly observed treatment (DOT)
and satisfied points (a)-(e) of Subsection (3) of Art. Pharmaceuticals whose cost of daily
therapy (DCT) is lower than the average calculated will receive a group-specific percentage
reimbursement.

(7) If the market authorisation holder of the reference preparation cannot show that it can
meet its supply obligation for three consecutive months, the National Health Insurance Fund
Administration (OEP) shall delist the preparation from reimbursement and that preparation
can not be included in reimbursement for two years effective from the next setting of the ref-
erence price. If meeting supply obligation is delayed by six months, this provision will also
be applicable to other preparations receiving fixed-amount reimbursement, to the extent that
this is not likely not jeopardise patient care.

(8) The National Health Insurance Fund Administration (OEP) shall publish a breakdown of
the public pharmacy sales data and directly observed treatment (DOT) market shares
needed for the calculations, organised according to preparations and reimbursement titles,
on the first day of each calendar quarter in its official journal and on its home page. This sys-
tem is used at Anatomic Therapeutic Chemical ATC-5 and ATC-7 levels.

Therapy-based reference price system
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Art. 9

(1) Fixed-amount reimbursement based on therapeutic groups can be assigned to products
which are equally suitable for the treatment of certain specific diseases (conditions), if the
registration authority determined their use for clinically identical indications and if the same
therapeutic result can be achieved, with their use, on the patients.

(2) The conditions of fixed-amount reimbursement based on therapeutic groups and its cal-
culation methods shall be outlined in Annex No.2 of Decree 32/2004.

(3) The maximum reimbursement accessible in the 5-digit Anatomic Therapeutic Chemical
ATC-4 level categories shall be defined in Annex No.1 of Decree 32/2004.

(4) Pharmaceuticals used in the treatment of the same diseases or disease categories can
be subdivided on the basis of:

(a) mode of application

(b) different strengths

(c) duration of effect

(d) pharmaceuticals with approximately the same impact on the quality of life
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(e) proven clinical advantage
(f) early identical side-effect profile.

(5) Calculation of reimbursement based on the therapeutic groups fixed-amount principle
shall be carried out as described here.

(a) Pharmaceuticals for which the daily cost of therapy (DCT) is equal to or lower than
the average daily cost of therapy (ADTC) determined in accordance with Paragraph (a)
of Subsection 1.1 of Annex No. 2 of Decree 32/2004 (average daily cost of therapy
(ADCT) shall receive a group specific percentage reimbursement.

(b) Preparations for which the daily cost of therapy (DCT) is higher than the average
daily cost of therapy (ADTC) determined in accordance with Paragraph (a) of Subsection
1.1 of Annex No. 2 of Decree 32/2004 (average daily cost of therapy (ADCT)) shall  re-
ceive, as reimbursement value, an amount calculated on the basis of the reimbursement
value given to the average daily cost of therapy in the group (ADCT), as shown here:
Reimbursement value = ADCT x given packaging
value of DOT

(6) For those reimbursement groups which are based on the therapeutic groups fixed-
amount principle, the National Health Insurance Fund Administration (OEP) shall publish a
breakdown of the public pharmacy sales data and market shares needed for the calcula-
tions, organised according to preparations and reimbursement titles, on the first day of each
calendar quarter in its official journal and on its home page.

(7) On 1 July each year the National Health Insurance Fund Administration (OEP) shall pub-
lish in its official journal the therapeutic fixed-amount groups planned for 1 July of the next
calendar year (5-digit Anatomic Therapeutic Chemical ATC-4 level groups), including any
subdivisions and the maximum percentage extents pertaining to them.

Art. 10

(1) The therapeutic fixed-amount groups may experience a correction when calculating the
reimbursement of preparations with various strengths and pack sizes, in the form of an in-
dex number generated as a result of the group’s price proportions. The index numbers shall
be defined for each therapeutic group.

(2) In order to ensure that the active ingredient-based groups and the therapeutic fixed-
amount groups are manageable and that the inclusions are realised as described, the Na-
tional Health Insurance Fund Administration (OEP) shall announce on 1 July every year —
within the framework of its quarterly announcement as set forth in a separate piece of legis-
lation — the reference prices and preparations, and the price and reimbursement of all the
preparations in the given groups, effective from 1 July. Reference values determined at that
time shall remain in effect without change for one year after the announcement, with mid-
year price changes not able to influence the setting of the reference values.

(3) The July reference values shall be set on the basis of the prices in effect on 1 April of the
respective calendar year. The National Health Insurance Fund Administration (OEP) shall
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send the reference prices and reimbursements (calculated on the basis of these prices) for
the preparations in the given group to the market authorisation holders by 20 April of the
given calendar year. With this knowledge, the market authorisation holder can apply for one
price change by 30 April of the given calendar year. Prices applied for until 30 April will not
influence the reference values set by 20 April.

The price groups have an annual review and evaluation by the Pharmaceutical Department, and
if there are no matching pharmaceuticals to compare, the external price system is acceptable.
There are approximately 1950 pharmaceuticals in an active ingredient group and another 350 in
a therapy group.

If a patient opts for pharmaceutical other than the one priced at (or below) the reference price
level (s/)he does not have to pay the difference.

4.4 Private pharmaceutical expenses

The system of private pharmaceutical expenses has two important elements in Hungary since
the introduction of the current cost-sharing system in 1988: direct payment for over-the-counter
(OTC) pharmaceuticals, and non-reimbursed pharmaceuticals:

e co-payment for reimbursable pharmaceuticals;

¢ in the case of over-the-counter (OTC) pharmaceuticals and non-reimbursed pharmaceuticals
there is no price control — the patients have to pay the full amount of the gross pharmacy re-
tail price.

