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PPRI

Pharmaceutical Pricing and
Reimbursement Information

Foreword

In 2005, the Pharmaceutical Pricing and Reimbursement Information (PPR/) project started, based
on the vision to bring together technical experts working in competent authorities for pharma-

ceutical pricing and reimbursement and thus to contribute to more affordable access to (essential)
medicines. On behalf of the PPRI  secretariat, we use multiple pathways: We have been offering a
space for the PPRI network members to exchange experience of policy implementation, we have
been provid ing capacity - building, and we have been documenting the policies that governments
use to price me dicines and decide on their funding.

The latter is done through PPRI Pharma Profiles that report country - specific information, country
posters, country system presentations at PPRI meetings and ¢ onferences, policy evaluations based
on the input of PPRI net work members and comparative analyses of pharmaceutical policies. In
2008, we published the PPR/ Report 2008 that contained 21 indicators to survey, measure and
compare pharmaceutical pricing and reimbursement information, fed by the data of PPRI network
members at that time (27 countries).

Since then, several changes have been observed in Europe and globally r elated to access to safe,
effective, quality and affordable essential medicines . New opportunities have emerged, and new
challenges have to be met, a nd this requires careful reconsideration of policy options. PPRI has

also changed: its membership has increased to 47 countries, and the PPRI secretariat responded
tothe me mb e regust to address specific areas such as hospital medicines (done through t he
Pharmaceutical Health Information System / PHIS project) and medical devices (such as setting up

a PPRI sub- group).

Still, the need for knowledge of the policies applied in other countries has not changed. Thus, the
PPRIsecretariat prepared an updated  PPR/ Report 2018 which reflects the changes that occurred
in pharmaceutical pricing and reimbursement over the last decade.

This PPRI report 2018 is the result of the close collaboration within the PPRI network since most
pieces of information are based on input provided by the PPRI network members. The first version
was published in  November 2019. Based on feedback by PPRI network members minor changes
were made in the second edition of the report in July 2020 (in sections 3.5 Generic market, 4 .2.5
Tendering and 4.3 Pricing in the supply chain ).

We hope that this report is of interest for PPRI network members as well as for any person inter-
ested in pharmaceutical pricing and reimbursement policies.

The PPRIsecretariat
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Abstract

Background and objective

To facilitate affordable and equitable access to essential and cost - effective medicines for patients,
governments can use a mix of policy measures. For the implementation and optimisation of such
policies, policy - makers benefit from informat  ion and evidence of appropriate measures in other
countries and their impacts.

This PPRI Report 2018 aims to provide information of currently existing pharmaceutical pricing
and reimbursement policies in the 47 PPRI member countries.

Methodology

Information and data of pharmaceutical policies (as of December 2018) were predominantly ob-

tained through primary surveys  from the competent authorities in 47 PPRI network membe r coun-
tries.

Results

42 PPRInetwork member countries have mechanisms in place  to set medicine prices at the ex -
factory (or sometimes wholesale) price level, mostly targeting reimbursable medicines or prescrip-

tion - only medicines. 41 countries apply external price referencing (i.e. referencin g to prices in
other countries). The EPR methodology (e.g. reference countries, benchmark calculation) varies
across the countries. Several but not all PPRI countries have regulated distributi on remuneration

such as mark - ups (32 countries with regulated wholesale remuneration and 43 countries with
regulated pharmacy remuneration).

46 PPRI network member countries have one or more reimbursement lists for outpatient medicines

in place, and in 31 PPRI countries the reimbursement lis ts relate to both outpatient and inpatient
sectors. In addition, hospital pharmaceutical formularies are managed at the level of hospitals in

most PPRI countries. At least 43 countries charge co- payments for outpatient reimbursable med-
icines (frequently pe rcentage co - payments, but also a prescription fee and/or a deductible). All
these 43 countries apply exemptions from or reductions of co - payments for vulnerable and other
defined population groups.

Internal price referencing, which considers the prices of identical or similar medicines in the same
country, is a pricing policy applied for off - patent medicines (32 PPRI countries set the generic
price at a defined percentage of the originator price, and 2 3 countries determine the biosimilar
price based on the price of the reference medicine). A reference price system, with defined reim-
bursement amounts for similar or identical medicines, is applied in 32 PPRI countries. Prescribing
by International Non- proprietary Name (43 PPRI countries) and gene ric substituti on (43 countries)
are commonly used.
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To assess the value of new medicines, health technology assessments (HTA) and pharmacoeco-
nomic evaluations are used to support reimbursement decisions of new medicines. Among the

PPRI countries, Sweden is the only count ry with a full -fledged value based pricing system. To
manage the market entry of new medicines with possibly high price tags an increasing number of
countries (at least 3 3 PPRI countries) have been applying managed - entry agreements (MEA).

Conclusion

Since the implementation of pricing and reimbursement policies is the national competence of
governments, the design of policies used varies from country to country

VI © GOG 2019, PPRI Report 2018



Executive Summary

Background

In line with the Sustainable Development Goals (target 3.8) , governments have committed to
achieve universal health coverage, including access to safe, effective, quality and affordable es-
sential medicines and vaccines for all . This should not compromise the financial sustainability of
the health care system and fur  ther public health and also industry goals . In doing so, they can use
a mix of measures, including policies in the areas of pricing and reimbursement of medicines.

Knowledge of appropriate measures, including methodological aspects and practice experience,
in other countries as well as evidence of their impacts are of major importance for policy - makers
who intend to introduce new measures and/or to optimise their policy framework.

As of 2019, the Pharmaceutical Pricing and Reimbursement Information (PPRI) n etwork comprises

national competent authorities for pharmaceutical pricing and reimbursement in 47, mainly Eu-

ropean, countries as well as European and international institutions (e.g. European Commission,

Organi sation for Economic Co - operation and Developm ent (OECD), World Health Organization).

Published a decade ago, the O6PPRI Report 20088 provided
and reimbursement policies in the then 27 PPRI network member countries. Given the lack of

updated data of policies in pha  rmaceutical pricing and reimbursement for a large number of coun-

tries, this study aims to close this gap by providing an update for an extended number of coun-

tries.

Objective
The study aims to offer a comprehensive, concise and up - to- date comparative analysis of phar-

maceutical pricing and reimbursement policies implemented in the outpatient and inpatient sec-
tors in the 47 member countries of the PPRI network.

Methodology
Information and data of pharmaceutical policies were predominantly obtained throug h primary
surveys from the competent authorities in 47 countries that a re involved in the PPRI network . In

addition, general data were retrieved from international statistics (e.g. Eurostat, OECD); and some
information presented is based on literature.

