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1. Comparison of healthcare systems

Healthcare systems differ in their design, in the amounts and types of resources they use, and in the 
health outcomes and other results they attain. But healthcare policymakers share common goals and 
can learn from each other’s experiences as to what works, and what does not, when making changes to 
healthcare systems intended to improve performance. 
The finance and reimbursement of healthcare can be arranged in almost as many ways as there are 
industrialized countries. This study is a survey of the finance and reimbursement systems of healthcare 
in 11 European countries. Each country description of this book consists of: 

• Section 1. Introduction: government responsibility for the healthcare system.

• Section 2. Finance system: how healthcare is financed and delivered.

• Section 3. Benefit package and co-payments.

• Section 4. Pharmaceutical: regulation

• Section 5. Primary care and hospitals: the structure and finance of subsystems including
healthcare professionals.

• Section 6. Recent developments: a description of recent developments in the healthcare sector.

Structure chapter 1 
This chapter starts with a general introduction to the difficulties of making international comparisons. 
This is followed by three sections that describe the finance models employed in different healthcare 
systems. The role of the European Commission (EC) on the pharmaceutical market is described in 
paragraph 1.4., by way of introduction to the different national policies on pharmaceuticals.  
Chapter one ends by enumerating the similar goals all countries are pursuing in their reforms. 

1.1.  The constraints of international comparisons 

International comparison of healthcare systems is difficult for a variety of reasons. Healthcare is a part of 
a society and is entwined with the entire culture of a country. To understand a healthcare system well 
one has to be aware of the functioning of many aspects of a country, for example cultural features, the 
economic system, the social care system and population’s sense of standards and values. When 
researching the healthcare system of a country other than one’s own, one tends inadvertently to take 
the experiences with the healthcare system in ones’ own country as a reference point, together with the 
associated standards and values. For example, if you were Dutch and were to set about studying the 
German healthcare system, you would unintentionally take the healthcare system of the Netherlands as 
a reference. Making comparisons between the healthcare systems of different countries on paper is 
certainly very interesting. But visiting a country and interviewing healthcare financiers, providers, 
patients and government bodies gives a more complete picture of how a system functions. It is 
instructive to observe the care provided and to experience the differences with the healthcare facilities in 
one’s own country. To really understand every minor detail of a healthcare system one must both feel 
and experience it. The real functioning of a healthcare system is always very different from what you 
might have imagined.  

The descriptions of the countries in this book are unfortunately not all based on personal experiences 
and visits of the author. The descriptions of all countries have, however, been checked and verified by 
local experts. This book must be seen as a broad survey of information relating to the healthcare 
systems of 11 European countries. 

Factors making international comparison difficult: 

Incomparability of data 
International comparisons are only as good as the basic underlying data upon which they are based. 
The data countries produce are based on the specific structural features of their healthcare financing 
and delivery systems. For example, if salaried hospital-based physicians are treated as part of the 
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hospital budgets, as is the case in the United Kingdom, reported hospital expenditures will include these 
in-hospital physician services. In countries where most in-hospital physician services are paid on a fee-
for-service basis, such as in Belgium, physician expenditure will be reported separately.  
There are problems in gathering valid and representative data. For example, some countries exclude 
the private sector or other sectors such as military hospitals. Underlying this problem is the lack of 
internationally accepted definitions of the components of healthcare expenditure. Besides the lack of 
universal definitions of components there is also a lack of an international definition of what, in general, 
is to be included in healthcare expenditure (does it include or exclude social services). For example, 
there have been discussions in some countries surrounding the inclusion of domestic help and social 
work in healthcare. This problem must be faced when comparing the healthcare expenditure of different 
countries. The Organisation for Economic Cooperation and Development (OECD) has the best 
comparative data on spending and utilization. 

Lack of uniformity of professions 
A clear example of this is the general practitioner. Some countries have general practitioners, other 
countries have family doctors, primary care physicians or ambulatory care physicians. All these 
professions have different tasks, which makes comparison between countries difficult. In this study, the 
term general practitioner is used where possible, and primary care physician or family doctor for 
someone who carries out not identical but more-or-less similar tasks. 