The data for private pharmaceutical spending as a share of the total health expenditure (THE)
was shown earlier (cf. 2.2). The share of private pharmaceutical expenditure (PE) has been in-
creasing faster than public spending in recent years, but the co-payment share for reimbursed
pharmaceuticals has essentially not changed. In exceptional cases, the patients can apply indi-
vidually for reimbursement for expensive pharmaceuticals that are not reimbursed in the positive
lists. This individual procedure can exempt them from paying the co-payment or the direct pay-
ment.

441 Direct payments

The share of direct payments compared with co-payments was also detailed earlier (cf. 2.2).
There are a couple of groups of pharmaceuticals which are not covered by the social health in-
surance (SHI) scheme: over-the-counter (OTC) pharmaceuticals, lifestyle pharmaceuticals, and
pharmaceuticals that are prescribed but not reimbursed. Patients have to pay the full amount of
the gross pharmacy retail price for these pharmaceuticals.

4.4.2 Out-of-pocket payments

An important element of out-of-pocket payments (OPPs) is the co-payment, which has to be
paid by the patients. The co-payment and the reimbursement categories are now regulated by
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Decree of the Ministry of Health 32/2004 on the reimbursement categories and procedure of
registered pharmaceuticals. For further details on the categories, cf. 4.4.4.2 and 4.6.3.

The share of co-payments compared with direct payments was detailed earlier (cf. 2.2). The
reference pricing system for the active substance therapeutic classification (cf. 4.6.2 for a more
detailed presentation) and the co-payment exemption system for low-income residents essen-
tially modify the level of out-of-pocket payments (OPPs) that the patients have to contribute in
order to receive prescribed pharmaceuticals.

Table 4.2: Hungary - Reimbursement rates and patient co-payment rates (not used)

Annual expenses for patients in Co-payment rate Reimbursement rate
terms of reimbursement price (%) (%)
Adults

These kinds of reimbursement rates and patient co-payment rates

Children to 18 years
I up Y are not applicable

Chronically ill

Terminally ill

Source: OEP, 2006

4421 Fixed co-payments

In Hungary there fixed co-payments are not relevant.
4.4.2.2 Percentage co-payments

The co-payment and the reimbursement categories are regulated by Decree of the Ministry of
Health 32/2004 on the reimbursement categories and procedure of registered pharmaceuticals.

Table 4.3: Hungary - Reimbursement and co-payment categories 1995

Reimbursement categories as a % of the

Year gross pharmacy retail price of the pharmaceu- Legal basis
ticals
1995 100 [ 90 | 70 | 50 || o 174/1995 Government Decree

Co-payment categories as a % of the gross
pharmacy retail price of the pharmaceuticals

1995 0 10 30 50 100 174/1995 Government Decree

Year Legal basis

Source: OEP, 2006

The system is applied for all reimbursed pharmaceuticals and the structure of the categories
has been the same since 1995. The patient has to pay the amount above the reimbursement,
which is given as a percentage of the gross pharmacy retail price. The 100% category is avail-
able for pharmaceuticals prescribed by specialists with restricted indications. The 0% category
is for hospital use and not for out-patients.

59




PPRI Pharma Profile

Hungary
4423 Deductibles
Deductibles are not used in Hungary.
4.5 Reimbursement in the hospital sector

In Hungary, reimbursement in the in-patient sector differs from that in the out-patient sector. In
the in-patient sector the Hungarian diagnosis-related group (DRG) system covers all the costs
incurred during acute hospital care (except for investment costs), including pharmaceuticals.
The type of pharmaceutical can often be an aspect for classification in a diagnosis-related group
(DRG) (e.g. solid tumours). The cost of medical and accommodation services for average hospi-
tal cases is based on a cost-assessment study carried out in 1998. The systematic maintenance
of codes and financial parameters is an essential part of the diagnosis-related group (DRG) fi-
nancing systems.

In chronic care the costs of the pharmaceuticals are covered by the daily fees. Consequently,
the pharmaceuticals are fully reimbursed for in-patient care and this covers a significant part of
the hospitalisation costs.

The main "payer" for pharmaceuticals in hospitals is the National Health Insurance Fund Ad-
ministration (OEP), which finances pharmaceutical costs through the diagnosis-related group
(DRG) system (in case of chronic care, daily fees are used) and the management of the hospi-
tals ensure the supply of pharmaceuticals. Often they can receive discounts, rebates or other
kinds of benefits, such as pharmaceuticals received free.

Hospital products are also included in the positive list (0% reimbursement category), thus being
evaluated by the Technology Appraisal Committee (TEB). Price agreements apply to hospital
pharmaceuticals as well.

Ideally, the cost of the diagnosis-related groups (DRGs) referring to pharmaceuticals is calcu-
lated with the prices of generics, and protocols have been established for the utilisation of
pharmaceuticals. Aside from this measure, the National Health Insurance Fund Administration
(OEP) also provides very expensive pharmaceuticals through a special budget; these pharma-
ceuticals are purchased centrally by the National Health Insurance Fund Administration (OEP)
via tenders (e.g. for haemophilia). There are some efforts to cut down the role of this special
budget and to calculate the prices of hospital-only medicine(s) (HOM) within the diagnosis-
related group (DRG) (e.g. for oncology treatments).

The reimbursement criteria for pharmaceuticals in the hospital sector are actually the same as
in the out-patient sector. The same coverage policy system is to be applied for hospital pharma-
ceuticals with the same procedure, so only the decision-maker differs; in this case, the decision-
maker is the Head of Department of Curative-Preventive Provisions.