The 47 PPRI network member countries are the 28 Member States of the European Union, plus
Albania, Armenia, Belarus, Canada, Iceland, Israel, Kazakhstan, Kosovo, Kyrgyzstan, Moldova,
North Macedonia, Norway, Republic of Korea, Republic of Serbia, Russian Fede ration, South Africa,
Switzerland, Turkey, and Ukraine. Information of the pharmaceutical policy framework relates, in
general, to December 2018.
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Results

Almost all PPRI countries (42 countries) have mechanisms in place to set medicine prices at the
ex- factory (or sometimes wholesale) price level, mostly targeting reimbursable medicines or pre-
scription - only medicines. Some countries without this kind of price regulation (e.g. Kosovo, Kyr-
gyzstan) are currently working on the introduction of price regulation.

A commonly used pricing policy is external price referencing (EPR) in which prices are determined

based on the prices in other countries. 41 PPRI member countries apply EPR to derive a benchmark

for setting national medicine prices, at least for some of t he medicines. The EPR methodology
varies across the countries: For instance, the number of countries included in the country baskets
ranges from 1 (Luxembourg) to 39 countries (Kazakhstan), and 18 of the EPR - applying PPRI coun-
tries apply an average or medi an benchmark price, whereas 9 countries relate to the lowest price

of the reference countries.

Internal price referencing considers the prices of identical or similar ~ medicines in the same coun-
try. It is a policy for off - patent medicines. 32 PPRI countries apply a so - called generic price link
(i.e. the generic price is set at a defined percentage of the originator price), and 23 countries use
this policy for biosimilar medicines.

Among the PPRI countri es, Sweden is the only country with a full - fledged value based pricing
policy for new medicines. In  at least 37 PPRI countries, health technology assessments (HTA) and
pharmacoeconomic instruments are used to support mainly reimbursement decisions of new

medicines. To be prepared for the possible market entry of new, potentially high - priced medi-
cines, 11 countries reported to perform horizon scanning activities. Since it is resource - intensive,
this exerciseis also on the agenda of cross - country collaborati ons (such as the Beneluxa initiative,
the 6Valletta Declarationd) that were established

A policy which is increasingly used to manage the market entry of new medicines with possibly

high price tagsis the use of managed - entry agreement s (MEA); 33 PPRI countries reported to have
concluded such arrangements . The number of MEA in a country ranges from less than ten to
several hundred. Financial ly- based MEA are more commonly used than performance - based MEA.

In the hospital sector, some of the medicines are usually procured via tendering procedures ; 23

countries apply it as the predominant procurement method for medicines used in hospitals . Ten-
dering of medicines particularly plays a role in Central Asian and in smaller countries. In 18 PPRI
member countries, tendering, or tendering - like, processes, are used for off - patent medicines as

a competitive policy in the outpatient sector.

Overall, different pricing policies are applied for different types of medicines (e.g. for new medi-
cines, fo r generic s), and, in addition, for some medicines price regulation implies the application
of several policies on one product (e.g. starting with EPR, performance of a HTA as supportive
information - base, and conclusion of a n MEA).

VI I I © GOG 2019, PPRI Report 2018
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In the supply chain, sev eral PPRI countries regulate the add - ons allowed to the distribution actors.

In 32 countries, wholesale remuneration is regulated, usually through maximum mark - ups or
margins for the wholesalers. 43 PPRI countries regulate the remuneration for community ph arma-
cies, also through 8 mainly regressive 0 mark - ups or margins, but increasingly also through a
dispensing fee which is not linked to the medicine price. Usually, a value - added tax (VAT) is ap-
plied on medicines (some countries exempt medicines, or certai n groups of medicines, from VAT),
which tends to be lower  than the standard VAT in most countries.

46 PPRI member countries have one or more reimbursement lists for outpatient medicines in place;

of those 41 apply solely positive lists (i.e. explicitly indicating those medicines that are included

in reimbursement). The reimbursement lists for inpatient medicines (hospital pharmaceutical for-
mularies) are usually managed at the level of hospitals or hospital groups. In 31 countries, the
national reimbursem ent lists relate to both the outpatient and inpatient sectors, independently

from further formularies at hospitals Olevels. The (added) therapeutic benefit of a medicine, med-
ical need, financial considerations such as budget impact and the cost - effectivene ss are key cri-
teria to inform the decision about the inclusion of a medicine in reimbursement.

32 PPRI countries apply a reference price system (RPS) which defines the same reimbursement

amount for similar or identical medicines in a cluster which are est ablished at ATC -5 level in 18
countries and broader in the remaining RPS applying countries. In addition to  pricing and reim-
bursement policies targeted at off - patent medicines, demand - side measures aim to enhance the

uptake of these medicines: 43 PPRI countries have prescribing by  International Non- proprietary
name in place (25 countries & obligatory, and 18 countries - indicative), and 43 countries imple-
mented generic substitution (29 countr ies d obligatory, and 13 countries - indicative). Biosimilar
subst itution, however, is only in place in 15 countries.

At least 43 PPRI countries apply co - payments for outpatient reimbursable medicines, in the form

of a prescription fee (20 countries), a percentage co - payment of the medicine price (30 countries)
or a deductible (9 countries; some countries have more than one co - paymentin place). All of these
PPRInetwork member countries apply exemptions from or reductions of co - payments for defined
population groups. Common reasons for exemption or re duction mechanisms on co - payments
include defined diseases, age (mainly children ), low income and social disadvantage. In the inpa-
tient sector, medicines are usually provided free of charge to the patients .

Conclusion

PPRI network member countries use simi  lar pricing and reimbursement policies, such as external
price referencing, regressive mark - up schemes to regulate the remuneration for wholesalers and
pharmacies, positive lists and percentage co - payments . Specific policies are applied for some
groups of medicines (e.g. managed - entry agreements for high - priced medicines and demand -
side measures to increase the uptake of generic and biosimilar medicines). However, there are
differences with regard to the details in the design of these policies across countr ies.
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1.1 Background and aim

The d evelopment, implementation and monitoring of pharmaceutical pricing and reimbursement

policies is a national compete nce of governments even if the  country is a member of a cross -
country collaboration or a supranational (economic) area (e.g. the European Union / EU). Hence ,
policy - makers introduced and have adapted a mix of relevant policy measures at national level s,
with the aim of achieving  univer sal health coverage, including access to safe, effective, quality and
affordable essential medicines and vaccines for all , as defined in the Sustainable Development
Goals (SDG) agenda in target 3.8 (United Nations 2019). Striving for affordable and equitab  le ac-
cess to medicines should not compromise the financial sustainabilit y of the health care system as
well as further public health and also industry goals (e.g. rewarding research - oriented industry,
encouraging local generic industry).

The policy impleme ntation is informed by  the evidence of appropriate measures (including the
design of the regulation) in other countries and their impacts. Countries with yet limited experi-

ence in pharmaceutical regulation require such knowledge, as they progress  towards u niversal
health coverage. Given current challenges (e.g. market entry of medicines with high price tags,
shortages of A essential medicines , limited evidence about the therapeutic benefits of new med-
icines in real - world environments), policy - makers in high -income countries, whose pharmaceu-
tical systems have been well - developed, also benefit from information about policies in other

countries.

