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Foreword

Estonia has established extending the life expectancy and improving the quality of life of the populati on as a priority. 
In 2008, the state adopted the Public Health Development Plan for 2009-2020, which links various development 
plans and strategies in the health area and with other areas. The overall objecti ve of the Development Plan is to 
extend the expectancy of life lived healthily through reducing premature mortality and illness. The objecti ve of the 
Development Plan is that by 2020, the average expectancy of life lived healthily has increased to 60 for men and 65 
for women and the average life expectancy has increased to 75 for men and 84 for women.

The Associati on of Pharmaceuti cal Manufacturers is of the opinion that the said objecti ve can only be fulfi lled, if 
all those in need of assistance are ensured high-quality healthcare services, one of the integral parts of which is 
guaranteeing the availability of up-to-date pharmaceuti cals to the public. Reasonable and safe use of pharmaceuti cals 
increases the welfare of the populati on and improves the overall public health situati on, while also reducing 
treatment costs and oft en the costs of the social area as a whole. We consider it important to develop and facilitate 
ambulatory medical care with modern and effi  cient pharmaceuti cals, which ensure the most cost-eff ecti ve results. 
In order to achieve the established objecti ves, the proporti on of expenditure on healthcare of the gross domesti c 
product should reach the average level of OECD countries.

Pharmaceuti cal policy developments have so far been directed by the Bases of Estonian Pharmaceuti cal Policy unti l 
2010 – a document, which was prepared in 2002 and focuses on the basic pharmaceuti cals and the safety and 
reasonable use thereof. The period of ti me defi ned by that document is over. In that ti me, Estonia has undergone 
considerable development, become a member of the European Union and OECD and is currently one of the 
economically most rapidly growing European countries.

The Associati on of Pharmaceuti cal Manufacturers is glad to note that the Government Coaliti on Agreement for 
2011-2015 establishes the development of a new pharmaceuti cal policy as an objecti ve. The Coaliti on Agreements 
aims at ensuring a wider selecti on of pharmaceuti cals, a lower level of co-payment by people, and a fairer business 
environment more open to competi ti on – which match the vision of a sustainable pharmaceuti cal policy held by 
the Associati on of Pharmaceuti cal Manufacturers. 

Our aim is to sti mulate a wide-based discussion of pharmaceuti cal policy dialogue in the society and we believe 
that the presented positi ons and proposals are helpful in the implementati on of signifi cant changes.
 

Piret Sell Riho Tapfer
Chairman of Supervisory Board Director
Associati on of Pharmaceuti cal Manufacturers Associati on of Pharmaceuti cal Manufacturers
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Associati on of Pharmaceuti cal Manufacturers in Estonia

The Associati on of Pharmaceuti cal Manufacturers in Estonia (APME) represents the manufacturers of research-based 
original medicinal products, companies manufacturing generic medicines and companies engaged in pharmaceuti cal 
research in Estonia. APME is a member of the European Federati on of Pharmaceuti cal Industries and Associati ons 
(EFPIA), which connects 2,200 companies through 32 nati onal associati ons and 43 leading pharmaceuti cal companies 
in the European Union and follows a common code of ethics. 

The investments of bio-pharmaceuti cal companies in scienti fi c research and development in Estonia by esti mati on 
amount to approximately 25 million EUR a year. Through investments into research and development acti viti es, 200 
highly qualifi ed jobs have been created together with the necessary infrastructure.

In additi on to scienti fi c research investments, pharmaceuti cal manufacturers have initi ated various charity projects, 
the most important one of which was the compensati on of the co-payment part of medicines, aimed at the 
unemployed during the peak of the economic recession in 2009-2010 with the objecti ve of reducing the negati ve 
eff ect of health risks on employment. 

Objecti ves

In Estonia, pharmaceuti cals have in recent years been mainly subject to reimbursements on the basis of the lowest 
possible cost. That has created a situati on where older and non-patent medicines are available, but the availability 
of new and effi  cient medicines is one of the lowest in Europe. 