Performance of care 
A third problem in making international comparisons stems from the impracticability of measuring the 
performance of healthcare systems. Although the structural characteristics of healthcare systems differ, 
all countries attempt to provide access to medically appropriate and medically effective services in a 
cost-effective manner. Much of the difficulty in assessing how well countries meet this objective stems 
from the problems in defining and measuring health outcomes and access to care. Defining and 
measuring access involves value judgements. Measuring outcomes beyond aggregate measures, such 
as life expectancy, infant mortality and cause specific mortality, is not generally feasible but is becoming 
more common.   

Country differences 
Another problem arises from comparing countries with different geographical, cultural, social, 
demographic, political and economic structures. Although the effects of some factors, such as age 
differences and certain economic factors, can be subjected to statistical control, the same doesn’t apply 
to many other factors, such as climate, attitudes about health and family, environmental pollution, and 
stress levels.  

Healthcare - social care 
Healthcare and social care are related to each other. For example, home care and care for the elderly 
and handicapped can be included in healthcare, as is the case in the Netherlands, but can also be part 
of the social care, as in the United Kingdom and Germany. In many countries, social care pays for 
healthcare when people become unable to pay for it themselves. Like the variations in functioning of 
healthcare systems, the social care systems also differ between countries. The level of the social care 
(social benefits and allowances) in a country often has significant influence on the healthcare system.  

Lack of detailed information 
Another problem is the lack of detailed information about the structural features of different health 
systems. To understand the basic empirical information on a system, an understanding of the underlying 
structural interactions between reimbursement, benefits, cost-sharing, planning, public versus private 
insurance, etc. is essential. However, such information is not readily available for most countries in a 
standardized form and in sufficient detail to provide an understanding of such interactions.  

Transferability 
A related issue is the transferability of (healthcare) policies to other countries. For a policy that has 
worked in one country to be successful in another, the same set of underlying incentive structures and 
behavioural responses is required. Cross-national policy analyses must be based upon rigorous 
analytical studies and detailed information about the underlying incentive structures of the different 
healthcare systems. 
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When reading international studies, it is always necessary to be aware of the difficulties involved in 
comparing healthcare systems in countries and of the incomparability of many aspects in these 
countries. Although much can be learned from the experience of other countries, a policy that works in 
one setting should not be applied in a very different setting without critical assessment. 

1.2. Overall finance systems 

It is impossible to compare healthcare systems as a whole. Each subsystem (such as hospitals, 
physicians) can be organised and financed in different ways. So each country description starts with the 
overall finance systems, followed by the different ways in which the subsystems are financed 
(reimbursement systems of physicians and hospitals). 

Funding of healthcare in any country can be based on contributions made by citizens to an 
(public/private) insurance company (which can be combined with co-payments), direct to the healthcare 
provider (direct-payments), or the healthcare can be paid out of taxes (national system), where co-
payments can also exist. This relationship is shown in figure 1.1. 

Healthcare coverage in Europe is essentially the concern of the individual states. The systems differ in 
organization, financing and delivery of healthcare based on a wide range of philosophies of need, 
medical standards, quality of care and ethical aspects. Even if one cannot speak of a common health 
insurance scheme in Europe, similar benefits are included in the healthcare packages of all countries. 
As a result of common historical developments, there is high degree of conformity in the key elements of 
healthcare between the individual states. All systems that finance and provide healthcare are mixed 
public/private systems. 

Financing systems have a major effect upon the way a healthcare system operates. There are two 
major ways of funding healthcare: an insurance system and a national system (funded from tax 
revenues). 

Figure 1.1. Financial relationships of the overall healthcare system 

1.2.1. Insurance systems 
There are two kinds of insurance systems: social health insurance and private health insurance. The 
main difference between both systems is the extent to which the government determines the functioning 
of the health insurance and the nature of the demands. The systems vary in the populations covered, 
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the payments, social services which are included or excluded and the nature of legal constraints. 
 
