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Croatia - Country brief

1/ Political outlook �1, 2, 3, 4, 5�

Croatia is a democratic parliamentary republic. With the collapse of the ruling communist party in Yugoslavia, Croatia adopted its present constitution in 1990 
and organised its first multi-party elections. It declared independence on 8 October 1991 leading to the breakup of Yugoslavia and the country was internationally 
recognised by the United Nations in 1992. Under its 1990 constitution, Croatia operated a semi-presidential system until 2000 when it switched to a parliamentary 
system. The main institutions of government in Croatia are the President, Parliament and Government.

The President of the Republic (Predsjednik) is the head of state, directly elected to a five-year term and is limited by the Constitution to a maximum of two terms. 
In addition to being the commander in chief of the armed forces, the president has the procedural duty of appointing the Prime minister with the consent of the 
Parliament, and has some influence on foreign policy. Last presidential elections were held on 10 January 2010 when Social Democrat leader Ivo JOSIPOVIĆ  
has been elected for a 5 year term.

The Government of Croatia (Vlada) is headed by the Prime minister who has four deputy prime ministers and 17 ministers in charge of particular sectors 
of activity. The executive branch is responsible for proposing legislation and a budget, executing the laws, and guiding the foreign and internal policies 
of the republic. Government's official residence is at Banski dvori. Since 23 December 2011, the prime minister of the government has been Zoran MILANOVIĆ. 
The Parliament of Croatia (Sabor) is a unicameral legislative body. The number of the Sabor's members can vary from 100 to 160; they are all elected by popular 
vote to serve four-year terms. The plenary sessions of the Sabor take place from January 15 to July 15, and from September 15 to December 15. The two largest 
political parties in Croatia are the the Social Democratic Party of Croatia (SDP) and Croatian Democratic Union (HDZ).

The Republic of Croatia is a country in Southeastern Europe at the crossroads of the Pannonian Plain, the Balkans, and the Adriatic Sea.
Its capital and largest city is Zagreb. Croatia borders Slovenia to the north, Hungary to the northeast, Bosnia and Herzegovina to the southeast, 
Serbia to the east, and Montenegro to the southeast.
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The Parliament of Croatia (Sabor) is a unicameral legislative body. The number of the Sabor's members can vary from 100 to 160; they are all elected by popular 
vote to serve four-year terms. The plenary sessions of the Sabor take place from January 15 to July 15, and from September 15 to December 15. The two largest 
political parties in Croatia are the the Social Democratic Party of Croatia (SDP) and Croatian Democratic Union (HDZ).

Parliamentary elections were held on 4 December 2011. The ‘Kukuriku’ coalition led by the SDP under Zoran MILANOVIĆ won convincingly and HDZ become 
opposition after 8 years spent in the government. The opposition is led by HDZ under Tomislav KARAMARKO who replaced Jadranka KOSOR in May 2012. 
The breakdown of the 151 seats as of December 2011 is presented in Table 1:

Table 1

Kukuriku coalition        80 seats

Croatian Democratic Union (HDZ) incl. coalitions     47 seats

Croatian Labour – Work Party         6 seats

Croatian Democratic Union of Slavonija and Baranja (HDSSB)   6 seats

List Grubišić          2 seats

Croatian Peasant Party (HSS)        1 seat

Croatian Party of Rights (HSP) – Croatian Clean Party of Rights (HČPS)   1 seat

Independent Democratic Serb party (SDSS)      3 seats

Seats reserved for other minorities       5 seats
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Besides the SDP, the 'Kukuriku' coalition includes the Croatian People’s Party (HNS), the Istrian Democratic Assembly (IDS) and the Croatian Party of Pensioners (HSU). 
Despite winning an overwhelming majority of seats in parliament, the new government did not go for decisive and quick reforms, but rather opted for a more 
gradual (step-by-step) approach, directed at reducing budgetary expenditures and driving public investments. The priority of economic policy at the start 
of the new government’s mandate was to maintain the country’s credit rating. As a result of restrictive planning in regard to announced labour market reforms 
and budget expenditures, which for the first time were both nominally and really reduced to 2008 levels, the government managed  to remove the threat of Croatia’s 
credit rating falling to below investment grade (junk). The stabilization of public finances and preservation of the credit rating was also aided by the increase 
in the tax on consumption (VAT went up to 25%), but this undermined growth in private consumption and indirectly private investments which are hindered 
by growing consumer pessimism.