Pharmaceuti cal manufacturers consider it important to change the long-term strategic perspecti ve in providing 
reimbursements for pharmaceuti cals and to aim at ensuring the following 5 basic areas:

• availability and reimbursement of necessary medicines;
• quality, effi  ciency and safety of medicines;
• reasonable use of medicines;
• availability of pharmaceuti cal informati on to pati ents;
• protecti on of intellectual property and equal treatment.
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Involvement of parti es

Pharmaceuti cal policy has an impact on the welfare and health of the populati on. The successful implementati on of 
the policy is ensured by effi  cient cooperati on between the public, pharmaceuti cal and medical scienti sts, doctors, 
companies engaged in pharmaceuti cal business, government agencies and the media.

The objecti ves of these parti es are both common and contrary. Limited resources and contrary interests require 
understanding, tolerance, compromises and agreements.

A wider involvement of the parti es and the considerati on of various interest groups will ensure that decisions are 
more transparent and common objecti ves are achieved more rapidly.

Availability and reimbursement of necessary medicines

In Estonia, the availability of pharmaceuti cals is considerably below the average level of European countries. The 
provision of reimbursements for medicines cannot be aimed at the minimum selecti on of pharmaceuti cals, as that 
is not characteristi c of a developed country. At the same ti me, the real availability of medicines compensated by the 
state has to be ensured at the pharmacy level. Decisions concerning the compensati on of medicines should be made 
on the basis of the needs of pati ents, only then assessing their impact on the budget.

Estonia needs clear and rapid changes in order to improve the availability of new medicines. According to the 2010 
data of the State Agency of Medicines, 63% centrally authorised medicines and 85% decentrally authorised medicines, 
54% of medicines authorised via mutual recogniti on procedure and 12% of nati onally authorised medicines have not 
been marketed in Estonia in the past three years. The main factors restricti ng availability are the small size of the 
Estonian pharmaceuti cal market and the highly complicated process of adding medicines to the list of compensated 
medicines. 

In Europe, the availability of medicines to the public in individual countries is assessed on the basis of the W.A.I.T. 
indicator (waiti ng to access innovati ve therapies). The W.A.I.T. indicator analysis published by the European 
Federati on of Pharmaceuti cal Industries and Associati ons (EFPIA) in November took into account the new medicines 
that were for the fi rst ti me centrally registered at the European Medicines Agency between 1 January 2007 to 31 
December 2009 (84 new medicines in total). As at 31 March 2010, 24 of these medicines had been submitt ed for 
reimbursement and 10 of these medicines (12%) had price agreements concluded and reimbursements valid. The 
average ti me from registrati on of these medicines to the conclusion of price agreements for these medicines was 
708 days and the durati on of the offi  cial procedure from the receipt of an applicati on to the conclusion of a price 
agreement was 443 days.
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Figure 1: W.A.I.T. indicator data for European countries compared to Estonia

Source: EFPIA, homepage of the Ministry of Social Aff airs

Co-payment by pati ents

In the area of payment for medicines, Estonia is characterised by a high level of co-payment by pati ents. The nati onal 
pharmaceuti cal policy places priority in preferring cheaper medicines, which is implemented through three measures:

• acti ve substance based prescripti ons;
• pharmacists’ obligati on to off er medicines with the lowest price;
• extensive nati onal media campaign.

The highest level of co-payment by pati ents in regards to prescripti on medicines as compared to other European 
countries is due to two important factors:

• the reimbursement rates do not suffi  ciently cover the cost of medicines (the upper level of 12.78 EUR for 
50% reimbursement medicines);

• the non-reimbursement of new medicines of proven effi  ciency increases the level of co-payment by 
pati ents, raising it to 42% according to the 2009 data; therefore, the level of co-payment increased by nearly 
5% according to the 2009 data due to the use of prescripti on medicines not subject to reimbursements.
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Table 1: Co-payment by pati ents across years

2001 2002 2003 2004 2005 2006 2007 2008 2009

Prescripti on medicines 37,9% 36,3% 43% 41,9% 43,3% 43,6% 43,5% 43% 41,7%
Medicines subject to 
reimbursements 31,9% 30,7% 36,6% 35,6% 36,6% 37,1% 37,6% 37,7% 37%