With regard to pharmaceuticals for regular hospital treatment, there are no out-of-pocket pay-
ments (OPPs) to be borne by the patient. Out-of-pocket payments (OPPs) occur in hospitals in
the case of those provisions for which only partial fees can be charged, as listed here.
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Extra meal and accommodation when these are available in the hospital.
Sanitaria provisions.
Requisition of services, which are liable for referral, without referral.

Requisition of services by a different health care provider from the location at which the phy-
sician initiated the treatment.

Requisition of services for self-initiation, differing from standard protocols and/or incurring
extra costs.

Accommodation with the aim of nursing by the relevant provider (for the costs of accommo-
dation and nursing, including the necessary pharmaceuticals).

4.6 Reimbursement-related cost-containment measures

4.6.1 Major changes in reimbursement lists

The main changes that have been carried out in the reimbursement lists in recent years are
listed here.

The reimbursement category of the group of “statins” changed from Normative 70% to Nor-
mative 90% in September 2003.

The reimbursement category of the group of “antihistamines” changed from the 90% Special
Reimbursement Category (EU90) to the 70% Special Reimbursement Category (EU90) in
October 2003.

The Special Reimbursement Category (90% (EU90)) of the group of “H,-receptor blockers”
has been abolished since July 2005.

The reimbursement category of the group of “sartans” (angiotensin receptor blockers —
ARBs) changed from Normative 50% to Normative 70% in January 2006.

The reimbursement category of the group of “aspirins” (ASP) changed from the 90% Special
Reimbursement Category (EU90) to the 70% Special Reimbursement Category (EU90) in
July 2006.

The reimbursement category of the active ingredient “theophyllin” changed from Normative
90% to the 70% Special Reimbursement Category (EU90) in July 2006.

The following products have been removed from the positive list since July 2006:
o topical antimycotics;
o Simvor 5mg (because the defined daily dose (DDD) of this active ingredient is 15 mg);

o minor analgetics in oncological indications;
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4.6.2

Introduction / review of reference price system

Table 4.4: Hungary — Reference pricing system development

Year Description of measure Legal basis
The first step of the reference pricing system was launched, organised by ac-
tive substance. The measure made it possible to allocate the same fixed Government
1991 amount as the reimbursement amount for those pharmaceuticals which con- | Decree No.
tained the same substance, in the same dosage and form. The status of bio- 133/1991
equivalence was presumed.
The reference pricing system, organised by active substance, can be applied in Government
1992 ; S Decree No.
the event of the same substance being used and for the same application. 106/1992
The reference pricing system, organised by active substance, can be applied
for pharmaceuticals, if the OGY] stated their bioequivalent status. The pharma-
. . . . . Government
ceuticals had to contain the same substance in equivalent form, and their ap-
1995 o . . Decree No.
plication methods had to be the same. The pharmaceuticals above the price of
: ) ; X 11/1995
the reference product could receive a fixed amount of reimbursement, derived
from the reimbursement level of the reference product.
The next step in forming the reference pricing system involved the allocation of]
fixed amounts of subsidies to pharmaceuticals with a comparable therapeutic
. . - X . o Government
1998 effect and WIFI’.] a similar route of_admlmstratlon for treating th_e same_ln.dlcatlon. Decree No
These conditions had to be defined by the OGYI. An essential restriction was 217/1997 '
enforced through the regulation that the fixed subsidy could be given only in
subgroups according to the active substance in the therapeutic class.
This main step introduced the reference pricing system, arranged according to Government
therapeutic class, to define that the fixed subsidy can be given to pharmaceuti-
2000 : ; ) S Decree No.
cals with a comparable therapeutic effect, when treating for the same indica- 111/2000
tion. These conditions should be defined by the relevant authority.
The conditions of selecting the reference product and calculating the reference
price were clarified. The reference product was selected based on the cheap-
est DCT. The reference product had to reach a defined 1% market share in the
. . . Government
2000 previous six months, before it was selected as reference produc_t. Aboye the Decree No
price of the reference product the pharmaceuticals could receive a fixed 111/2000'
amount derived from the subsidy of the reference product; under the price of
the reference product they could receive the same proportional subsidy as the
reference product.
Further clarifications of the reference price definition were reached. The refer-
ence product had to reach 5% market share and it should have been on the | Government
2001 market in the previous nine months, before being selected as a reference Decree No.
product. If a generic product was selected as a reference product the bio- 71/2001
equivalence should be stated by the OGYI.
Further clarifications of the reference price definition were reached. The refer- Govemment
2003 o . Decree No.
ence product had to reach 3% market share calculated on a DOT basis. 295/2002
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Further clarifications of the reference price calculation were reached, particu-
larly concerning therapeutic class. The regulation made it possible to create
therapeutic subgroups based on the profile of side-affects, the route of admini-
stration for treating the same indication and the length of the effect. During the Ministry of

2004 calculation of the reference price, those pharmaceuticals that could reach H
S o ; ealth
minimum 1% market share could be taken into account. These products should 32/2004
reach between 10% and 50% market share. The reference price is calculated
as a mathematical average of the daily DCT of the pharmaceuticals derived
from the gross pharmacy retail price.

Decree of the

Further clarifications of the reference price calculation were reached. During |Decree of the
the calculation of the reference price, those pharmaceuticals which could reach| Ministry of
minimum 2% market share could be taken into account. These products should Health

reach at least 50% market share, calculated on a DOT basis. 32/2004

2004

OGYI = National Institute of Pharmacy, DOT = directly observed treatment, DCT = daily cost of therapy
Source: OEP, 2006

4.6.3 Introduction of new / other out-of-pocket payments

The present version of the system for out-of-pocket payments (OPPs) for pharmaceuticals was
introduced in Hungary at 1988 within the framework of the reformed cost-sharing system. Since
then the structure of the out-of-pocket payment (OPP) categories have been changed several
times, but the governing logic of the system remains untouched (cf. Table 4.5).