Social health insurance 
General features of the social insurance system are: a compulsory health insurance system, paid by 
employers/employees; public and self-control system; public and non-profit delivery. The group to whom 
the compulsory insurance applies is established statutorily. Premiums (payroll taxes) are usually based 
upon solidarity (income and risk solidarity) and not, or only to a limited extent, on individual risk factors 
(age, lifestyle etc.). The premium can be calculated over all income or only the wage income. Earnings 
ceilings can be present or absent. There can be reductions, exceptions or special rules for special 
groups such as the disabled, the unemployed, prisoners, low-income workers and self-employed. There 
can also be family cover (one premium for the whole family) or separate premiums for each family 
member or for some family members no premium has to be paid (e.g. children). The rate setting can be 
fixed by government (legislative, administrative) or non-government (association of administrative entity 
(AE) or individual AE. Costs can be calculated prospectively, retrospectively or by formula (growth in 
wage earnings, inflation). The social insurance system can have various payment methods.  
A traditional national insurance is the most far-reaching type of social insurance system: in general 
covering the whole population, large insurance-coverage, a statutory package of benefits, an income 
related premium, recompenses of benefit-in-kind and a reimbursement system for non-competitive 
executors of the insurance.  
The social health insurance can also have a limited benefit package (supplementary private insurance 
exists alongside social insurance) or a limited group of insured people.  
 
Private health insurance 
Private health insurance can be classified as substitutive, supplementary or complementary. Private 
health insurance can then be distinguished further according to how premiums are calculated (risk, 
group or community rated), how benefits are determined and the status of the insurance providers (for 
profit or not-for-profit). Substitute insurance is an alternative to statutory insurance and is available to 
sections of the population who may be excluded from public cover or who are free to opt out of the 
public system. In Germany individuals with high incomes may purchase substitutive health insurance. 
Where health insurance is supplementary, it may allow quicker access to services or increase the 
quality of accommodation facilities in the public sector. Complementary insurance offers full or partial 
cover for services that are excluded or not fully covered by the statutory health insurance system.    
In the private insurance system, the premium is mostly related to the individual risk, and classes of risks 
are defined (age, gender, state of health, occupation). Private insurance can be combined with patient 
cost-sharing, such as deductibles, co-payments, benefit limitations and exclusions. Everyone in the 
same risk class pays the same premium. The capitation can be calculated in different ways:  

• Per individual: based on average risk (few risk classes), graduated risk (many risks classes) or 
age for initial classification (all individuals of the same age pay the same capitation, the 
capitation is the same throughout their life): no solidarity.  

• Per group: average risk: solidarity within the group, no solidarity among groups. 
 
Private insurance systems are controlled to a smaller degree by the government: there is more freedom 
in setting the level of the premium, in defining the group of insured and the terms of the insurance 
agreement (benefit package). There is also a competition between insurers. In many member states 
there are combinations of social and private insurance. There are many gradations in the extent and the 
form of government control. 
 
1.2.2. National system of (general taxes financed) healthcare 
Features of a national system of healthcare are that the financing takes place through taxes and the 
execution by the government. Expenditure in such system is fixed each year in the parliamentary budget 
negotiations. The most familiar example is the United Kingdom (the National Health Service, NHS). In a 
national system, every citizen has the right to obtain the available care.  
A national system financed out of general taxes can also be combined with a system of social insurance 
system (payroll taxes). All countries have some mixture of finance systems. For example: private 
insurance exist within most national and social insurance systems. 
  
The above-mentioned categories (premiums and taxes) can be combined with co-payments by the 
citizen to the healthcare provider. Through contributing to an insurance company (social or private) or by 
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paying taxes (in a national system) the payer receives coverage of healthcare services with or without 
voluntary or compulsory co-payments. Individual payments exist in finance systems, for additional care  
should the medical services on offer not cover all provisions. In this way there are, for example, 
individual risks (related to the medical services the total benefit package or related to special provisions) 
and co-payments related to the medical services the insured are entitled to. The co-payments have a 
direct link with the individual use of healthcare provisions whereas the insurance or national system has 
an indirect link. No country in Europe is based solely on healthcare co-payments .  
 
 
1.3. Finance of the subsystems  
 
At first sight, the various countries in this study exhibit a bewildering diversity of healthcare finance 
systems. Closer examination suggests that all are made up of different mixes of a few subsystems of 
financing and healthcare delivery. The differences in overall healthcare finance systems are not 
indicative of the financing of the individual subsystems. For example, in a national system the general 
practitioner, specialist and healthcare institutions (hospitals) can receive payment in a variety of ways. 
The different subsystems of financing professionals and healthcare institutions are described below. 
 
1.3.1. The various professional payments 
The professionals (physicians, physical therapists, nurse midwives, clinical psychologists and other 
autonomous carers) can be paid in different ways: salary, capitation, case-payment, fee-for-service and 
overall budget. The professional can be paid by the citizen (direct payment, which can be reimbursed if 
covered), by the insurance company, by the government (local or national) or by the institution 
employing him. Figure 1.2 shows the relationships between the reimbursement party and the 
professional. The different ways in which a professional can receive payments are: salary, capitation, 
case-payment, fee-for-service and overall budget (or combinations of payments). 
 