Sources: WHO 2009 “Review of the Estonian Pharmaceuti cal Sector: Towards the Development of a Nati onal Medicines Policy”; 
homepage of the State Agency of Medicines; homepage of the Estonian Health Insurance Fund

Proposals for reducing the level of co-payment:

• to increase the number of medicines subject to reimbursement by 2015, so that the impact on the level 
of co-payment by pati ents would correspond to the co-payment of prescripti on medicines;

• to annul the 12.75 EUR upper limit of compensati on of 50% reimbursement medicines.

Innovati ve medicines

Innovati ve medicines are understood to be medicines or methods of treatment, which sati sfy the unaddressed clinical 
needs of a certain group of pati ents or do that in a manner diff erent to existi ng medicines/methods of treatment. An 
innovati ve medicine/method of treatment may diff er from existi ng ones by the acti ve mechanism, effi  ciency, safety, 
form of treatment and method of administrati on.

Innovati ve medicines are also considered to include medicines of the same class added to fi rst class medicines, if the 
former have been developed independently.

The European Federati on of Pharmaceuti cal Industries and Associati ons (EFPIA) has initi ated a wide-based discussion 
concerning the promoti on of innovati ve development acti viti es in the European pharmaceuti cal industry. Estonia’s 
indicators in regards to the availability of innovati ve medicines are considerably lower than those of our neighbouring 
countries. In 2007–2009, sales licences were granted to 84 new medicines in Europe, of which only 10 (or 12%) are 
available in Estonia under reimbursement terms. This situati on should be compared to Germany and the UK, where 
all the medicines are included in the list of compensated medicines from the moment of their registrati on. It is also 
worth pointi ng out our neighbouring country Finland, where 57% of the new medicines were made available to the 
public within the aforementi oned period (see Figure 1).

It is important to emphasise that a novel medicine or method of treatment becomes innovati ve and potenti ally 
benefi cial only on the conditi on that it is available to at least a certain number of pati ents. In other cases, these are 
just inventi ons, the practi cal benefi ts of which are not realised.

Proposals for improving the availability of innovati ve medicines:

• to increase the level of providing reimbursement for new medicines in Estonia to the average level of 
European countries by 2015. The calculati on is based on the rati o of new medicines registered at the 
European Medicines Agency (EMA) to the number of medicines subject to reimbursement; 

• to aim at bringing the durati on of the administrati ve procedure of providing reimbursements to the 
European average level by 2015. The calculati on is based on the ti me taken from the submission of an 
applicati on for reimbursement to the conclusion of a price agreement.
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Figure 2: Innovati on assessment algorithm

Source: Domenico Motola, Fabrizio De Ponti , Elisabett a Poluzzi, Nello Marti ni,Pasqualino Rossi, Maria Chiara Silvani, Alberto 
Vaccheri & Nicola Montanaro. An update on the fi rst decade of the European centralized procedure: how many innovati ve drugs? 
Briti sh Journal of Clinical Pharmacology. 2006)

Algorithm used to assign the overall score for innovati on: 

Disease seriousness: 
a) drugs for serious diseases; 
b) drugs for risk factors for serious diseases;
c) drugs for nonserious diseases. 

Availability of treatment: 
a) drugs for diseases without  recognised standard treatment; 
b) drugs for diseases where subsets of pati ents are less responsive to marketed drugs  and/or other medical interventi on; 
c) drugs for diseases responsive to marketed drugs or other medical interventi ons (c1, – more eff ecti ve of safer or with 

a bett er kineti cs than existi ng drugs; c2, – mere pharmacological innovati on, i.e. drugs with a new acti ve mechanism 
of acti on; c3 – mere technological innovati on, i.e. a new chemical or biotechnological product with a therapeuti c role 
similar to already existi ng medicine). 