Table 4.5: Hungary - Reimbursement categories as a percentage of gross pharmacy retail
price 1998, 1990, 1992, 1995

Reimbursement categories as a % of the gross

Year pharmacy retail price of the pharmaceuticals Legal basis

1988 100 90 80 85/1988 Government Decree
1990 100 95 80 49/1990 Government Decree
1991 100 95 80 0 49/1991 Government Decree
1991 100 95 80 50 0 133/1991 Government Decree
1992 100 95 80 50 106/1992 Government Decree
1995 100 95 90 70 40 0 11/1995 Government Decree
1995 100 90 70 50 0 174/1995 Government Decree

Source: OEP, 2006
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Table 4.6: Hungary — Co-payment categories as a percentage of gross pharmacy retail price
1988, 1990, 1991, 1992, 1995

Co-payment categories as a % of

the gross pharmacy retail price of
Year the pharmaceuticals Legal basis
1988 0 10 20 85/1988 Government Decree
1990 0 5 20 49/1990 Government Decree
1991 0 5 20 49/1991 Government Decree
1991 0 5 20 50 133/1991 Government Decree
1992 0 5 20 50 106/1992 Government Decree
1995 0 5 10 30 60 11/1995 Government Decree
1995 0 10 30 50 100 174/1995 Government Decree

Source: OEP, 2006

The reference pricing system, which was introduced in terms of active substance in 1991 and in
terms of therapeutic class in 2000 (cf. 4.6.2), essentially modifies the level of out-of-pocket
payments (OPPs) that the patients have to contribute in order to receive prescribed pharmaceu-
ticals.

4.6.4 Claw-backs
There were three main periods when claw-backs were in use:
4.6.4.1 Global Reimbursement Volume Contract — September to December 2003

In 2003 the planned pharmaceutical budget was overspent in the first half of the year. As a re-
sult the manufacturers had a choice between two versions of a contract:

e market growth
e company growth
o Version A: company growing < market growing
o Version B: company growing > market growing
The claw-back was calculated according to the pharmaceutical turnover of the month, the ratio

of the reimbursement level of a company, and the actual monthly budget deficit. The overall
payment was HUF 6 billion.

4.6.4.2 Price Cut — April to July 2004

The aim was to keep the yearly pharmaceutical budget. Companies were invited to sign a 15%
claw-back contract. In the absence of a signed contract, 15% of the manufacturer price cut was
carried out. The result was that the reimbursement level and co-payment were reduced as well.
However, this price cut was eventually ruled unconstitutional by the Constitutional Court.
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4.6.4.3 2.5-year Agreement — July 2004 to December 2006

During this period the claw-back was calculated according to the ratio of the pharmaceutical
turnover of the period from July 2003 to June 2004. Companies had to pay in full HUF 9 billion
in 2004, HUF 20 billion in 2005 and HUF 22.5 billion in 2006. All the companies signed this con-
tract.

According to the agreement, the price increase is regulated in the following way:

e +/-6.25% HUF/€ exchange rate moving from the base rate, which was 251 HUF/€;

e 7% increase for very low-priced products on the 1 January 2005 and 2006 (HUF 600, HUF
1,000).

Table 4.7: Hungary - Effects of implementing a claw-back system

Year | Support | Realised | Growth | Manufac- | Manufac- | Adjusted | Growth | Adjusted
plan | payments | compared |turer claw-|turer claw-| payments | compared | payments
- . to previous| backs backs . to previous| compared
(billion (billion year - ) (billion year to previ-
HUF) HUF) - (billion (%) HUF) - ous year
(billion HUF) (billion
HUF) HUF) (%)
2001 147 179.5 28.7 0 0.00 179.5 28.7 19.03
2002 153 209 295 0 0.00 209 29.5 16.45
2003 217 251.8 42.8 6 2.38 245.8 36.8 17.61
2004 | 238.9 289 37.2 7.9 2.73 281.1 35.3 14.32
2005 284 348.8 64.8 23 6.6 325.8 447 15.9
Source: OEP, 2006
4.6.5 Reimbursement reviews

The reimbursement decisions are evaluated by the Pharmaceutical Department of the National
Health Insurance Fund Administration (OEP). There is a negative list which contains those
pharmaceuticals that are excluded from the positive list.

All criteria for revision are declared in Decree of the Ministry of Health 32/2004 (cf. 4.2.3).

In Hungary, third-party payers are not allowed to request a review of a reimbursement decision.
If pharmaceuticals are delisted, the Official Publications (e.g. Health Bulletin) will simply not con-
tain them anymore.
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5 Rational use of pharmaceuticals
5.1 Impact of pharmaceutical budgets

Monitoring of the prescribing habits of doctors has been intended, and the “top prescribers” ha-
ve received feedback about their activities and some incentives have been planned, to be built
into the system. However, at the time of writing there were no systematic information systems in
operation.

Special prescribing procedures are applied at the 90% reimbursement category (EU90), at the
100% category (EU100) and for special reimbursed pharmaceuticals. In these cases only the
relevant specialists have right to prescribe those pharmaceuticals (cf. 5.2).

5.2 Prescription guidelines

In Hungary the Minister of Health is authorised to stipulate regulations on the proceedings of the
working out, construction and conciliation of the reimbursement, examination, and therapy re-
lated to the major disease groups and pharmacotherapeutic recommendations (Decree of the
Ministry of Health 23/2006). Examination and therapeutical proceedings must be published in
the form of professional guidelines and protocols. The professional medical colleges are char-
ged to work out these papers but the Ministry involves several professional bodies (i.e. other
relevant professional colleges, the Chief Medical Officer, the Director of the National Health In-
surance Fund Administration (OEP), etc.) in the reconciliation process.