Administrative divisions
Croatia is divided into 20 counties (županija) and the capital city of Zagreb.

Legal system
Croatia has a three-tiered judicial system, consisting of the Supreme Court, County courts and Municipal courts. The Constitutional Court rules on matters regarding 
the Constitution. Law enforcement in Croatia is the responsibility of the Croatian police force, which is under the control of the Ministry of the Interior. In recent 
years, the force has been undergoing a reform with assistance from international agencies, including the Organization for Security and Co-operation in Europe 
since its mission to Croatia began on 18 April 1996.
The legal system of Croatia is civil law, strongly influenced by the legal heritage of Austria-Hungary with an influx of communist law. The institutional framework 
was built on the base of Austrian institutions. Nowadays, it is almost completely harmonised with that of the European Union.

Foreign relations
Croatia has been a member of the United Nations since 1992. 
Croatia became a full member of NATO in April 2009.
Croatia applied for EU membership in 2003, and the European Commission recommended making it an official candidate in early 2004. 
Candidate country status was granted to Croatia by the European Council in mid-2004. 

Croatia - Country brief05



Accession negotiations between the EU and Croatia, consisting of 35 negotiating chapters covering the whole range of EU policies and rules, started in October 2005. 
Croatia finished accession negotiations on 30 June 2011 and on 9 December 2011 signed the Treaty of Accession to become the Union 28th member. 
A referendum on EU accession was held in Croatia on 22 January 2012, with 66 percent of participants voting in favor of joining the Union. The ratification process, 
by the Parliaments of all 27 EU member states, is expected to be concluded by the end of June 2013. Therefore, entry into force and accession of Croatia 
to the EU is expected to take place on 1 July 2013. 
In recent years Croatia has made considerable efforts to normalise it's relations with neighbouring countries. These efforts underline Croatia’s commitment 
to regional co-operation. 
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2/ Economic outlook �5, 6, 7, 8, 9, 10, 11, 12, 13�

During Croatian War of Independence from 1991 to 1995, Croatian economic infrastructure sustained massive damage, particularly the revenue-rich tourism 
industry. From 1989 to 1993, GDP fell 40.5%. Croatia's economy turned the corner in 2000 as tourism rebounded. The economy expanded in 2002, stimulated 
by a credit boom led by newly privatized and foreign-capitalized banks, some capital investment, most importantly road construction, further growth in tourism, 
and gains by small and medium-sized private enterprises. Until the global economic recession in 2009, the economy enjoyed macroeconomic stability with 
relatively high growth, low inflation, a stable exchange rate and falling unemployment. With global economic downturn public finances have been hard hit 
by the recession and the government has had to undertake several budget reviews. 

The key macroeconomic indicators, such as a negative growth rate of the gross domestic product (GDP), high unemployment rate, substantial state budget deficit, 
and high external debt, show that Croatia has still been affected by the economic recession.
As per Croatian Burreau for Statistics data for June 2012, average gross salary of a Croatian worker was 7,909 HRK (US$ 1,398) per month and average net salary 
was 5,492 HRK (US$ 970) per month. 



Table 2: Croatia - macroeconomic indicators 
Source: 

BMI, Croatia Business Forecast Report 4Q2012

BMI, Croatia Pharmaceuticals and Healthcare Report 3Q2012

* Croatian National Bank

MACROECONOMIC INDICATORS          2011.          2012.            2013.

Unemployement rate (% of active population)         18,7%          19,5%             18,5%

Inflation (%)              2,3%           3,2%              3,4%

GDP (billion US$)             64,0           62,3              61,6

GDP / capita (US$)                                                   14 551         14 205            14 073

GDP growth (% chg y-o-y)                                      0,0%          -1,5%             1,2%

Public deficit (% of GDP)           -4,7%          -3,9%            -3,2%

Public debt (% GDP) *           45,70%         45,10%           51,80%
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National debt is large and growing and it is estimated to have reached 104.6% of GDP at end-2011. Croatia's high foreign debt in longer term presents problems 
for Croatian financial sector due to higher cost of borrowing to cover current account deficit. 
Croatian credit rating has been maintained to BBB- (S&P, Moody's, Fitch) with stable outlook.