Literature on pharmaceutical pricing and reimbursement policies tends to be focused on analyses

in a single country o r a few countries and on descriptive cross - country overviews of a specific
policy measure. Countries covered are mainly high - income countries in Europe, North America or
Asia- Pacific with large pharmaceutical markets, and information published in peer - reviewed lit-
erature frequently relates  to situation s some years ago.

Against this backdrop, this report aims to provide a comprehensive, concise and updated overview
of pharmaceutical pricing and reimbursement policies implemented in the 47 member countries
of the PPRI (Pharmaceutical Pricing and Reimbursement Information) network (cf. chapter 1.3).

This O6PPRI Report 20 PBR Repwtld0® (WVeglenepal. 2008) tthmiewas published
a decade ago.

The report was produced with the support of representatives of competent authorities responsible

for pharmaceutical pricing and reimbursement (cf. chapter 1.2), and policy - makers are considered
as the key target audience of this study. In addition, the report aims to inform researche rs, regu-
lators in related areas (e.g. marketing authorisation), patients, health professionals (e.g. doctors,
pharmacists) and stakeholders of the pharmaceutical market (e.g. industry) as well as anyone in-
terested in pharmaceutical policy.
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1.2 Methodology

The scope of the study is pharmaceutical policies, mainly in the area of pricing and reimbursement,

for the medicines used in the outpatient and inpatient sectors (where applicable). 1 Some policies
and tools that complement pricing and reimbursement policies (see chapter 3.1) are also reported.
Furthermore, the report offers some general key data on the health care and pharmaceutical sys-

tems and markets in the countries.

The study covers a total of 47 countries, which is all PPRI network member countries  (Figure 1.1).

The i nformation (particularly on pharmaceutical policies) relates to the year 2018 (describing the
situation as of December 2018) unless indicated differently.

Information and d ata were collected by the authors from several sources, including databases (as
indicated in the respective  chapters ). The key source of the information presented in the report is
the PPRI network. Over the years, the PPRI  secretariat has been collecting data and information on
pharmaceutical pricing and reimbursement policies in the course of several surveys and monitor-

ing exercises from PPRI network mem  bers. A draft version of the PPRI report based on available
and previously shared information and data among the PPRI network was sent for validation to the
PPRI network members in May 2019. The information provided in the draft report was validated
by 41 PPRI countries (Albania, Armenia, Austria, Belgium, Bulgaria, Canada, Croatia, Czech Re-
public, Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Iceland, Ireland, Israel, Italy,
Kazakhstan, Kyrgyzstan, Kosovo, Latvia, Lithuania, Malta, Moldova, Netherlands, North Macedo-
nia, Norway, Poland, Portugal, Romania, Russian Federation, Slovakia, Slovenia, Spain, Sweden,
Switzerland, T urkey, Ukraine, United Kingdom).

Definitions of relevant terms (indicated with the following label in their first time u  se and in
special cases also in repeated use ) can be found in the Glossary in the Annex to this report (cf.
Annex 1). Itis based on the Glossary of the Pharmaceutical Terms of the World Health Organization
(WHO) Collaborating Centre for Pharmaceutical Pri  cing and Reimbursement Policies (WHO Collab-
orating Centre for Pharmaceutical Pricing and Reimbu rsement Policies 2019 ).

Policies bearing the same name might be designed differently. Thus, it is acknowledged that in
some cases decisions had to be taken to make information comparable to allow for an overview
covering the large range of 47 countries.

1

Some policies are, however, only applicable in one sector.
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This study is a descriptive pharmaceutical systems compar ative research. The reported policies
have benefits and limitations, but their discussion is beyond the scope of this study. 2

1.3 PPRI network

The PPRI network is a collaboration of pharmaceutical pricing and reimbursement authorities of

47 largely European co untries as well as international and European institutions. The aim of this
network is to facilitate exchange between public officials (including personal networking meet-

ings), supported by scientific evidence and a common understanding of pharmaceutical p olicy
issues, with the aim to achieve SDG target 3.8 on access to safe, effective, quality and affordable
essential medicines.

As of December 2018 (date of the information provided in this report), the PPRI network comprises

more than 90 competent authorit  ies for pharmaceutical pricing and reimbursement from a total
of 47 countries, thereof 44 in the WHO European Region3. PPRI network m ember countries are:
Albania (AL), Armenia (AM), Austria (AT), Belarus (BY), Belgium (BE), Bulgaria (BG), Canada (CA),
Croatia (HR), Cyprus (CY), Czech Republic (CZ), Denmark (DK), Estonia (EE), Finland (FI), France
(FR), Germany (DE), Greece (EL), Hungary (HU), Iceland (I1S), Ireland (IE), Israel (IL), Italy (IT), Ka-
zakhstan (KZ), Kosovo (XK), Kyrgyzstan (KG), Latvia (LV), Lit  huania (LT), Luxembourg (LU), Malta
(MT), Moldova (MD), Netherlands (NL), North Macedonia (MK), Norway (NO), Poland (PL), Portugal
(PT), Republic of Korea (KR), Republic of Serbia (RS), Romania (RO), Russian Federation (RU), Slo-
vakia (SK), Slovenia (Sl), South Africa (ZA), Spain (ES), Sweden (SE), Switzerland (CH), Turkey (TR),
Ukraine (UA), United Kingdom (UK) , see also Figure 1.1. In addition, European and international

institutions (e.g. European Commission services and agencies, Organisation for Econom ic Co- op-
eration and Development (OECD), WHO Headquarters and Regional Office for Europe) are members
of PPRI. Most of the European and international organisation s and comp etent authorities of a few

selected countries (on a rotation basis) are involved in the PPRI Advisory Board.

2

Pharmaceutical policy analyses based on input provided by PPRI network memb er countries can be found at
https://ppri.goeg.at/studies_analyses

3

The WHO European Region comprises a total of 53 countries, including Israel and countries of the former Soviet Union in
Central Asia. PPRI member countries outside the WHO European Region are Canada, Republic of Korea and South Africa.
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Figure 1.1:
Introduction - Map of PPRI network member countries , 2018
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Not shown in the maps of  this PPRI report : PPRI member count ries Canada (CA), Israel (IL), Kazakhstan (KZ) , Kyrgyzstan (KG) ,
Republic of Korea (KR) , South Africa (ZA)
Information of these countries will be provided in the notes accompanying the maps

Source: PPRI secretariat
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This chapter presents demographic and economic figures and data of the organisation of the
health care system in the countries studied to offer co ntextual background information
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2.1 Population figures and economic situation