The National Methodological and Professional Supervisory Centre (OSZMK), which has been
established and is supervised by the Ministry of Health (EGUM / MoH), is responsible for convey-
ing the professional guidelines and quality requirements, and for following up and managing
their common execution: it examines both plans for, and particularly the implementation of, pro-
fessional guidelines and protocols by professional inspectors (Decree of the Ministry of Health
15/2005).

Obligatory guidelines have been established since 2005, but previously professional bodies also
published guidelines for different fields. Decree of the Ministry of Health 23/2006 provides a
comprehensive regulatory framework for the proceedings of the working out, construction and
conciliation of these guidelines. According to further guidelines, protocols are to be enforced on
the basis of this regulation. These professional guidelines and protocols are to be assessed
once in three years from their inception. The above-mentioned Decree sets out strict require-
ments for the form and content of the guidelines and protocols, and on the whole the previous
guidelines also fit into these criteria. Protocols need to contain: essential considerations; defini-
tions; diagnostic procedures; and information about treatment (including pharmaceutical treat-
ment, i.e. prescription guidelines: algorithm of the therapy; the recommended pharmaceutical
treatment, with evidence; and alternative/supporting treatment). They must also contain informa-
tion on rehabilitation, nursing, eligibility indicators and a bibliography. The aim is that prescrip-
tion guidelines would appoint only the International Non-proprietary Name(s) of the active ingre-
dient(s), rather than the brand name(s), for the sake of substitution.
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Adherence to guidelines and protocols is supervised by the professional supervisory system by
means of clinical studies. In the case of deficiencies in implementation, the professional inspec-
tors bring the problems to the providers’ attention, but in serious cases they can withdraw the
operating licence of the provider or they can prohibit the physician from practising for a longer
period of time.

Protocols and guidelines are published in the Official Bulletin of the Ministry of Health (EUM /
MoH) and in professional journals, and are also available on the web site of the Ministry of
Health (EGM / MoH) or in CD-ROM format. Information about diagnostic limits and dose limits
for pharmaceuticals can be also obtained from the brochures of the National Institute of Phar-
macy (OGY]I) (i.e. Compendium, Pharmindex), which are updated yearly. In Hungary, doctors
are allowed to prescribe only 1-month doses of pharmaceuticals, or in special cases 3-month
doses.

It has been intended to translate and reformulate these guidelines and protocols for the patients
as a form of patient information (cf. 5.3).

5.3 Information to patients / doctors

Marketing directives, as stated in Directive 2001/83/EC, were implemented in Hungary through
acts and regulations. Under certain conditions (e.g. for over-the-counter (OTC) or curative prod-
ucts with name and international name, giving a brief, etc.) Hungarian law allows the advertising
of over-the-counter (OTC) products in all media except children’s channels (Decree of the Minis-
try of Health 64/2003). Requirements for the labelling of pharmaceuticals and handouts for pa-
tients in packs are also regulated (Decree of the Ministry of Health 30/2005).

No measures have been implemented in order to restrict or control manufacturers’ promotional
spending.

Audits of the sales promotion material sent to doctors and on advertisements in journals is regu-
lated by law. The professional/scientific audit and sanctioning of false and biased promotional
materials is the National Institute of Pharmacy’s (OGYI) responsibility. The other, nonscientific
part of promotion is regulated by the Advertising Act and the Ethical Codex of the pharmaceuti-
cal industry, accepted by every pharmaceutical company in Hungary.

Regulations and restrictions on the activities of representatives of pharmaceutical companies
are set out in acts and regulations of the Ministry of Health (EGM / MoH). If the representative
has the required qualification, gets a certificate and can perform her/his job. A representative is
allowed to give pharmaceuticals for free to hospitals and doctors through personal encounters,
but only two packs of a pharmaceutical in a year are allowed to change hands in this way and
minutes have to be drawn up to document it.

There is no control over the quantity of sales promotion activities undertaken by pharmaceutical
companies and no action has been taken to inform patients on the rational use of pharmaceuti-
cals, except information on the medication prescription. There are no specific regulations re-
garding information (that must be given) to patients in the in-patient sector.
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5.4 Pharmacoeconomics

In Hungary the development of health economics began in the 1990’s as several young re-
searchers were in the process of obtaining the M.Sc. degree in health economics and related
fields.

It was a major challenge for the Hungarian health care financing system to integrate the results
of pharmacoeconomics into the public administration decision-making processes. In 2000 the
Government issued two Orders (No. 2150, No. 2329), through which it revealed its aims, as
listed here.

e During the price negotiations the adherence to the pharmaceutical budget must have been
taken into consideration.

¢ The reimbursement system must have been based on the principles of the 89/105/EC Direc-
tive.

e The decisions made within the reimbursement and coverage policy system must have been
based on the outcomes of health economics analyses.

¢ Only cost-effective and essential pharmaceuticals can be reimbursed.

In 2002, the Ministry of Health (EGM / MoH) released guidelines for conducting health economic
analyses. These guidelines determine the methodological issues of health economic evalua-
tions. The guideline groups included in the Ministry of Health (EGM / MoH) directive are con-
cerned with the following issues: description of interventions, patient population and the health
service needs should be addressed in the analyses; analytic perspective; type of economic
evaluation; measurement of health improvement; costs; handling time in economic evaluation
studies; synthesis of health gain and costs; examining robustness and generalising study re-
sults; impact on health care, expenditure and equity; conclusions; and information on authors,
sponsors and competing interests [Szende et al, 2002]. In order to update the guidelines the
Ministry of Health (EGM / MoH) reviews them once every two years.