In the coming months economic policymakers will be faced with two main issues: implementing a credible fiscal policy (consolidating budgetary expenditures) 
and structural changes aimed at creating preconditions for economic growth, which in that case should not be expected before 2013 and headed by investments.
In the medium term, the investment potential for domestic and foreign investors lies in the following sectors: energy, (integral) transport, integral production 
of food (agriculture, food and beverages production) and tourism. 



3/ Demography �3, 11, 14�

Croatia's 2001 census recorded a total population of 4,437,460. The first results of the 2011 census show that the total population is 4,290,612.
Like other European countries, Croatia is facing number of challenges associated with an ageing population and its impact on labour market, pensions, 
provision of healthcare and long term care.

Taking into account population decline and aging, Croatian Government put population policy as a political, national, economic and strategic issue of primary 
importance. National population policy is primarily focused on measures aimed to help families such as tax benefits for families with young children, healthcare 
for mothers and children, maternity allowances, once time allowance for newborn babies, free for elementary school pupils as well as high school first graders, 
free transportation and accommodation in dormitories,  introduction of paternal  leave. 

Figure 1: Natural change in population, 1974 - 2009
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Taking into account population decline and aging, Croatian Government put population policy as a political, national, economic and strategic issue of primary 
importance. National population policy is primarily focused on measures aimed to help families such as tax benefits for families with young children, healthcare 
for mothers and children, maternity allowances, once time allowance for newborn babies, free for elementary school pupils as well as high school first graders, 
free transportation and accommodation in dormitories,  introduction of paternal  leave. 

Average life expectancy in Croatia is below EU average and for males it amounts 72.3 years (EU average = 75.8 years) while for females amounts 80 years 
(EU average = 82.0 years).

Figure 2: Population by sex and age, 2009 mid-year estimate
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Croatia is inhabited mostly by Croats (89.6%), while minority groups include Serbs (4.5%), Bosnians, Hungarians, Italians, Slovenes, Germans, Czechs, Romani 
people and others (5.9%). 
The main religions of Croatia are Roman Catholic 88%, Orthodox 4.4%, other Christian 0.4%, Muslim 1.3%, other and unspecified 0.9%, none 5.2%.

Figure 3: Average life expectany at birth, 2007
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4/ Epidemiology �11� 
The leading causes of death in 2009 in total population were circulatory diseases, followed by neoplasms. The two disease groups accounted for three quarters 
of overall causes of mortality.

Figure 4: Deaths by main groups of causes of death, 2009
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5/ Healthcare system �6, 15, 16, 17, 18, 19, 20, 21�  
     5.1/ Healthcare organization

Figure 5: Organizational chart of the healthcare system

Croatia’s healthcare system is based on the principles of social health insurance. 
Provision and funding of services are largely public, although private providers and insurers 
also operate in the market. The healthcare system is dominated by a single public health 
insurance fund: the Croatian Institute for Health Insurance, the HZZO.
Since 1991, the healthcare system has been subject to a range of organizational reforms. 
Ownership of secondary and tertiary health care facilities (buildings) was distributed among 
the State, counties and cities. Tertiary healthcare facilities remained state-owned, comprising 
clinical hospitals, clinical hospital centres and national institutes of health. Secondary healthcare 
facilities (general and special hospitals) and county institutes of public health became county-owned. 
The majority of primary healthcare general practitioner (GP) offices located in health centres 
were privatized, and the remaining ones were left under county ownership. Since 1991, Croatia 
has also witnessed a rapid growth of private secondary health care facilities: mostly special 
hospitals and polyclinics (outpatient facilities).
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Ministry of Health
At central level, the Ministry of Health is responsible for: (i) health policy, planning and evaluation, including the drafting of legislation, regulation of standards 
for health services and training; (ii) public health programmes, including monitoring and surveillance of health status, health promotion, food and drug safety, 
and environmental sanitation; and (iii) regulation of capital investments in health care providers in public ownership.