Therapeuti c eff ect:
a) major benefi t or clinical end-points (e.g. increased survival rate and/or quality of life) or validated surrogate end-points;
b) parti al benefi t on the disease (on clinical or validated surrogate end-points) or limited evidence of a major benefi t 

(inconsistent results);
c) minor or  temporary benefi t on some aspects of the disease (e.g. only parti al symptomati c relief  of a serious disease).
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5.1 Orphan-drugs 

The status of an orphan-drug is granted to a medicine used for treati ng rare diseases, i.e. life-threatening or chronic 
diseases, from which 1 person in 2,000 suff er. A separate model of compensati on needs to be developed for medicines 
used for rare diseases, taking into account the individual needs of pati ents and the nature of the disease. It would be 
expedient to establish a separate fund in the health insurance budget for the treatment of rare diseases, similarly to 
the majority of European Union countries. Decisions concerning the compensati on of treatment should, above all, be 
based on the needs of the parti cular pati ent and not the usual pharmaco-economic analysis, as there are generally 
no input data for the analysis in Estonia, only a few pati ents would need treatment and the cost per pati ent is high. 
As at February 2011, 61 medicines with the states of orphan-drugs had been registered in the European Union. In 
Estonia, 8 of these (10 indicati ons) are available (subject to reimbursement).

Proposal for improving the availability of orphan-drugs:

• a separate compensati on model needs to be developed for medicines used for treati ng rare diseases, 
taking into account the individual needs of the pati ents and the nature of the disease.

Committ ee for Medicines Subject to Reimbursement (Medicines Committ ee)

The Committ ee for Medicines Subject to Reimbursement has been formed for the purpose of preparing a wide-
based public and expert opinion on the provision of reimbursements for medicines. Unfortunately, the members of 
the Committ ee are not equally informed of the impacts of their decisions. The decision-making process is oft en not 
transparent and unambiguous and does not suffi  ciently take into account the opinions of professional specialists and 
pati ents. 

In order to increase the transparency of the decision-making process, we consider the following changes important:

• to develop clear assessment criteria for the inclusion of medicines in the list of compensated medicines;
• to add to the process a writt en opinion of a professional associati on (area-specifi c advisor) on an enti re 

applicati on (not only on specifi c issues);
• to add to the process a writt en opinion of an organisati on representi ng pati ents;
• to create possibiliti es for further training for organisati ons representi ng pati ents in cooperati on with the 

state and the University of Tartu;
• the explanati on of the decisions of the Medicines Committ ee and the explanati on of the impacts thereof 

in a transparent manner;
• taking into considerati on the European Union context and the practi ces of other Member States;
• to include in the work of the Medicines Committ ee a representati ve of the Associati on of Pharmaceuti cal 

Manufacturers.
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Price formati on of medicines

The prices of medicines are regulated nati onally, in order to guarantee the most opti mum price possible. At the 
same ti me, all the possible measures should be taken to facilitate the availability of as many medicines as possible in 
Estonia, free competi ti on, the freedom of choice of pati ents and the protecti on of intellectual property rights.

In regards to price formati on, we deem it important to consider the following principles:

• innovati on should be valued;
• competi ti on should be facilitated, while preserving the freedom of choice of pati ents and doctors and the 

availability of medicines;
• price formati on should be fl exible, i.e. the price of medicines with the same acti ve substance may diff er 

depending on the method of administrati on (e.g. inhalati on), dosage (e.g. children’s doses), form of 
treatment (e.g. pills, powders, aerosols with prolonged eff ect), combinati on of medicines (combinati on 
of acti ve substances) or indicati ons (e.g. doses diff ering by orders of magnitude in the case of diff erent 
indicati ons);

• price formati on should take into considerati on the European Union context.

Medicine sales channels and business restricti ons

The implementati on of digital prescripti ons in 2010 has created good preconditi ons for ordering and delivering 
medicines via the Internet and postal services. The implementati on of the additi onal possibiliti es of the digital 
prescripti on system would considerably contribute to improving the availability of medicines. 

The Associati on of Pharmaceuti cal Manufacturers considers very important the implementati on and maintenance of 
the principles of free competi ti on in Estonia. The provision of pharmacy services is subject to founding restricti ons, 
which have not fulfi lled their objecti ve. The currently applicable restricti ons on the foundati on of pharmacies have 
not increased the number of pharmacies in rural areas and do not facilitate the provision of more favourable prices 
for consumers through reasonable competi ti on. 