Table 2.1:
Key figures - Total population in  PPRI network member countries  in million , 201 8
Councy i on County o mition Cournry o mition
Albania 2.87 Hungary 9.77 Poland 37.98
Armenia 2.95 Iceland 0.35 Portugal 10.28
Austria 8.85 Ireland 4.85 Republic of Korea 51.64
Belarus 9.49 Israel 8.88 Republic of Serbia 6.98
Belgium 11.42 Italy 60.43 Romania 19.47
Bulgaria 7.02 Kazakhstan 18.28 Russian Federation 144.48
Canada 37.06 Kyrgyz stan 6.32 Slovakia 5.45
Croatia 4.09 Kosovo 1.85 Slovenia 2.07
Cyprus 1.19 Latvia 1.93 South Africa 57.78
Czech Republic 10.63 Lithuania 2.79 Spain 46.72
Denmark 5.80 Luxembourg 0.61 Sweden 10.18
Estonia 1.32 Malta 0.48 Switzerland 8.52
Finland 5.52 Moldova 3.55 Turkey 82.32
France 66.99 Netherlands 17.23 Ukraine 42.27
Germany 82.93 North Macedonia 2.08 United Kingdom 66.49
Greece 10.73 Norway 5.31
Source: for Ukraine : Ukraine's Central Statistical O ffice 2019; for the remaining countries : World Bank 2019 a

In total , the 47 PPRInetwork m ember countries cover more than 1 billion people ( 1,006 million ).
PPRI is predominantly a network of European countries ( 44 of the 4 7 member countries are in the
WHO European region , see chapter 1.3) but has member cou ntries in almost all WHO region s
(except the South- East Asian and Eastern Mediterranean regions ). The gross domestic product
(GDP) per capita ranges from 3,878 United States dollars Purchasing Power Parities (USD PPB4
(Kyrgyzstan ) to 111 ,103 USD PPP(Luxembourg ).

4

Gross domestic product (  GDP) based on Purchasing Power Parities (PPP) is the GDP converted to international dollars using
purchasing power parity ~ rates. An international dollar has the same purchasing power over GDP as the US dollar has in the
United States. Data are in current international dollars based on the 2011 International Comparison Program  round of the
World Bank . This conversion step is  used in the international comparison of values to take into account the fact that in

countries with lower (or higher) price levels more (or less) products can be purchased with a given amount of money.
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Figure 2.1:
Key figures & Gross domestic product per capita in Purchasing Power Parities (current
international USdollars ) in PPRI network member countries , 201 8
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Cyprus: only 2017 data available

Source: World Bank 201 9b
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2.2 Organisation of the health care system

Health care s ystems are usually classified a s either or

Figure 2.2:
Key figures - Organisation of the health care system in PPRInetwork member countries , 2018
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NHS = National Health Service, SHI = Social Health Insurance
NHS: Canada, Kazakhstan, South Africa ; SHI: Israel, Republic of Korea; mixed NHS/SHI: Kyrgyzstan
Countries were classified according to the predominant features  of health care system organisation and funding

Source: PPRI secretariat based on information ~ of OECD and national country reports

Out of 47 PPRI countries, the majority (~57% , 27 countries ) have a health care system that mainly
relies on contributions from employers and employees  (social health insurance) . Some countries ,
however, tend to present features of both systems

2.3 Health expenditure

Health expenditure per capita in PPRI countries varied from 240 USD PPPin Kyrgyzstan to
7,867 USD PPPin Switzerland in 2016  (for detail s see Annex 2).
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Figure 2.3:
Key figures - Current health expenditure in % of GDP  in PPRI network member countries, 201 6
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No data available : Kosovo

Source: World Bank 2019 c¢ based on World Health Organization Global Health Expenditure database

In 2016 , PPRI member countries spent on average 8.1 % of their GDP on health. The shares ranged
from 12.3 % in Switzerland to 3.5 % in Kazakhstan.
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Figure 2.4:
Key figures - Public expenditure in % of current health expenditure in PPRInetwork member
countries, 2016
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90

Source: World Bank 2019 c¢ based on World Health Organization Global Health Expenditure database

In 40 of 4 6 PPRI countries more than 50% of the health expenditure is covered by public payers.
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A. Date & time of accil

3.1 Organisation of the pharmaceutical system

The life - cycle of a medicine spans from the research and development phase to its marketing and

post - marketing. For the different  stages in the life - cycle, governm ents can apply different regu-
lations and policies. This  report focuses on policies related to the A pricing and A reimbursement
of medicines which falls in the time after marketing of the medicines. Pricing and reimbursemen t
are classified as A peri-launch activities , and they add to A pre-launch activities (such as A ho-
rizon scanning ) or A post-launch activities (e.g. monitoring of prescription behaviour).

In PPRI countries, government authorities responsible for the pricing of medicines are usually ~ Min-
istries of Health, in some countries also the Ministry of Social Affairs (e.g. Belgium) or, recently
less common, the Ministry of Economy (  e.g. Luxembourg ). Depending on the organi sation of the
health care systems (cf. chapter 2.2), bodies and agencies that form part of the s  ocial health i n-
surance or the NHS oversee reimbursement. In some PPRI countries (e.g. Italy) , medicines a gencies
that are typically in charge of A marketing authoris ation are also government entities  responsible

for pricing and/or reimbursement. In France, while health care is funded through a statutory health
insurance, the pricing decision is made by a committee composed of several Ministries represent-

atives (Health, Social Security and Economy) as well as the statutory and the private health i nsur-
ances. The scope of medicines that are price regulated and/or included in reimbursement  varies

between the countries (cf.  also chapters 4.1 and 5.2).
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Table 3.1:

Pharmaceutical system & Government authorities responsible
PPRI network member countries, 2018

reimbursement in

for pharmaceutical pricing and

Countries

Pricing

Reimbursement

Czech Republic, Italy, Norway , Portugal

Medicines Agency

Medicines Agency

Slovenia Medicines Agency MoH
Turkey Medicines Agency (MoH) SHI
Republic of Serbia MoH/SHI SHI
Belarus, Cyprus, Greece, Kazakhstan, Lithuania, MoH MoH
Malta, Netherlands, Republic of Korea, Russian

Federation, Slovakia, Spain, Switzerland, Ukraine,

United Kingdom

Austria , North Macedonia MoH SHI
Albania, Hungary, Moldova, Poland, Romania MoH SHIMoH
Luxembourg Ministry of Economy SHI
Croatia, Estonia SHI SHI
Latvia, Ireland NHS NHS

Belgium 1, Finland 2

A Ministry that is not  MoH

A Ministry that is not  MoH

Armenia, Kyrgyzstan

No price regulation

MoH

Denmark No price regulation in the out- Medicines Agency
patient sector

Kosovo No price regulation No reimbursement/funding in

the outpatient sector

Bulgaria National Council on Prices and National Council on Prices and
Reimbursement of Medicinal Reimbursement of Medicinal
Products Products

Canada PMPRB / Provincial and territorial Provincial and territorial govern-
governments via the pan - Cana- ments / private plans/ federal
dian pharmaceutical Alliance government

France Health Care Products Pricing SHI
Committee (composed of Minis-
tries and health insurances)