In particular, the Ministry of Health draws up legislation for consideration by the Parliament, produces the annual national health plan for the country, monitors 
health status and health care needs, sets and regulates standards in health facilities and supervises professional activities such as training. The Ministry of Health 
manages public health activities including sanitary inspections, supervises food and drug quality and engages in the health education of the population. 
The Ministry also nominates the chairs of the governing councils and appoints the majority of the board members in state-owned health care facilities. 
A National Health Council, which was set up under the Health Act and consists of nine members nominated for their expertise, advises the Minister of Health 
on health policy and planning issues.

Ministry of Finance and the State Treasury
The Ministry of Finance is responsible for the planning and managing of the government budget, which includes the approval of the central budget transfers 
to the HZZO as well as the Ministry of Health. Therefore, the Ministry of Finance plays a key role in determining the overall level of public spending on health care. 
Croatian Health Insurance Institute (HZZO).

Established in 1993, the HZZO is a public body responsible for managing the Health Insurance Fund and contracting health care services. As the main purchaser 
of health services, the HZZO also plays a key role in the definition of basic health services covered under statutory insurance, the establishment of performance 
standards and price setting for services covered by the HZZO.

The HZZO is also responsible for the distribution of sick leave compensation, maternity benefits and other allowances as regulated by the Croatian 
Health Insurance Act.
The HZZO is overseen by a governing council, which consists of representatives of the insured population, the Ministry of Health, the Ministry of Finance, 
health institutions and private practices (independent GPs).
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Counties and the city of Zagreb
Local governments own and operate most of the public primary and secondary health care facilities, including general hospitals, polyclinics, public health institutes 
and community health organizations (home care and emergency care units). While these facilities receive operating expenditure through their contracts with 
the HZZO, the local authority is responsible for the maintenance of the infrastructure, and increasingly for capital investments. Revenue is derived from 
decentralized state funds, local taxes and rental income. Under the Government’s decentralization policy, local governments are expected to play an increasing 
role in the coordination and management of health services at county and municipal levels.

Professional chambers
Croatia has statutory professional chambers for physicians, dentists, pharmacists, biochemists and nurses that were established by the relevant faculties 
and professional associations. All university-educated health professionals and nurses are members of a chamber. The chambers in turn are responsible 
for professional registration and maintenance of professional standards.

The chambers also express professional opinions on a variety of issues (including reimbursement of medicines) and advise on licensing of private practice 
and on opening and closing of health institutions.
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5/ Healthcare system 
     5.2/ Healthcare financing

Health care in Croatia has a mixed system of financing. Croatian public healthcare system is financed by funds from social health insurance contributions, 
co-payments, voluntary health insurance, state budget and local self-administration county units’ budgets. 

In terms of medical services provided, the majority of the Croatian health system is financed according to the social health insurance model with one insurance 
institution – Croatian Institute for Health Insurance (Hrvatski zavod za zdravstveno osiguranje,  HZZO).



Table 3: Health insurance schemes in Croatia (Law on mandatory health insurance, Law on voluntarily health insurance) 

Funds for basic (social) health insurance are collected mainly from payroll taxes 
paid by employees, the self-employed and farmers’ contributions. Basic (social) 
health insurance for certain vulnerable categories of population is partly cross 
subsidized from payroll contributions and additionally funded by transfers from 
the central government budget and from county budgets. These categories 
include the unemployed, disabled, elderly, people under 18, students, war 
veterans and the military. Patients are required to pay for access to certain 
publicly provided health services through co-payments or to buy complementary 
health insurance. 

Complementary health insurance is voluntarily and it covers co-payments 
for health services and administrative taxes required by basic (social) health 
insurance. Complementary health insurance is funded from central government 
budget for disabled, blood donors, children under 18, students and people living 
below poverty line. These categories constitute 30% of all beneficiaries covered 
by basic (social) health insurance. Currently, although legally allowed, private 
insurers do not offer complementary health insurance policies. Their lack 
of interest may suggest that the HZZO's premiums are underpriced.

Croatia - Country brief15



Supplementary insurance is optional. It is provided by HZZO or private insurers and covers the costs of hotel amenities or a higher standard of care in public 
hospitals (e.g. choice of doctor, single rooms with television, air conditioning, etc.). It can also be used for preventive check-ups and treatments in privately owned 
practices contracted by the respective insurance company. 