Figure 1.2: Financial relationships of the reimbursement party and the professional 
 

 
 
Salary 
A salary is a fixed amount of money for a period of time (and may be part-time salary). A professional 
may or may not be free to work according to other arrangements for the remaining time. Bonus 
payments can be tied to: productivity, patient satisfaction, quality of care etc. The advantage is that the 
provider is accountable to the organization. It provides no incentive for avoiding difficult patients and it 
controls costs. The disadvantage is that there is little or no incentive for productivity or consumer 
responsiveness.  
 
Capitation  
Capitation is a fixed amount for each person registered with a provider for a period of time. It can require 
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a defined list or panel of patients, as is sometimes the case with general practitioners. It may be partial 
capitation: fee-for-service or case-payments made for specialized care (preventive care, office surgical 
procedures). Capitation can be the same for all patients or may vary with patient age, sex or state of 
health. The advantage of capitation is that it is suited to physicians who work with a stable population of 
patients (continuing doctor-patient relationship). Disadvantage is that it is not suited to infrequent 
provided services. It provides an incentive for avoiding difficult patients. A variation on the capitation 
payment is the payment for treatment during a fixed period of time i.e. long-term or short-term treatment.  
 
Case-payment  
Case-payment is a fixed amount for all care provided for a patient. Case-payment is usually defined by 
diagnosis and/or surgical procedures. It may cover both inpatient and outpatient care. The advantage is 
that it is suited to cases in which care can be extended beyond a single visit or institution.  
 
Fee-for-service  
A fee-for-service can be either a free fee (balance billing) or a fixed fee (prospective and retrospective)  
 
A. Free fee. The professional is free to set his own fees for his services. There are two forms: 

- The administrative entity (AE) sets a maximum fee, of which the professional is not aware; the 
patient pays for the entire fee and requests reimbursement from the AE. The AE reimburses the 
patient only up to the maximum fee. The patient has to absorb the difference. 
-The AE sets a maximum fee, which is known to the professional. The AE pays the professional the 
maximum fee and bills the patient for any shortfalls. The patient has to make up the difference. 

 
Variations of the above two forms are possible. The AE can allow professionals either to accept an AE 
determined limit on the difference between the amount billed to the patient and the AE’s maximum 
reimbursement, or to accept the fee from the AE as a full payment. In the latter case, they enjoy  
"preferred status" and rapid payment from the AE, which implies they do not bill the patient for any 
amount. Otherwise, they have to bill the patient for the shortfall and forego the advantage of "preferred 
status".  
The advantage of a free fee is that it stimulates productivity (output) and is preferred by professionals. 
The disadvantages are that it can encourage provision of unnecessary care, is administratively complex 
and requires extensive patient payments.  
 
B. Prospectively-fixed fee. The professionals (through associations) and AE negotiate the fee schedule. 
Fee schedules can consist of: 
 - activity definitions: list of clinical activities that professionals provide to patients; 
 - relative value scale: a fixed number (in points) or the value is assigned to each defined activity, in 

proportion to its complexity, time consuming nature or degree of difficulty. 
The activity definitions are changed very infrequently. The relative scale is changed infrequently. The 
advantage is that the AE can negotiate for fee structure that rewards all clinical activities fairly.  
 
C. Retrospectively-fixed fee. Retrospective fee schedules can have the same two components as 
prospective-fixed fees in combination with a conversion factor (a number that converts the points into 
the actual payment for the activity). Professionals and the AE also negotiate a capitation. The capitation 
is paid into a pool of funds. The point values of the activities of all professionals participating in the pool 
are aggregated. The value of the points is divided by the aggregate total point value. This sets the 
conversion factor: the factor will allocate all of the pool across all of the providers. The conversion 
factors are changed very frequently: once every three months. It advantage is that it contributes towards 
cost control while stimulating productivity. Its disadvantage is that it is administratively complex. 
Professionals do not know what their payments are going to be.  
 