Germany SHI Federal Joint Committee

Iceland , Sweden

Pricing and Reimbursement

Pricing and Reimbursement

Agency Agency
Israel MoH HMO
South Africa 3 MoH National Essential Medicines List

Committee

HMO = Health maintenance organization

, MoH = Ministry  of Health, NHS = National Health Service

Medicine Prices Review Board (Canada), SHI = Social Health Insurance

1 Belgium: authority  responsible for pricing: Ministry of Economy; authority for reimbursement:
2 Finland: authority  responsible for pricing and reimbursement: Ministry

Board
3 Introduction of a national health i

nsurance is planned

, PMPRB = Patented

Ministry of Social Affairs

of Social Affairs and Health, Pharmaceutical Pricing

Chapter 3/ Pharmaceutical system

Source: PPRI network members; data compilation by PPRI secretariat
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3.2 Dispensing of medicines for outpatients

Throughout Europe, A prescription - only medicines (POM) are mainly dispensed to outpatients in

A community pharmacies . The pharmacy density (inhabitants per community pharmacy) for some
PPRIcountries is presented in Figure 3.1. On average (data for 42 PPRI member countries availa-
ble), one community pharmac y serves 4, 301 inhabitants, but there is a wide range in the pharmacy
density across the countries.  With one community pharmacy serving on average 16,672 inhabit-
ants, South Africa has the highest number of people served by one pharmacy followed by Denmark
(12,441 inhabi tants), whereas Greece shows the highest density of often small - sized pharmacies
per inhabitant (1,038 inhabitants/pharmacy)

Figure 3.1:
Pharmaceutical system - Inhabitants per community pharmacy in PPRI network member
countries, 2018

South Africa 16,672
Denmark 12,441
Israel 8,716
Netherlands 8,591
Sweden 7,194
Finland 6,784
Ausiria 6,458
Luxembourg 6,397

Slovenia 6,204

Norway 5,038
Iceland 51697
United Kingdom 47
Switzerland 4,669
PPRI @ 4301
U@ 4178
Germany 4113
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Czech Republic , 784
Croatia 3,556
Canada 3504

o

Portugal 3,490

Slovakia 3,39
Ukraine 3,347
Turkey 3,253

France 3,084
Italy 3,046
Albania 2,873
Kosovo 2,839
Poland 2,810
Estonia 2,668
Ireland 2,622
Republic of Korea 2,420

Latvia 2,384

Romania 2,350

Cyprus 2,209

Russian Federation 2,202

Malta 2,168

Belgium 2,150

Spain 2,117
North Macedonia 2,070
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Moldova [mess— | 1,886
Armenia [ee— ,765
Greece |mmmmmmmm 1,038

0 2,000 4,000 6,000 8,000 10,000 12,000 14,000 16,000 18,000

No data available for: Belarus, Bulgaria, Kazakhstan, Kyrgyzstan, Republic of Serbia

Estimate of number of community pharmacies: Kosovo . United Kingdom data only refer to England.

Data for 2017: Albania, Armenia, Cyprus, Cz ech Republic, Finland, France, Netherlands, Portugal, Republic of Korea, South
Africa, Sweden, Turkey, Ukraine, United Kingdom; 2016: Croatia, Germany, Greece, Romania, Slovenia; 2015: Belgium,

Switzerland; 2014: Slovakia; 2011: Iceland, Is rael, Lithuania; 2009: Moldova

Source: data collected by the PPRI secretariat from websites of pharmacy associations validated by PPRI  network members
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Apart from community pharmacies, o ther serving outpatients include

and hospit al pharmacies . For instance, the number of hospital pharmaci es serving
outpatient s amountsto 117 in Hungary and 32 in Norway. Dispensing by dispensing doctors has
lost importance in many countries over the years but is still common practice in Austria and Swit-
zerland . In Denmark, there are  around 300 sites attached to community pharmacies where pa-
tients can pick up their prescription - only medicines after having ordered them from the pharmacy.

While POM are usually dispensed in community  pharmacies,

may also be sold in retail shops other than pharmacies , depending on national legislation . Distri-
bution channels for NPM, or for some categories of NPM, have been liberali sed in several EU Mem-
ber States, includ ing the Czech Republic, Denmark, Hungary, Ireland, Italy, the Netherlands, Po-

land, Portugal, Romania, Sweden and the  United Kingdom . The extent of liberalisation in the dis-
tribution channels (e.g. range of NPM allowed to be sold outside pharmacies, obligation sfornon -
pharmacies) differs among the countries. For instance, in Italy, all NPM are allowed to be sold
outside pharmacies (e.g. supermarkets, para - pharmacies) under the condition that a pharmacist

is employed and present at all times. In Poland, a ny ret ail shop has been allowed to sell NPM since
1991. In Sweden, the sale of a selected number of NPM outside pharmacies has been permitted

since 2009.

In addition, a significant increase in the  number of online  pharmacies in the PPRI countries has

been obse rved over the past decade . Since 1 July 2015, websites of pharmacies and authori sed
retailers in EU / European Economic Area ( EEA countries legally selling medicines to the public
over the internet are obliged to display a new logo, which helps customers to  verify legally oper-

ating websites.

3.3 Pharmaceutical expenditure

Comprehensive statistics ~ of that cover both  the in - and out-
patien t sector s exist for only few countries.
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Figure 3.2:
Pharmaceutical system - Total pha rmaceutical expenditure in % of current health expenditure  in
PPRI network member countries , 2017
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Switzerland

No data available for the other PPRI member countries

Source: OECD Health Statistics 2019 a

Pharmaceutical expenditure can  accountfor asubstantial share of the health expenditure , ranging
from nearly 40% of the health expenditure in Greece to approximately 11 %in Denmark. However,
international comparability of the expenditure data is limited by inaccuracies in the data docu-
mentation or by a different interpretation of the overall market (i.e. inclusion of medical devices).
For the outpatient sector, pharmaceutical expenditure data of more countries is available in inter-

national databases. According to OECD Health Statistics 201 9a5 on average 16 % of the current
health expenditure  was spent on pharmaceuticals in the  outpatient sector (usually POM and NPM)
in PPRI countries (considering data of only 28 countries ) in 2017 . The shares ranged from 5.2%
(Denmark) to 28 9% (Hungary).