The Hungarian Health Economics Association (Magyar Egészség-gazdasagtani Tarsasag,
META) was founded in 2003 and has a current membership of approximately 100. It holds
monthly assemblies at which presentations are made on different areas of health economics,
followed by discussions [Boncz et al, 2006].

In 2004, the National Institute for Strategic Health Research (ESKI) was established, which as-
sists with decision-making in four major areas of health policy and financing: medical informatics
and information policy; health economics; health services research; and health technology as-
sessment.

The Office of Health Technology Assessment of the National Institute for Strategic Health Re-
search (ESKI-TEI) is a new organisational unit of the Institute, focused primarily on assessment
of pharmaceuticals to determine their eligibility for social insurance funding, but as the new insti-
tutional structure becomes more firmly established, it is increasingly able to perform thorough,
comprehensive assessments of other health technologies. Comprehensive health technology
appraisals have been created for Positron Emission Tomography (PET) and Gamma Knife, and
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also larger expert-led studies were made on featured professional areas such as cardiology and
oncology.

Besides the National Institute for Strategic Health Research (ESKI), university units and private
advisory firms perform health-economic analyses. As a result of this development, Hungary has
moved towards introducing the “Fourth Hurdle” for pharmaceuticals. This development is fully
supported by Act No. CLIV of 1997 on health, which clearly states among the basic principles
that health care services have to be evidence based and cost effective.

On 1 May 2004, Hungary joined the European Union (EU), and it was thus necessary to adopt
the European Commission (EC) Transparency Directive. As a result of the introduction of the
Transparency Directive, decisions on pricing and reimbursement of pharmaceuticals are made
in accordance with the regulations and practices of the European Union (EU). Accompanying
the National Health Insurance Fund Administration (OEP), the Technology Appraisal Committee
(TEB) has been set up to prepare decisions on reimbursement applications.

Since the enforcement of the new transparent pharmaceutical coverage and reimbursement
system (in normal procedure) the applicants are obligated to submit pharmacoeconomic analy-
ses in order to obtain reimbursement status for their pharmaceuticals (to be accepted into the
positive list).

In the event that the application is classified as a normal procedure, the Pharmaceutical Division
of the National Health Insurance Fund Administration transfers the complete documentation to
the Office of Health Technology Assessment of the National Institute for Strategic Health Re-
search (ESKI-TEI) in order to carry out a critical evaluation, with specific regard to health eco-
nomic analyses.

Debates on the applications take place before the Technology Appraisal Committee (TEB), tak-
ing account of the above-mentioned assessment, the preliminary opinion of the Pharmaceutical
Division, and the opinion of Colleges of the Medical Professionals.

Parameters considered by the Technology Appraisal Committee (TEB) are, among others, the
proposed manufacturer price (applied by the applicant) and reimbursement category, benefits
compared to pharmaceuticals that are already reimbursed and prices in other countries, as well
as analyses presented by the National Institute for Strategic Health Research (ESKI).

The National Health Insurance Fund Administration (OEP) is in charge of reimbursement deci-
sions (in the case of out-patient pharmaceuticals the decision-maker is the Head of the Depart-
ment of Pharmaceuticals; in the case of hospital pharmaceuticals the Head of Department of
Curative-Preventive Provisions), which are made on the basis of recommendations of the Tech-
nology Appraisal Committee (TEB).

Recently, pharmaceutical reimbursement and health care financing have been of the highest
priority in terms of health economics topics in Hungary.

As in all European Union (EU) countries, in Hungary, in order to obtain market authorisation, the
manufacturer has to support with documentation the quality, safety and efficacy of the pharma-
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ceutical. The authorisation bodies (European Medicines Agency (EMEA), National Institute of
Pharmacy (OGYI)) are in charge of the evaluation of these three aspects.

In Hungary, no maximum is applied in terms of an agreed amount to “pay” for one quality-
adjusted life year (QALY), but efforts are being made to develop the methodology of priority set-
ting and financing thresholds.

Hopefully, the development of health economics in Hungary since the early 1990s will continue.

5.5 Generics

5.5.1 Generic substitution

In Hungary, generic substitution by pharmacists is allowed, but is not obligatory since 1995. De-
cree of the Ministry of Welfare 8/1995 introduced the possibility for pharmacists to substitute the
pharmaceuticals based on the same substance, strength and forms. The issue is now regulated
by Decree of the Ministry of Health 44/2004, which states that products involved in generic sub-
stitution should be included in the bioequivalence list issued by the National Institute of Phar-
macy (OGYI). Substitution is permitted for the same substances, strength and forms, so so-
called analogous substitution is not possible.

Table 5.1: Hungary - Development of the generics market in the out-patient sector, 2000-2005

Generic* market share 2000 2001 2002 2003 2004 2005
Volume (UNIT per year) (%) 44 43 43 4 42 42
Value (%) 26 25 25 25 26 26

* Product, not molecule category, i.e., an original brand will remain original, even after patent expiry
Source: OEP, 2006

If the pharmacist intends to substitute a pharmaceutical, (s/)he has to offer the cheapest avail-
able version of the pharmaceutical for the patient, who has the right to refuse the substitution.
The prescribing doctor can indicate on the prescription that (s/)he prohibits the substitution. The
pharmacist receives a proportional share of the price of dispensed products, which means that
(s/)he does not have any financial incentive to prescribe generic pharmaceuticals.