Private health insurance as defined by valid Law on voluntarily health insurance is aimed to cover all healthcare services for people who are non-residents 
in Croatia.Privately owned facilities can enter into contracts with the HZZO and become a part of the publicly funded system. Alternatively, they can choose 
to operate on their own and charge private fees or enter into contracts with private insurers and charge for services provided under voluntarily health insurance.
 
Social health insurance contributions (13% of gross salary; 3% of gross pension above 5,108 HRK net) are collected through the Government and accumulated 
in the State Treasury. Budgetary funds for social health insurance are determined annually and allocated to HZZO. HZZO collects premiums for complementary 
insurance on its own. In 2010, state budget funds for social health insurance accounted for 89% of total HZZO revenue, funds collected from complementary 
health insurance accounted for 7% and participation of beneficiaries for 4%.
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5/ Healthcare system 
     5.3/ Healthcare expenditures 

Croatia currently has one of the highest levels 
of GDP spent on healthcare among CEE countries.

Figure 6: Level of GDP spent 
on healthcare



According to the World Health Organization data for 2008, the share of public spending in total health expenditures in Croatia was 84.9%, which makes it one of the 
countries with the highest share of public funding of health care in Europe. Also, public spending on health care accounts for 17% of the total government spending. 
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Figure 7: Share of public spending in total health expenditures and share of public spending on health care in the total government spending 
in European Union countries and Croatia



The share of private spending on health is relatively small (15.1%); however, in Croatia, private spending on health mostly refers to out-of-pocket expenses, because 
private health insurance coverage is underdeveloped. Thus, each time that financial burden is switched from the government to the citizens, it is immediately 
and directly felt by the citizens

In economically developed Western European countries, 
the share of private health care funding through different 
forms of private health insurance schemes is significantly 
higher than direct out-of-pocket funding, which makes 
these systems more flexible.

According to the analysis of possible scenarios for health care 
funding in Croatia carried out by the IMS, an international 
consulting group, with the present level of public health care 
funding, Croatia should significantly increase the private 
spending on health care either through direct out-of-pocket 
payments or through additional forms of health insurance, 
in order to achieve a comparable ratio between the public 
and private funding, such as the ratio in the countries 
of similar economic development ("peer") or economically 
more developed EU countries ("aspirational").
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Figure 8: Comparison of health care funding sources in Croatia and countries of similar 
economic development ("peer") and economically more developed countries ("aspirational") 



Table 4: Healthcare expenditures in Croatia

Source: 

BMI, Croatia Business Forecast Report 4Q2012

HEALTHCARE                         2011.            2012.              2013.

Total Healthcare Expenditure (US$bn)                      4,92             4,61               4,46

Expenditure on Healthcare (% of GDP)                       7,70%            7,37%              7,25%

Healthcare Expenditure per Capita (US$)                                  1.120            1.050              1.019

Growth in Healthcare expenditure (% chg y-o-y)                              4,26%           -6,37%             -3,16%

Public Expenditure on Healthcare as % of total HC expenditure)          84,77%           84,66%             84,47%

Rising expenditures are main cause of persistent healthcare 
debts. Total healthcare debt at end of 2011 was estimated 
at approx. HRK 5.2 bn (US$ 919 mn), with hospital sector 
accounting for total of HRK 3 bn (US$ 530 mn). 
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Figure 9: Sources of health care funding in Croatia – analysis of possible scenarios



Since 2002, the Croatian social health insurance system has undergone substantial reforms, 
initiated for the most part with the aim of addressing the financial deficits of the state health 
insurance fund. In order to meet the sustainability requirement of the health financing system, 
further measures affecting both revenue and expenditure should be considered 
and implemented.

Composition of beneficiaries
Changes in the composition of beneficiaries are expected to have a significant impact on the 
financial flows of the health insurance system in the coming years. Whereas the percentage 
of the active workforce contributing to the HZZO has remained stable at around one third of all 
the beneficiaries, the proportion of beneficiaries falling under the categories of “unemployed” 
and “pensioner” has been increasing over the last few years. Since health care costs for these 
two groups are covered by the State and pensioners are likely to be among the highest users 
of health services, the changes in the profile of the HZZO beneficiaries is likely to lead to higher 
spending and lower revenue.
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Figure 10: Composition of beneficiaries, 2010



6/ Pharmaceutical market �29, 30, 31, 32, 33� 
     6.1/ Pharmaceutical market access 
            6.1.1/ Marketing Authorization  �22, 23, 24�  

Agency for Medicinal Products and Medical Devices was established on 1st October 2003 as a legal successor to the Croatian Institute of Medicines Control and the 
Croatian Institute of Immunobiological Preparations Control. Legal compliance of the Agency is supervised by the Ministry of Health and Social Welfare. Agency 
generates its own income through service fees and annual charges for provision of services from its scope of work, as well as through other sources in accordance 
with the Medicinal Products Act and other regulations.