5

In health expenditure statistics according to the OECD System of Health Accounts (SHA) classification , pharmaceutical
spending covers expenditure on prescription - only medicines and non - prescription medicines. In  some countries also
expenditure on other medical non - durable goods (i.e. adhesive and non - adhesive bandages, hypodermic syringes, first - aid
kits, hot - water bottles and ice bags, medical hosiery items such as elastic stockings and knee supports , etc.), are included.
Expenditure on pharmaceuticals includes wholesale and retail margins and value - added tax.
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Figure 3.3:
Pharmaceutical system
expenditure in PPRI network member countries

- Outpatient pharmaceutical expenditure in % of current health

, 2017
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large share of pharmaceutical expenditure (  in 2017 , on
POM, is covered by public payers (i.e.
ranging from 84% in Germany to

In the majority of the PPRI countries a
average 57% for 28 PPRI member countrie s), at least for
government budget, social health insurance etc.) ; with shares
34 % in Lithuania.
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Figure 3.4:
Pharmaceutical system - Public and private outpatient pharmaceutical expenditure  in PPRI
network member countries , 2017
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Expenditure data cover both prescription - only medicines and non - prescription medicines

Public = government/compulsory schemes ; private = voluntary schemes/household out - of - pocket payments

Data include expenditure on other medical non - durables: France, Greece, Ireland, Italy, Lithuania,  Netherlands, Portugal
No data available fo r the other PPRI network member countries

Source: OECD Health Statistics 2019 a
Figure 3.5 shows per capita expenditure expressed in USD PPP for pharmaceuticals ( prescribed

and non - prescribed medicines) in the outpatient sector in PPRI countries in 2017 . Switzerland,
Germany and Ca nada had the highest pharmaceutical expenditure per capita.
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Figure 3.5:
Pharmaceutical system - Current expenditure on  pharmaceuticals , per capita, USD PPP(current
prices, current PPP) in PPRI network member countries , 201 7

Austria
Belgium
Canada
Czech Republic
Denmark
Estonia
Finland
France
Germany
Greece
Hungary
Iceland
Ireland
Italy
Latvia
Lithuania
Luxembourg
Netherlands
Norway
Poland
Portugal
Republic of Korea
Slovakia
Slovenia
Spain
Sweden

Switzerland 905

United Kingdom
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PPP = Purchasing Power Parit ies, USD = United States dollars

Expenditure data cover both prescription - only medicines and non - prescription medicines

Data include expenditure on other medical non - durables: France, Gr eece, Ireland, ltaly, Lithuania, Netherlands, Portugal
No data available for the other PP RI network member countries

Source: OECD Health Statistics 201 9a

3.4 Pharmaceutical market s

Figure 3.6 illustrates the sales of medicines in almost all PPRI countries : there are important dif-
ferences of Canada and Western and North European countries compared to Eastern European
countries and the Russian Federation . The median value at ex - factory price level forall PPRI coun-
tries (where data available) equaled 282 .70 Euros per inhabitant  in 2015 .
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Figure 3.6:
Pharmaceutical system - Pharmaceutica | market value at ex - factory price level in Euros per
inhabitant in PPRI network member countries , 2015

Canada
Switzerland 611,82
Belgium

France 415,79

Austria 413,93
Finland 410,47
Denmark 407,44
Ireland 392,75
Sweden 390,77
Greece B,73
Italy B.43
Germany ,94
United Kingdom 344,89
Spain 336,39
Iceland 328,17
Norway 314,33
Netherlands
Portugal
Slovenia
Slovakia 218,40
Czech Republic 217,30
Hungary 216,43
Cyprus 212,51
Estonia 201,54
Malta
Croatia
Poland

Romania

179,34

155,96

147,00
132,51

Bulgaria 130,10
Lithuania 127,68
Latvia 119,83
Turkey 95,02
Russian Federation 92,37
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No data available for Albania, Armenia, Belarus, Israel, Kazakhstan, Kosovo, Kyrgyzstan, Luxembourg, Moldova, North
Macedonia, Republic of Korea, South Afri ca

Pharmaceutical market value at pharmacy purchasing prices: Cyprus, Denmark, Finland, Iceland, Lithuania, Latvia, Norway,
Russian Federation , Sweden, Slovenia

Pharmaceutical market value at consumer price level and data from 2016 : Canada, Ukrai ne

Iceland: data from 2013,  Republic of Serbia: data from 2011, Malta: data from 2007

Estimate: Belgium , France, Germany, Ireland , Italy, Malta, Norway, Spain, United Kingdom

Data taken from secondary sources (see below) ; it should be noted that some countries do not set medicine prices at ex -
factory prices (cf. chapter 4.1).

Source: EFPIA 2019 (all PPRI network member countries pres  ented except Canada and Ukraine) , AESGP 2019 (Canada,
Ukraine) , calculations by the PPRI secretariat based on World Bank population data
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3.5 Generic market

Table 3.2 and Table 3.3 present
the PPRI countries.

in value and

in volume , respectively, in

Table 3.2:
Pharmaceutical system - Generic market share s invalue in PPRI network member countries
2018
Country Share in Year Notes Source
value (%)
Austria 50.2 2017 Share of generics in outpatient off - patent OECD Health Statistics 2019b
reimbursement market
Belarus 48.5 2014 Share of generics in total  pharmaceutical IFPMA 2017
market sales
Belgium 18.9 2017 Share of generics in total pharmaceutical OECD Health Statistics 2019b
market
Bulgaria 39.0 2018 Share of generics in total pharmaceutical Data provided by PPRI network
market member, based on BG Pharma
data
Canada 25.0 2018 Share of generics in total pharmaceutical OECD Health Statistics 2019b
market
Croatia 43.0 2017 Share of generics in pharmacy market EFPIA201 9
sales
Cyprus 45.7 2014 Share of generics in total pharmaceutical IFPMA 2017
market sales
Czech Republic 28.2 2017 Share of generics in total pharmaceutical OECD Health Statistics 2019b
market
Denmark 17.9 2017 Share of generics in reimbursable pharma- OECD Health Statistics 2019b
ceutical market
Estonia 16.0 2018 Share of generics in total pharmaceutical OECD Health Statistics 2019b
market
Finland 18.0 2017 Share of generics in total pharmaceutical OECD Health Statistics 2019b
market
France 19.2 2017 Share of generics in reimbursable phar- EFPIA201 9
macy market sales
Germany 34.6 2017 Share of generics in reimbursable pharma- OECD Health Statistics 2019b
ceutical market
Greece 22.6 2018 Share of generics in reimbursable pharma- OECD Health Statistics 2019b
ceutical market
Hungary 37.6 2016 Share of generics in pharmacy market EFPIA201 9
sales
Iceland 22.0 2013 Share of generics in total pharmaceutical PPRINetwork Query 2014 (un-
market sales published)
Ireland 14.6 2017 Share of generics in reimbursable pharma- OECD Health Statistics 2019b
ceutical market
Israel 22.4 2014 Share of generics in total pharmaceutical IFPMA 2017
market sales
Italy 8.8 2018 Share of generics in total pharmaceutical OECD Health Statistics 2019b
market
Kazakhstan 85.0 2016 - WHO Europe 2019

Chapter 3/ Pharmaceutical system
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Country Share in Year Notes Source
value (%)

Latvia 42.0 2017 Share of generics in total pharmaceutical OECD Health Statistics 2019b
market

Lithuania 26.0 2018 Share of generics in total market sales EFPIA201 9

Luxembourg 5.8 2018 Share of generics in reimbursable pharma- OECD Health Statistics 2019b
ceutical market