In the case of non-prescripti on medicines, the principles applied are good availability and the best possible safety 
upon independent use. Decisions to purchase non-descripti on medicines are made by pati ents themselves and 
therefore it is important that informati on about non-prescripti on medicines is well-available. 

Proposals for improving the availability of non-prescripti on medicines and developing e-services:

• to establish legislati ve regulati on for the creati on of possibiliti es for the electronic ordering and postal 
delivery of prescripti on and non-prescripti on medicines during 2011;

• to facilitate free competi ti on and eliminate the legislati ve restricti ons on the foundati on of pharmacies;
• to fi nd possibiliti es for using additi onal sales channels in order to improve the availability of non-

prescripti on medicines.
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Vaccinati on

Vaccinati on is an important part of prophylacti cs in the area of public health and therefore we consider it important 
to increase the overall awareness of vaccinati on among the populati on and the doctors with the objecti ve 
of improving the general interest towards vaccinati on as one of the most effi  cient ways of avoiding diseases 
(parti cularly communicable diseases). In order to achieve this objecti ve, it is important to develop a long-term 
strategy in cooperati on with nati onal organisati ons, professional associati ons and the Associati on of Pharmaceuti cal 
Manufacturers. Internati onal organisati ons (WHO, CDC, ECDC) recommend ensuring comprehensive access 
to vaccines and increasing the coverage of the populati on. In Estonia, only the vaccines included in the nati onal 
vaccinati on calendar are subject to reimbursements, and therefore many effi  cient vaccines are not available.

Proposals for improving the availability of vaccines:

• to develop a long-term vaccinati on strategy in cooperati on with professional specialists, nati onal 
organisati ons and pharmaceuti cal manufacturers;

• in additi on to the nati onal vaccinati on plan, to make effi  cient vaccines more aff ordable and available to 
the public by providing additi onal reimbursements from the state budget;

• the review of the nati onal immunisati on calendar should be regular and transparent.

Quality, safety and effi  ciency

The medicines used in Estonia are registered by the Estonian State Agency of Medicines and/or the European 
Medicines Agency (EMA) and sold under sales licences issued by the Estonian State Agency of Medicines or the 
European Commission, which guarantees their quality and, upon purposeful use, safety and effi  ciency.

10.1 Biological medicines

In the case of biological medicines, competent authoriti es are authorised to demand that the holders of sales licences 
exercise additi onal supervision in regards to safety and effi  ciency in everyday medical practi ces, incl. the organisati on 
of surveys aft er obtaining a sales licence. 

In line with the supervision requirements of EMA, many EC Member States recommend the prescripti on of biological 
medicines on the basis of the commercial name (and not acti ve substance). Substi tuti ng a biological medicine with 
another biological medicine may cause a release of undesired immune reacti ons. 

A decision to substi tute a medicine should be medicinally justi fi ed and made under medical supervision, not on the 
basis of economic considerati ons and/or at the pharmacy level. Compliance with EMA’s recommendati ons is also 
important in protecti ng the interests of pati ents in Estonia. 

9
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Mechanisms need to be created in Estonian legislati on to exclude the substi tuti on of biological and biologically similar 
medicines at the pharmacy level due to price pressure. Possibiliti es should also be found to establish reasonable price 
and limit price regulati ons, e.g. substi tuti ng and replacing biological medicines according to limit prices changed on 
a quarterly basis is unthinkable due to the possible immunogenicity risks.

As these issues have not as yet been adequately addressed in Estonian regulati ons, cooperati on between diff erent 
parti es (competent insti tuti ons, professional doctors, pharmaceuti cal manufacturers and pati ent representati ves) is 
needed in order to ensure the appropriate, effi  cient and safe use of biological medicines.