Agency is engaged in following activities:
- granting of Marketing Authorisation for medicinal products and homeopathic medicinal products; 
- maintaining the register of homeopathic medicinal products;
- providing expert assessment of quality, efficacy and safety of medicinal products and homeopathic medicinal products; 
- conducting pharmaceutical testing of medicinal products and homeopathic medicinal products; 
- performing quality control of medicinal products and homeopathic medicinal products, issuing quality control certificates and approvals for the marketing of 
  an imported batch of a finished medicinal product; 
- analysing and assessing adverse drug reactions and safety of patients in clinical trials; 
- drawing up the Croatian Pharmacopoeia; 
- issuing Manufacturing Licence to manufacturers of medicinal products and homeopathic medicinal products; 
- issuing Good Manufacturing Practice (GMP) certificate; 
- granting licence for the wholesale distribution of medicinal products and homeopathic medicinal products; 
- granting licence for the retail sale of medicinal products in specialised retail shops; 
- issuing licence for import and export of medicinal products; 
- giving approval for import and export of medicinal products; 
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- monitoring adverse drug reactions and quality defects of medicinal products; 
- carrying out urgent recall procedures for medicinal products; 
- monitoring the consumption of medicinal products and promoting their rational use; 
- proposing measures to the Minister to supervise consumption of medicinal products; 
- engaging in waste management activities (for its own needs); 
- educating and providing information on medicinal products; 
- providing expert advice from its scope of activities; 
- proposing harmonisation of medicinal products regulations with those of the European Union as well as with the regulations and guidelines 
  of international institutions; 
- establishing international cooperation in the field of medicinal products; 
- maintaining the register of medical device manufacturers and the register of medical devices; 
- analysing and assessing incidents and safety of patients in clinical trials of medical devices; 
- granting licence for the wholesale distribution of medical devices; 
- granting licence for the retail sale of medical devices in specialised retail shops; 
- issuing licence for import and export of medical devices; 
- giving approval for import and export of medical devices; 
- vigilance of medical devices 
- carrying out urgent recall procedures for medical devices 
- classification of a medical device 
- issuing certificate on registration of medical device in the medical devices register; 
- educating and providing information on medical devices; 
- establishing international cooperation in the field of medical devices; 
- proposing harmonisation of medical device regulations with those of the European Union as well as with the regulations and guidelines of international institutions;
- carrying out other tasks pertaining to medicinal products and homeopathic medicinal products in accordance with the Medicinal Products Act and the ensuing 
  regulations as well as tasks pertaining to medical devices in accordance with Medical Devices Act and the ensuing regulations. 
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Marketing authorization approvals for medicines already authorized in EU following Centralised or Mutual Recognition Procedure are largely simplified based 
on implementation of nCADREAC regulatory procedures as of 10th January 2006.
Official timeline for Agency to issue marketing authorization approval for new medicine is 210 days, with average length of marketing authorization approval 
procedure including clock stops of 365 days.  
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Figure 11: Marketing authorization approval procedure scheme



6/ Pharmaceutical market 
     6.1/ Pharmaceutical market access 
            6.1.2/ Pricing and reimbursement 

In 2009/2010, Croatia substantially reformed its pricing and reimbursement system for medicines with the aim of maximizing value for invested funds, increasing 
efficiency and transparency in high level decision making, as well as ensuring ethical pharmaceutical marketing practices.

Two regulations introduced most of the reform measures: one established the criteria for determining and reporting wholesale prices for reimbursed medicines 
and the other established criteria for inclusion of medicines in HZZO's basic and supplementary reimbursement list. 
Maximum prices for reimbursed products are determined at the wholesaler selling price level (including wholesaler margin of up to 8,5%) and revised annually 
based on international price referencing. 