Moldova 59.0 2014 Share of generics in total pharmaceutical IFPMA 2017
market sales

Netherlands 20.0 2018 Share of generics in outpatient reimbursa- SFK 2019
ble medicines dispensed

Norway 18.0 2018 Share of generics in total pharmaceutical OECD Health Statistics 2019b
market

Poland 69.0 2017 Share of generics in total pharmaceutical Ministry of Health based on
market data provided by the Polish

Pharmaceutical Association

Portugal 20.5 2018 Share of generics in total pharmaceutical OECD Health Statistics 2019b
market

Republic of 47.1 2014 Share of generics in total pharmaceutical IFPMA 2017

Korea market sales

Republic of 61.9 2014 Share of generics in total pharmaceutical IFPMA 2017

Serbia market sales

Romania 28.0 2017 Share of generics in total market sales EFPIA201 9

Russian Federa- 57.0 2017 Share of generics in total market sales EFPIA 2019

tion

Slovakia 27,0 2017 Share of generics in total pharmaceutical OECD Health Statistics 2019b
market

Slovenia 22.8 2016 Share of generics in community pharma- OECD Health Statistics 2019b
ceutical market

South Africa 324 2014 Share of generics in total pharmaceutical IFPMA 2017
market sales

Spain 223 2017 Share of generics in reimbursable pharma- OECD Health Statistics 2019b
ceutical market

Sweden? 20.2 2016 Share of generics in total market sales EFPIA 2019

Switzerland 18.2 2018 Share of generics in total pharmaceutical OECD Health Statistics 2019b
market

Turkey 33.0 2018 Share of generics in total pharmaceutical PPRI Network Query 2019
market

Ukraine 89.0 2017 - WHO Europe 2019

United Kingdom 36.2 2017 Share of generics in reimbursable pharma- OECD Health Statistics 2019b

EFPIA = European Federation of Pharmaceutical Industries and Ass
and Associations , OECD = Organisation for Economic Co
ceutical Pricing and Reimbursement Information,
cal Statistics (the Netherlands)
(Sweden), WHO = World Health Organization

No data available for Albania, Armenia, Kosovo, Kyrgy

tical Manufacturers

rea

, TLV = Tandvérds - & lakemedelsformansverket

ceutical market

ociations , IFPMA = International Federation of Pharmaceu-
- operation and Development, PPRI = Pharma-

SFK = Stichting Farmaceutische Kengetallen / Foundation for Pharmaceuti-

zstan, Malta, North Macedonia,

/ Dental and Pharmaceutical Benefits Agency

Republic of Serbia and Republic of Ko-

1 In Sweden, about two thirds of all dispensed packages on the benefits scheme are subject to generic substitution and

they constitute one fifth of the total expen

diture (PPRI Network Query 2019 )
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Across the PPRI network member countries, generic market shares in the total pharmaceutical
market range from 8.8% (Italy) to 69% (Poland) in value, and from 26.9% (ltaly) to 76.0% (Canada)

in volume. Significant differences can also be observed in the reimbursement market, in which
generic shares in value amount to e.g. 5.8% in Luxembourg and 36.2% in the UK, and in volume

to e.g. 29.0% in Greece and 81.9% in the Germany. However, the generic shares relate to different
sub - mark ets, and different calculation methods might be appliedint he data sources, as presented
in the tables. This limits the comparability of national generic market shares. High generic market

shares in volume and low shares in value indicate high generic uptake, at comparably low generic
prices .
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Table 3.3:

Pharmaceutical system - Generic market share s in volume in PPRI network member countries

2018
Country Share invo- Year Notes Source
lume (%)
Armenia 70.0 2018 Share of registered medicines WHO Europe 2019
Austria 54.8 2017 Share of generics in outpatient off - pa- OECD Health Statistics
tent reimbursement market 2019b
Belarus 80.0 2017 Share of registered medicines WHO Europe 2019
Belgium 34.0 2017 Share of generics in total pharmaceuti- OECD Health Statistics
cal market 2019b
Bulgaria 72,0 2017 Share of generics in total pharmaceuti- Data provided by PPRI net-
cal market work member, based on BG
Pharma data
Canada 76.0 2018 Share of generics in total pharmaceuti- OECD Health Statistics
cal market 2019b
Cyprus 49.5 (public 2013 Generic market share in percent of the PPRI Network Query 2016
sector)/ total outpatient market (unpublished)
16.1 (private
sector)
Czech Re- 63.6 2017 Share of generics in total pharmaceuti- OECD Health Statistics
public cal market 2019b
Denmark 63.2 2017 Share of generics in reimbursable phar- OECD Health Statistics
maceutical market 2019b
Estonia 36.2 2018 Share of generics in total pharmaceuti- OECD Health Statistics
cal market 2019b
Finland 43.0 2017 Share of generics in total pharmaceuti- OECD Health Statistics
cal market 2019b
France 29.3 2017 Share of generics in total pharmaceuti- OECD Health Statistics
cal market 2019b
37.3% 2018 Outpatient reimbursement market PPRI Network Query 2019
Germany 81.9 2018 Share of generics in reimbursable phar- PPRI Network Query 2019
maceutical market
Greece 29.0 2018 Share of generics in reimbursable phar- OECD Health Statistics
maceutical market 2019b
Hungary 65.0 2013 Share of generics measured as the rate PPRI Network Query 2016
of competitive markets in the outpatient (unpublished)
reimbursement market (at gross retail
price level)
Ireland 40.0 2017 Share of generics in reimbursable phar- OECD Health Statistics
maceutical market 2019b
Italy 26.9 2018 Share of generics in total pharmaceuti- OECD Health Statistics
cal market 2019b
Kazakhstan 90.0 2016 - WHO Europe 2019
Kyrgyzstan 82.0 2017 - WHO Europe 2019
Latvia 74.0 2018 Share of generics in total pharmaceuti- OECD Health Statistics
cal market 2019b
65.0 2018 Share of generics in reimbursable  phar- PPRI Network Query 2019
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Country Share in v o- Year Notes Source
lume (%)
Lithuania 57.0 2018 Market not specified. PPRI Network Query 2019
(unpublished)
Luxembourg 11.8 2018 Share of generics in reimbursable phar- OECD Health Statistics
maceutical market 2019b
Moldova 84.0 2017 - WHO Europe 2019
Netherlands 77.7 2018 Share of generics in outpatient reim- SFK 2019
bursable medicines dispensed
Norway 52.2 2018 Share of generics in total pharmaceuti- PPRI Network Query 2019
cal market
Poland 75.0 2012 Total outpatient market PPRI Network Query 2016
(unpublished)
Portugal 47.6 2018 Share of generics in total pharmaceuti- OECD Health Statistics
cal market 2019b
Russian 78.0 2011 Total outpatient market PPRI Network Query 2016
Federation (unpublished)
Slovakia 64.0 2017 Share of generics in total pharmaceuti- OECD Health Statistics
cal market 2019b
Slovenia 50.7 2016 Share of generics in community phar- OECD Health Statistics
maceutical market 2019b
Spain 46.4 2017 Share of generics in reimbursable phar- OECD Health Statistics
maceutical market 2019b
Sweden 49.0/52.0 2016 Share of generics in total outpatient PPRI Pharma Profile 2017
market / in outpatient reimbursement based on data of The Swe-
market dish eHealth Agency and
TLV
Switzerland 20.8 2018 Share of generics in total pharmaceuti- OECD Health Statistics
cal market 2019b
Turkey 52.0 2018 Share of generics in total pharmaceuti- PPRI Network Query 2019
cal market
Ukraine 98.0 2017 - WHO Europe 2019
United King- 85.3 2017 Share of generics in reimbursable phar- OECD Health Statistics
dom maceutical market 2019b