Overall budget 
An overall budget is established through negotiations between physicians and the AE. It can be based 
on projected activities (admissions, day care, outpatient care). 
A distinction must be made between an overall budget which only restricts activities of physicians, like a 
salary, and an overall budget which only restricts the activities, imposing no constraint on the way 
physicians receive their payment. When physicians receive overall budgets that restrict their activities, 
they can be paid in different ways (capitation, case-payment, day payment or fees).   
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Besides the different ways in which healthcare can be financed and the different professional payments, 
the institutions can also be paid in different ways.  
 
1.3.2. The various institutional /hospital payments 
Institutions can be paid on the basis of an overall budget, capitation, case-payment, day payments 
and/or fees. These different payment methods can be combined and one method does not exclude 
another. The institution can receive the money from the insurance company and/or government or 
directly from the citizen (who can reimburse it when covered), see figure 1.3. 
 
Figure 1.3: Financial relationships of the reimbursement party and the institution 
 

 
 
Overall budget 
A distinction must be made in an overall budget as the only payment to a hospital (block grants) and an 
overall budget which only restricts the activities, but imposes no constraint on the way the hospital 
receives its payments.  
- Block grant. When an overall budget is a block grant, the institution receives an annual budget to cover 

all their services (usually apart from major capital spending). During the 1980s this approach became 
the main payment method used in many 'integrated' health systems, where the government is the 
main provider as well as financier of health services2. Block grants can also cover a part of the hospital 
budget, alongside, for example day payments of social insurance.  

 Block grants provide a direct means of containing hospital spending, provided enforcement mecha-
nisms are adequate. They provide little incentive to producers to improve the efficiency in that funding 
is not contingent on the quality and quantity of output and little information on relative prices of treat-
ments is generated or used.  

-Prospective (restricting) overall budget. In countries were the institutions have overall budgets that 
restrict their activities, the costs incurred by the institutions can be reimbursed in different ways 
(capitation, case-payment, day payment or fees). 

 
Overall budgets are established through negotiations between the hospital and the AE. It may be based 
on: projected activities (admissions, patient-days, outpatient care); capacities (beds, physicians, special 
facilities); population in a community (defined service area). They may include physician costs, may 
cover both capital and operating costs, or may only cover operating costs. 
There are two variations of the overall budget: cost budget (total allowed costs for the hospital for one 
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year) and revenue budget: total allowed revenues for the hospital for one year.  
 
The advantage of an overall budget is that it controls costs and can create incentives for efficiencies. 
There is no incentive for unnecessary services. It has the disadvantage of providing no incentive for 
productivity or consumer responsiveness and of failing to recognize variation in patient mix. 
 
Capitation 
Per capita payment is used to provide (1) a specified package of healthcare services for (2) a specified 
population for (3) a fixed fee per person for (4) a fixed period of time.  
Capitation is based on population served. A fixed amount per person is paid to the hospital for all care to 
be provided to the population. It may include physician costs, may cover both capital and operating 
costs or may only cover operating costs. It may be partial capitation (fee-for-service or case-payments 
made for specialized care). The capitation can be the same for all patients or can vary with patient age, 
gender and state of health. 
It has the advantage of facilitating cost control. Its disadvantages are that it is not appropriate for 
infrequent services and it provides no incentive for treating difficult patients. 
 
Case-payment 
Case-payment set fees prospectively according to diagnostic medical conditions and standardized 
treatment costs. The best known system is the Diagnostic Related Groups (DRG) approach introduced 
in the US Medicare programme in 1983. DRG-based systems have since spread to other parts of the 
US medical system and are being implemented and considered by other countries. Case-payment may 
cover both admissions and outpatient care and may cover follow-up care immediately after hospital 
discharge (nursing home or home healthcare). It may include physician costs and it may cover both 
capital and operating costs. Conversely, it may cover operating costs only. 
It has the advantage of creating incentives for efficiency within the scope of admitted cases. Case-
payment has the disadvantage of possibly being inappropriate in cases in which care could extend 
beyond a single institution. It may encourage unnecessary admissions and may lead to 'bumping' 
patients into more highly-remunerated diagnostic groups. Most countries either already have a DRG sy-
stem, or are experimenting with one.  
 
Day (period of time) payments 
Day payment is a fixed amount for all care for a patient for one day. It can vary by type of care (medical, 
surgical, intensive care, obstetrics). It may include physician costs, it may cover both capital and 
operating costs, and it may be set by hospital or negotiated with the AE. It has the advantage of being 
easy to implement. Its disadvantage is that it may encourage unnecessary additional days and admissi-
ons.  
 