Base for calculation of maximum price for reimbursed product are prices in reference countries: 
- Italy: wholesaler selling price calculated from pharmacy selling price published in L'Informatore Farmaceutico reduced by given factor (factor 0,685 for all prices)
- France: wholesaler selling price listed in Annex 1 of Regulation on prices (scale with published pharmacy prices and corresponding wholesaler prices in France)
- Slovenia: wholesaler selling price published in Register Zdravil (includes wholesaler margin) 
- Spain: wholesaler selling price calculated from pharmacy selling price published in Catalogo de Medicamentos reduced by given factor (factor 0,6933 for prices 
              below 89,62€; fixed margin for prices above 89,62€) 
- Czech: wholesaler selling price calculated from pharmacy selling price published on web page www.vpz.cz reduced by given factor (factor 0,84 for all prices)

Prices of original products and generics are taken into account for product price calculation.

Average wholesaler selling price is calculated from first 3 reference countries where price is available (or at least 2 reference countries) in given order: 
Italy, France, Slovenia, Spain, Czech. Exchange rate used: average exchange rate of Croatian National Bank valid on the first working Monday in February.
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Maximum reimbursed price for products already included in HZZO's reimbursement list:
- Innovative, with patent protection - 90% of the average reference price
- Innovative, without patent protection – 65% of the average reference price 
- Generics - 65% of the average reference price

When current price is below the calculated reimbursed price – current price must be applied, while when current price is above the calculated reimbursed 
price – current price must be decreased to the level of calculated reimbursed price.

Beside defining maximum price at the wholesaler level for all reimbursed medicines, HZZO also sets reimbursement limits for most prescription medicines through 
therapeutic price referencing. Thirty eight therapeutic groups are established at 3rd, 4th or 5th ATC level and therapeutic reference price for each product is than 
determined based on price of the cheapest product within the therapeutic group having at least 5% of market share and DDD approach. Payment by HZZO 
is granted only up to the level of the determined therapeutic reference price, while possible difference up to the level of the actual market price is paid by patient. 

Products are consequently listed in 2 separate reimbursement lists:
- Basic reimbursement list (100% reimbursed medicines)
- Supplementary reimbursement list (co-paid medicines)

Beside annual revision of prices, Regulation on prices defines also maximum price level for new products at the time of reimbursement application.

Maximum reimbursed price for new products applied for reimbursement:
- Innovative, with significant impact on recovery, without pharmacologicaly similar product registered in Croatia (similar at 3rd  level ATC) – 100% of the 
average reference price
- Innovative, with pharmacologicaly similar product already reimbursed by HZZO (similar at 3rd level ATC) – 90% of the average reference price
- Generics – 65% of average reference price (every newly reimbursed generic 10% below the cheapest reimbursed generic)
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Reimbursement requirements following new Regulation on reimbursement (Official Gazette 155/09) are significantly increased. 
Most importantly, new requirements include:
- budget impact analysis undertaken according to strict criteria that largely adhere to ISPOR (International Society for Outcomes Research) principles of good 
  practice for budget impact analysis,
- cost-effectiveness analysis (voluntarily),
- tabular report of scientific evidences, particularly demonstrating the advantages of the medicinal product for suggested indication over comparator treatments,
  primarily over medicinal products already included in the basic or supplementary reimbursement lists of HZZO (systematic reviews and meta analyses should 
  be presented where available),
- tabular presentation of the reimbursement status and financing of the product in all EU member states.

Reimbursement procedure including transparency, timelines and methodology of decision making has been improved:
- list of members of HZZO's Committee for Medicines with short CVs are published online (www.hzzo-net.hr),
- applications for reimbursement are published online (www.hzzo-net.hr),
- dates and agendas of Committee for Medicines' sessions are published online (www.hzzo-net.hr),
- criteria on which committee base their recommendations are introduced.

In spite of defined criteria for decision making which include (a) product’s importance from the public health perspective; (b) its therapeutic importance; 
(c) its relative therapeutic value; (d) an assessment of ethical aspects; and (e) the quality and reliability of data and assessments from reference sources, 
final decision on granting reimbursement is primarily driven by the impact of inclusion of new medicine on HZZO's budget. Ultimate HZZO goal has been 
to keep expenditures on medicines unchanged, not accepting reimbursement of any new medicine causing incremental expenditures.