5.5.2 Generic prescription

At the time of writing neither regional nor individual pharmaceutical budgets for physicians had
been introduced, although there are government plans to this effect. There is no regular feed-
back or audit that could improve attitudes to, and the amount of, generic prescription. In prac-
tice, prescribing guidelines for cost-effective prescription are not widely used. It is permitted to
use an International Non-Proprietary Name (INN) pharmaceutical on the prescription, but this is
not common practice. In spite of the weak incentives on the demand side, the value of the Hun-
garian generics market was 26.20% according to IMS data, which is a surprising fact. This fact
shows that physicians have accepted generic pharmaceuticals for use in therapies.
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5.5.3 Generic promotion

Generic pharmaceuticals are promoted very strongly in journals aimed at physicians. In the mid-
1990s the Government applied the tools of mass media in some instances, to inform patients,
but this policy tool did not became a regular way of informing the public. There is no central In-
ternet-based information centre for patients, where they can compare their pharmaceuticals with
alternatives. The strongest financial incentives for patients to opt for generic pharmaceuticals
are the reference pricing system based on active substance and similar therapeutic indication,
applied within the reimbursement system. The higher co-payments on the original pharmaceuti-
cals are a clear (but sometimes just theoretical) encouragement to select the generic pharma-
ceuticals. Pharmacists are obliged, according to Government Decree 217/1997, to inform pa-
tients of the possibility of substitution for a cheaper pharmaceutical.

5.6 Consumption

The individual consumption data is not monitored and there is therefore no Essential Drug Pol-
icy in place.

In the case of individual reimbursement, different consumption data are allowed to be used (e.g.
a patient who has difficulties swallowing large tablets can receive reimbursement for more ex-
pensive, smaller pharmaceuticals).
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6 Current challenges and future developments

6.1 Current challenges

Although in Hungary the total pharmaceutical expenditure (TPE) per capita in US$ — in ex-
change rate — according to the Organisation for Economic Co-operation and Development
(OECD) 2006 Health Data is far lower (US$ 137 per capita per year) than in other countries in
the European Union (EU), the proportional spending for pharmaceuticals in the budget of the
(social) Health Insurance Fund (E. Alap / HIF) and as a share of the total health expenditure
(THE) is extremely high (cf. 2.2.1). The (social) Health Insurance Fund (E. Alap / HIF) spent
more on pharmaceuticals than on active hospital care. Despite this high disproportionate spend-
ing, the actual pharmaceutical spending has overshot the planned expenditure every year since
the mid-1990s (cf. Figure 6.1). The pharmaceutical budget became the most important govern-
ing factor behind the financial instability of the (social) Health Insurance Fund (E. Alap / HIF),
which is a cause of great concern for the Government, considering the potential accession of
Hungary to the European Monetary Union.

Figure 6.1: Hungary - Overspending of the planned pharmaceutical budget as a percentage of
the social health insurance (SHI) budget
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In spite of the disproportionately high pharmaceutical social health insurance (SHI) expenditure,
there is large share of private household spending in the form of co-payments and direct pay-
ments in Hungary (cf. 4.4.2). This is also high in comparison with other European countries. It
therefore follows that the financial techniques that were introduced could not ease the financial
burden for patients and could not decrease the overspending on the planned budget limit within
the pharmaceutical budget of the social health insurance (SHI) over the decade past.
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With the introduction of the so-called Transparency Directive for reimbursement decisions
(89/105/EGK) in 2004 the (social) Health Insurance Fund (E. Alap / HIF) began to use pharma-
coeconomics and technology assessment widely in the decision-making process. An adequate
institutional and methodological framework was set up (cf. 5.4) in 2004 and 2005, but some im-
portant developments have to be made to improve the efficiency of the decision-making proc-
ess, such as creating a sound epidemiological database background, educating the experts car-
rying out the evaluations, establishing a sound informatics supporting system, creating a more
transparent evaluation process, and involving the patient organisations.

The rules for establishing and operating pharmacies were liberalised and reformed by the Gov-
ernment at the end of 2006 with the annulment of the Law No. LIV of 1994 on establishing and
operating pharmacies (cf. 2.1.3.3 and 2.1.3.3.1). Previously, only the Hungarian Chamber of
Pharmacists (MGYK) could grant a permit to establish and operate a new pharmacy. The new
Law (No. XCVIII of 2006 on the safe and economic supply and distribution of pharmaceuticals)
essentially changed the legal status and competence of the Hungarian Chamber of Pharmacists
(MGYK), and there is therefore no longer any need for the approval of the Hungarian Chamber
of Pharmacists (MGYK) in establishing and supplying pharmaceuticals in Hungary. In future the
state authorities will grant permits and control the foundation and operation of the pharmacies. It
will be possible, after fulfilling certain conditions, for some of the over-the-counter (OTC) phar-
maceuticals to be supplied outside of pharmacies, in shops. The restriction of ownership was
annulled, but leading and operating pharmacies is permitted exclusively by trained pharmacists.

The new Law No. XCVIII of 2006 on the safe and economic supply and distribution of pharma-
ceuticals regulated the pharmaceutical market from a couple of points of view, with the aim of
decreasing the deficit in the pharmaceutical budget of the social health insurance (SHI).

e The suppliers of the pharmaceuticals have to pay certain amount — HUF 5 Mio. — by each of
their promotion agent on a yearly basis. They have to send a summary report to the recently
established Health Insurance Authority on the gifts and other promotional items given to sub-
scribing doctors.

e The suppliers of the pharmaceuticals have to pay certain amount — 12% of their revenue
from the reimbursed pharmaceuticals — to the budget of the social health insurance (SHI).
This amount can be decreased, if the supplier cuts back the prices of the products and main-
tains this price level for three years. There is no payment obligation for pharmaceuticals that
were involved in the reference pricing system and when their prices are at least 15% below
the reference price. There are also some other conditions that reduce this burden.