10.2 Reasonable use of medicines

One of the underlying principles of evidence-based medicine is that in order to use a method of treatment, suffi  cient 
up-to-date informati on should be available concerning the effi  ciency and risks of the method of treatment, or the 
risk and benefi t rati o should be scienti fi cally determined. Reasonable use of medicines requires the integrati on of 
such informati on with economic considerati ons. To implement that approach, the relevant reliable informati on 
should be readily available at the moment it is needed and the decision-maker should be competent and moti vated 
to use the informati on.

10.3 Availability of medicine informati on to pati ents

The European Parliament holds that pati ents should to have easier access to accurate informati on concerning 
prescripti on medicines in the future. Emphasis should be placed on the pati ents’ right to receive informati on they 
need and wish to receive. The aim is to improve the quality and extent of informati on provided to pati ents. In 
the opinion of the members of the European Parliament, it is namely the pharmaceuti cal companies that have to 
make an overview of the characteristi cs of a medicine, the designati on and packaging informati on sheets as well 
as assessment reports available to the public. In additi on, pharmaceuti cal companies should be allowed to provide 
other informati on not related to adverti sing, for instance, informati on concerning the price, the possible changes 
of packaging and the instructi ons of use, but that requires the prior approval of a competent authority of Member 
States. Informati on should be available both electronically (on a topical website) and in printed form as well as in a 
form accessible to disabled people.
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Protecti on of intellectual property and equal treatment

In order to ensure fair and free competi ti on, it is important to take into considerati on the following principles:

• the reference of prices in determining reimbursements should take into considerati on the protecti on of 
intellectual property;

• the reference of prices should be performed in groups of medicines, which do not include a medicine 
under the protecti on of intellectual property;

• molecules in the same ATC group should be ensured compensati on at an equal reimbursement rate, which 
would ensure the freedom of choice for doctors and pati ents and be in conformity with the requirements 
of the Competi ti on Act.

Expected impacts

The implementati on of the pharmaceuti cal policy has extensive micro-economic and macro-economic impacts. The 
fulfi lment of the established objecti ves would help improve the availability of medicines and facilitate the reasonable 
use of medicines. 

12.1 Healthcare

The ti mely use of modern and effi  cient medicines helps use resources in the healthcare area in a more economical 
manner, which on a whole would have a positi ve impact on the general economic capability of the state. At the same 
ti me, acti viti es to conti nue raising the awareness of the medical community of the role of economics in making 
medicine-related choices, which in turn would help ensure the reasonable use of medicines in a manner most 
favourable for pati ents role. 

Although the ageing of the populati on and the increased readiness to use medicines causes a need for additi onal 
resources in the healthcare system, the resources for the faster introducti on of innovati ve medicines also have to 
be increased. More eff ecti ve medicines extend the working capability of the populati on, which in turn benefi ts the 
enti re society. From the pati ents’ point of view, a very important place for receiving health and medicine related 
informati on is the pharmacy service, which has to conform to uniform professional standards in all the pharmacies.

The Associati on of Pharmaceuti cal Manufacturers considers it necessary to consider the parti al allocati on of the 
alcohol and tobacco excise duty to the healthcare sector. Both alcohol and tobacco are the highest risk factors in 
health behaviour and therefore the taxes collected on the use thereof should facilitate the development of healthcare.
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12.2 Sati sfacti on and awareness of the public

The successful implementati on of the pharmaceuti cal policy would increase the awareness of the public of the use 
and risks of medicines and improve the readiness for treatment. Important informati on related to medicine would 
become more available to the populati on, which would increase the awareness of non-use or misuse of medicines. A 
successfully implemented pharmaceuti cal policy supports the objecti ves established for the development of public 
health through increasing both the average life expectancy and the number of years lived healthily.

12.3 Economy

The maximum rate of employment is a preconditi on to the development of the economy. Upon the reasonable use 
and suffi  cient availability of medicines, working-age people can parti cipate in the maximum employment. The life 
quality of people on incapacity-for-work pension or old-age pension would improve, thereby reducing the fi nancial 
risks arising from their health. Unemployment must not increase health risks due to the fact that the necessary 
healthcare services and medicines are unaff ordable due to the high level of co-payment.