Fees (charges): specific fees for medical, nursing and other activities. 
It may include physician costs, it may cover both capital and operating costs, it may only cover operating 
costs and it may be set by hospital or negotiated with the AE. It has the advantage of providing detailed 
service activity and cost-accounting information. Its disadvantages are that it is administratively complex 
and that it may encourage unnecessary additional days and admissions.  
 
In the majority of the countries the institutions receive, in addition to the above payments, grants from 
government for capital investments (buildings, technology). It has the advantage of lowering costs, 
because institutions are not required to borrow funds from financial institutions. It has the disadvantage 
of giving politicians a major role in health investments; it may encourage unneeded capital investment 
as politicians seek to gain support through local projects, or conversely it may prevent needed capital 
investments as politicians may under-fund healthcare. 
 
 
1.4. Pharmaceutical Policy 
 
Pharmaceutical drug markets have received special attention because they have been a dynamic 
component of healthcare spending. This market is highly regulated in all countries. There are tight 
pre-marketing requirements to assess whether products are safe for use. In addition, most countries 
control prices at the wholesale and retail level and these methods – which often include references to 
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prices in other countries – appear to have led to a narrowing in the prices in these products across 
countries. The relationship between the pharmaceutical industry and government is an important 
determinant of the government approach to managing pharmaceuticals at the national and EU levels. 
Some issues such as aspects of market authorization have been harmonized and are uniform across 
EU member states. However, other aspects of regulating the pharmaceutical industry vary across 
Europe according to the balance between pursuing health policy versus industrial policy objectives at 
national levels. The pricing and reimbursement of pharmaceuticals differs from country to country.  
 
Pharmaceutical policy is primarily determined at the national level by individual EU member states, 
there is nevertheless a considerable amount of relevant legislation at the EU level. Cooperation in the 
field of medicinal products within the European Union has over the years led to greater interaction 
between Member States and various joint initiatives. Over the last 50 years Member States and the 
European Commission have worked together to build trust, harmonized procedures and a strong 
scientific backbone resulting in the pharmaceutical system.  
 
Established in 1995, the European Medicines Agency (EMA) in London (will move to the Netherlands, 
because of the UKs departure from the EU) amounted to a revolution in European pharmaceutical 
regulation3. As one of the European Union’s (EU) regulatory agencies, the role of the EMA is to 
coordinate the scientific resources in EU member states to evaluate and supervise medicinal products 
for both human and veterinary use. Based on the EMA’s formal recommendations (‘opinions’), the 
European Commission authorizes the marketing of new drugs. 
 
The European Medicines Agency (EMA) operates as an ‘assembly line’ in which medicines are 
scientifically assessed by experts from the Member States. Meetings and procedures are organized in 
such a way that 98% of all requests for marketing authorization are finalized within the legal 
deadlines. After a positive assessment by EMA of a new medicinal product, marketing authorization is 
usually granted for the entire EU market, granting access to all EU Member States. However, such 
marketing authorization does not mean that the authorized medicinal products automatically become 
available in all EU member states and for all EU citizens. 
The reason for this is two-fold. First, companies are obliged to bring products to the market in Member 
States with the right packaging, labelling and product descriptions in the required national language. 
Second, as reimbursement decisions are national, pharmaceutical companies have to follow national 
procedures regarding reimbursement in each individual Member State. However, prior to the 
reimbursement phase, pharmaceutical companies are actually currently free to decide if and in which 
EU member states they want to bring a product to the market.  
 
In the EU regulatory framework, several legal instruments exist that address to some extent the 
access to and availability of medicinal products. Article 81 of Directive 2001/83/EC states that 
marketing authorization holders that actually place a medicinal product on the market in a Member 
State shall, within the limits of their responsibilities, ensure appropriate and continued supplies of that 
product to pharmacies and persons authorized to supply medicinal products so that the needs of 
patients in the Member State in question are covered. It is not further clarified what this actually 
means in practice or what the consequences are when a company does not fulfil this obligation. 
According to article 13 of Regulation 726/2004/EC a centralized marketing authorization is valid 
throughout the EU. Pharmaceutical companies need to notify the EMA of the dates of actual 
marketing of the medicinal product in the Member States. Marketing authorization holders also need 
to inform the EMA if a product ceases to be placed on the market, either temporarily or permanently. 
The regulation also includes a sunset clause that stipulates that any authorization which is not 
followed by the actual placing of the medicinal product on the internal market within 3 years, or that is 
no longer actually present on the market for 3 consecutive years, ceases to be valid (articles 14.4, 
14.5). The reference to ‘placing on the market’ in this instance refers to placement of one 
presentation/ pack size of the product anywhere on the internal market and not on individual national 
markets. 
 