¢ Through claw-back regulations, the general payback scheme for the industry became the
general rule (cf. 3.6.1 and 4.6.4). Up to 9% in excess of the planned pharmaceutical expendi-
ture of the social health insurance (SHI), the supplier and the social health insurance (SHI)
itself share the additional cost, with the supplier bearing a higher percentage. If the planned
expenditure is exceeded by more than 9%, the supplier alone has to bear the additional cost
of the pharmaceutical spending.

¢ The wholesalers have to pay 2.5% of their total revenue from the wholesale margins based
on the publicly financed pharmaceuticals.
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e The pharmacies have to pay a so-called “solidarity fee” on any revenue over HUF 30 Mio.
from the publicly financed pharmaceuticals. The fee is progressive from 0.5% (above HUF 30
Mio. per year) to 2% (above HUF 75 Mio. per year). From the collected fee the Ministry of
Health (EGM / MoH) can support pharmacies which have to operate alone in certain geo-
graphical areas and are not able to operate economically.

The doctors have to inform the patients about cheaper therapeutic alternatives and about the
possibilities of substitution. In contrast with the earlier situation (cf. 5.5.1), the pharmacists are
obliged to inform the patient about cheaper alternatives and to substitute the more expensive
pharmaceuticals if the patient gives her/his approval to do so. The doctors have the right to pro-
hibit the substitution. The social health insurance (SHI) authorities launched such a computer
programme, which has to be used by the subscribing doctors.

The newly established Health Insurance Authority can evaluate the safe and efficient prescrib-
ing practices of the providers, and in contrast with the earlier situation it can fine them if neces-

sary.

From 1 January 2007 the Ministry of Health (EGM / MoH) introduced new out-of-pocket payment
(OPP) categories (cf. 4.6.3). Patients with exemptions have to pay a fixed co-payment (HUF
300), even for pharmaceuticals that are reimbursed at the 100% level. The pharmaceuticals with
special indications can be reimbursed at 100%, 90%, 70% and 50%; those without restrictions
at 85%, 55% and 25%. The latter measure is essentially an increase in the share of the pa-
tient’s co-payment.

For internal price referencing (cf. 3.3.2), the reference product has to reach 1% of the turnover
of the group, instead of 3% as calculated in the directly observed treatment (DOT). The creation
of the groups is to be carried out continuously. To influence the reference price of the group any
supplier in the group can tender publicly and permanently. Based on the tenders, the social
health insurance (SHI) gives a deadline for any supplier in the group to compete with counter
offers. The new reference price gained from the tender is announced quarterly.

The new measures introduced the stepped pricing system for pharmaceuticals, which is not part
of internal reference pricing. The first generic product has to offer a 30% price reduction com-
pared to the reimbursed one, the following one a further 10% and the third one also 10%. The
earlier regulation on reimbursing combination products (cf. 3.3.2) was annulled.

6.2 Future developments

In the next few months an evaluation of the implemented policies will take place. If it is neces-
sary, the policy-makers will carry out the required corrections.
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insurance and its amount.

Decree of the Ministry of Health 19/2001 on the commercial price mark up of medicinal
products.

Decree of the Ministry of Health 25/1997 on pharmaceuticals marketed without social
security reimbursement.

Decree of the Ministry of Health 30/2005 on the labelling and packaging leaflets accom-
panying pharmaceuticals for human use.

Decree of the Ministry of Health 32/2004 on the criteria of inclusion of registered phar-
maceuticals and foods satisfying particular dietary requirements into social insurance
coverage, and on altering coverage or reimbursement status

Decree of the Ministry of Health 44/2004 on the order and handing over of medical prod-
ucts.

Decree of the Ministry of Health 52/2005 on the market authorisation of pharmaceuticals
for human use in accordance with Directive 2001/83/EC.

Decree of the Ministry of Health 53/2004 on the market authorisation of parallel traded
pharmaceuticals.

Decree of the Ministry of Health 64/2003 on the advertising and promotion of pharma-
ceuticals for human use and of therapeutic substances and preparations.

Law No. CLIV of 1997 on hygiene.

Law No. LIV of 1994 on establishment and operation of pharmacies.
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13. Law No. LVIII of 1997 on economic sales promotion activity.
14. Law No. LXXXIII of 1997 on compulsory health services in the framework of social secu-

rity and Decree of the Government 217/1997 on compulsory health service provision.
15. Law No. LXXXVII of 1990 on setting prices including those of pharmaceuticals.

16. Law No. XCV of 2005 on pharmaceuticals for human use and on the amendment of
other regulations related to pharmaceuticals.

17. Law No. XXXIV of 2001 on specialised care obligation.

18. Ministerial and the Self-Government of the Health Insurance Fund Statement, 1996;
published in Welfare Gazette 25/1996 and Law No. LXXXIII of 1997 on compulsory
health services in the framework of social security and Decree of the Government
217/1997 on compulsory health service provision.

7.2 Further reading

Gaal P (2004). Health Care Systems in Transition. Peter Gaal
Available at http://www.euro.who.int/Document/E84926.pdf

7.3 Web links
www.oep.hu (National Health Insurance Fund Administration)
www.eum.hu (Ministry of Health)

www.mgyk.hu (Hungarian Chamber of Pharmacists)
www.aipm.hu (Association of Innovative Pharmaceutical Manufacturers)

www.magyosz.org (Hungarian Pharmaceutical Manufacturers Association)

www.mok.hu (Hungarian Chamber of Physicians)

www.pm.gov.hu  (Ministry of Finance)

www.ksh.hu (Central Statistical Office)
www.ogyi.hu (National Institute of Pharmacy)
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