In order to overcome increasing pressure from manufacturers, HZZO introduced various types of financial risk-sharing agreements, particularly for "expensive" 
products, in order to enable market access for new medicines but to continue to keep control over the expenditures. 
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In the case of innovative medicinal products, HZZO usually propose (a) pay-back agreements in order to meet the maximum price requirement but also 
(b) cross-product agreements by which MAH is obliged to decrease its another product price in order to ensure unchanged expenditures for HZZO 
vs. current standard of care.
Especially expensive medicines are funded from Funds for especially expensive products – separate HZZO funds which are excluded from hospital budget. 
During 2010, HZZO defined financial limits to be spent for especially expensive products within each therapeutic indication and entered into multilateral volume-cap 
agreements with Marketing Authorization Holders providing such expensive products. Any new product proposed for financing from Funds for especially expensive 
products should first be added to existing volume-cap agreement with a condition that its price is lower than the price of the cheapest product listed 
in existing agreement. 

Official timeline for HZZO to issue decision on reimbursement is 180 days, with the shortest real  length of the procedure of 365 days. 
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7/ Next Steps
EU accession
Major benefits in terms of pharmaceutical market access are foreseen due to the upcoming EU accession expected on 1st July 2013:
- as of Day 1 - Community Commission Decisions (CD) for products approved following Centralized Procedure in EU will extend automatically 
                         to the territory of Croatia 
- after Day 1 - all marketing authorisation approvals following Centralised Procedure in EU will automatically apply to Croatia as well.

HTA
The Agency for Quality and Accreditation in Health Care was established in 2007 as a legal, public, independent, non-profit institution under the Act on Quality 
of Health Care (Official gazette No. 107/2007). According to this Act, the Agency should provide Health Technology Assessment process and Database on HTA. 
According to new Act on Quality of Health Care and Social Welfare (Official gazette No. 124/2011), the Agency for Quality and Accreditation in Health Care 
and Social Welfare should provide the procedure for HTA and database on HTA at national level; proposing to the Minister of Health Ordinance on HTA process 
and reporting; providing continuous education in the field of HTA, as well as national and international collaboration in the field of HTA. Legal compliance of the 
Agency is supervised by the Ministry of Health. Formal HTA process is still not implemented as mandatory in Croatian pricing and reimbursement regulations.

Formal activities of the Agency in the field on HTA actually began in October 2009 through Department for Development, Research, and Health Technology 
Assessment (HTA). Despite some problems, like limited regulation, budget and staff, during the last three years the Agency established international collaboration 
through active participation in two EUnetHTA Joint Action Projects, as well as its membership in international society, HTAi. In May 2012, Agency representative 
has been elected for the two years position - Chair of the EUnetHTA Plenary Assembly. In February 2011, Agency issued first Croatian Guideline for HTA Process 
and Reporting, with A Code of Practice for declaring and dealing with conflicts of interest in HTA process, Form for disclosure of potential conflict of interest 
in Health Technology Assessment (HTA) process, Authorship statement, as well as Topic proposal form-Health Technology Assessment Process and Reporting 
and Template for Patient Group Input in HTA process.
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At national level, to promote HTA and EUnetHTA activities, Agency organized several meetings and workshops in Croatia, started with promotion through Agency’s 
web page (http://www.aaz.hr/index.php, http://www.aaz.hr/main.php?ID=4), as well through scientific publications. The most important, the Agency started 
with production of international and national HTA reports, which serve as recommendation to Croatian Ministry of Health, Croatian Institute for Health Insurance 
(HZZO), and hospital management in making evidence-based informed decisions, http://www.aaz.hr/main.php?ID=25.

In the light of upcoming EU accession and further alignment with EU Transparency Directive and Article 15 on Cooperation on HTA, Cross-Border Health Care 
Directive, it can be expected that Health Technology Assessment process will soon become part of regular reimbursement process in Croatia and that Croatia will 
participate and contribute to the cooperation and exchange of objective, reliable, timely, transparent and transferable information among Member States within a 
voluntary network connecting national authorities or bodies responsible for HTA designated by the MSs.
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