The EU’s so-called Transparency Directive (Council Directive 89/105/EEC) aims to ensure the 
transparency of measures established by EU countries to regulate the pricing and reimbursement of 
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medicinal products through national health insurance systems. It defines a series of procedural 
requirements designed to verify that national pricing and reimbursement decisions do not create 
obstacles to the EU’s Internal Market. The Directive is a peculiar instrument under EU law because it 
lies at the interface between EU responsibilities for the Internal Market and national competences in 
the area of Public Health in accordance with Article 168 of the Treaty on the Functioning of the 
European Union (TFEU). The Directive contains various time frames in which member states have to 
make their decision on reimbursement of the pharmaceutical product. However, nothing is said about 
any time frame in which companies are expected to introduce their products on the market4. 
 
 
1.5. Healthcare developments 
 
Healthcare systems undergo permanent reform. A broad overview of the typical reforms that were 
implemented in many European countries over the past twenty years shows that most of them were 
intended to improve (at the micro and/or macro level) efficiency in healthcare systems. Efficiency refers 
to the resources utilized to achieve a certain aim (e.g. health outcomes, quality of care). Through 
improving efficiency, stakeholders, be it healthcare policy makers, or managers, or providers, or 
insurers, aim to achieve better results, with the same number of resources, or to realize the same 
results, with fewer resources. 
 
International studies concludes5 that all countries are pursuing fairly similar goals, although not all attach 
the same importance to each goal. Six common objectives can be distinguished: 
1. Adequacy and equity in access: all citizens should have access to at least a basic minimum of 

healthcare, and there should be equal treatment for equal need where services are publicly financed. 
2. Income protection: patients should be protected from payments for healthcare that represent 

catastrophic threats to their income or wealth, and the payments for such protection should be related 
to an individuals' ability to pay. This will involve at least three types of transfer: insurance (the need 
for care is unpredictable); saving (the elderly use more services than the young); and income 
redistribution (the sick are often the poor). 

3. Macroeconomic efficiency: health expenditure should consume an appropriate fraction of GDP. 
4. Microeconomic efficiency: health outcome and consumer satisfaction should be as high as possible 

for the available share of the GDP spent on healthcare services. This implies that costs should also 
be minimized for the appropriate mix of healthcare activities. 

5. Freedom of choice for consumers: consumers should be free to choose their doctors under both 
public and private insurance and, with the advice of their doctors, they should be able to exercise 
some choice over subsequent treatments and referrals to other providers. 

6. Appropriate autonomy for providers: doctors and other providers should be given a maximum 
freedom compatible with the attainment of the above objectives, especially in matters of medical and 
organisational innovation. 

7. Privatizing of the healthcare system: due to the economic crisis the public spending on healthcare are 
reduced and this gives private insurers the possibility to step in. 

 
No country has succeeded in achieving all these objectives, but attempts are being made to get closer 
to them. 
Many countries are attempting to achieve at least one of the above-mentioned goals by reforming their 
healthcare systems. The last ten years there has been a trend in most countries towards the 
introduction of more market elements in healthcare. A free market system stimulates consumer choice, 
producer autonomy, economic efficiency and equity.  
 
To correct the original defects of private markets, governments intervene, to a greater or lesser extent, 
in the financing and delivery of healthcare, for example the regulation of private or mixed markets of 
health insurers and providers and the public financing of basic healthcare (by means including 
compulsory health insurance schemes financed by income-related contributions).   
 
Most of the countries described have experience in trying to devise healthcare financing and delivery 

                                                           
4 Ministry of Health, Welfare and Sports in the Netherlands 2017 
5 OECD 1992 
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arrangements that combine the strengths of the market with the strengths of government institutions, 
while designing out the weaknesses of both. The mixture of arrangements they have selected has 
enabled them to achieve some of their policy objectives for healthcare. Nevertheless, most governments 
are not yet satisfied with the performance of their healthcare systems. Most countries have achieved 
universal (or near universal) access to basic healthcare. Most are now enjoying some success in cost 
control.  