OECD = Organisation for Economic Co

Tandvards - & lakemedelsformansverket
Organization

No data available for Albania, Croatia, Iceland, Israel, Kosovo, Malta, North Macedonia,

Romania and South Africa

- operation and Development, PPRI = Pharmaceut
Information, SFK = Stichting Farmaceutische Kengetallen / Foundation for Pharmaceutical Statistics (the Netherlands)
| Dental and Pharmaceutical Benefits Agency

Republic of Korea,

ical Pricing and Reimbursement

(Sweden), WHO = World Health
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4.1 Price regulation framework

The setting of a medicine price is either an action taken by the pharmaceutical company (A free
pricing ) or is the competence of government authorities (i.e. pricing authority, public payer) that
implement A price control (Figure 4.1).

Figure 4.1:
Pricing policies 0 Actors involved in setting a medicine price

Medicine pricing

Price control .
Free pricing

Medicine price is set Medicine price is set

by the government. by the pharmaceutical
company .

Source: WHO Collaborating Centre for Pharmaceutical Pricing and Reimbursement Policies 2018

Different A pricing policies may be applied for different A price types (i.e. prices at different
stage s). Common price types are the A ex-factory price (manufacturer price ), A pharmacy pur-
chasing price  (wholesale price ) and A pharmacy retail price (consumer price). The latter usually
include s distribution remuneration (e.g . A mark - ups, A fee- for - service ), whose extent and design
can be regulated by government authorities (cf.  chapter 4.3.1), and taxes such as A value - added
tax (cf. chapter 4.3.2).

Almost all PPRI countries have mechanisms in place to set medicine prices at the ex- factory price
levelé. The scope of m edicines that are subject to price regulation can differ. In most PPRI coun-
tries, price regulation is targeted at A reimbursable medicines  (i.e. medicines eligible for  public
funding) or prescription -only medicines (most of which are reimbursable) ; for details see Table
4.1. This highlights the close linkage between pricing and reimbursement. The amount covered

by the third party payer (public payer) is referred to as reimbursement price. In afew lower - income
PPRI member countries, mainly in Central Asia , ex - factory prices are not regulated

6

In some countries, prices are not setat the ex - factory price but at the wholesale price level since ex - factory prices and
wholesale remunera tion are not regulated (cf.  chapter 4.3.1).
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Table 4.1:
Pricing policies

PPRInetwork member countries , 201 8

- Scope of price control for medicines

at ex - factory (or wholesale) price level

sin

Countries

State / authority

Pharmaceutical company

Albania, Belgium, Cyprus, Israel, Lithuania, Luxem-
bourg, Malta, Moldova, Netherlands, North Macedo-
nia, Republic of Serbia, Turkey

All medicines

Croatia, Czech Republic, Estonia, Finland, France 1,
Germany, Hungary, Ireland, Italy, Kazakhstan, Latvia,
Poland, Republic of Korea, Russian Federation, Slo-
vakia, Slovenia, South Africa, Spain, Sweden, Swit-
zerland, United Kingdom 1, Ukraine

Reimbursable medicines 2

Non- reimbursable medicines

Austria Reimbursable outpatient medi- Non - reimbursable medicines
cines and inpatient medicines
Canada On- patent medicines and off - Off - patent non - reimbursable

patent reimbursable medicines

medicines

Bulgaria, Greece, Iceland, Norway, Portugal, Romania

Prescription - only medicines

Non - prescription medicines

Armenia 3, Belarus 3, Denmark 4, Kosovo, Kyrgyzstan 3

All medicines

Most countries set the ex - factory prices except for
Netherlands, North Macedonia,
1 Indirect price control:

Croatia, Cyprus, Denmark, Finland, Iceland, Malta (public sector),
Norway, Sweden and United Kingdom  (cf. chapter 4.3.1).
In 2018, the UK had indirect cost control mechanisms in the form of the Pharmaceutical Price

Regulation Scheme (PPRS), which was in place from 1 January 2014 to 31 December 2018 and the statutory scheme for

branded medic ines pricing, set out in legislation.

The PPRS capped growth on sales of branded medicines to the NHS, with

any sales above that rate being subject to payments to the Department of Health and Social Care. In addition, some direct

price control was in place, wit

h the Department setting maximum NHS list prices, although companies under the PPRS had

freedom of list pricing for new active substances at the time of launch. For generic medicines, prices are not controlled.

Instead, the Department relies on compet
France has also an indirect price control via the so
pharmaceutical market.
2The term O6rei mbursable
countries (e.g. Central
included into rei

3 Armenia, Belarus and Kyrgyzstan have  free pricing but
medicines are subjectto tender mechanisms.

ition to drive prices down.
-called

nesd relates

countries,

t o
So ut hThAdcope af mgdicines h e
International Non

6 M a riroits the tdtal anrfual growth of the
However, in France the indirect price control adds to direct price regulation.

medi ci
Asi an
mbursement varies importantly between countries (e.g. some dozens
(INN) in some Central Asian countries to a few thousands medicines in Western European countries).
wholesale prices for centralised

medi ci nénsomehat

- proprietary Names

state - purchase d and reimbursed

4 Denm ark has free pricing but reimbursement limits (reimbursement prices) are regulated in the outpatient sector and
tendered and EPR- based prices are applied in the inpatient sector.

ar e

term

4.2 Pricing policies for ex

Source: PPRI network members;

- factory prices

data compilation by PPRI secretariat

Pricing authorities can use different criteria on which to base their pricing (and reimbursement)

decision. This results in different pricing policies (cf.

the PPRI countries will be described in the

Chapter 4/ Pricing policies

Table 4.2). The use of key pricing policies in
sub - chapters to follow.
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Table 4.2:
Pricing policies - Pricing policies in PPRI network member countries and their underlying criteria ,
2018

Criteria Pricing policy Reference to chapter
Medicine price in other countries Chapter 4.2.1
Medicine price in the same country Chapter 4.2.2

For RPS, a related reimburse-
ment policy, cf.chapter 5.3

6Valued (e.g. (added) ther a Chapter 4.2.3
For HTA cf. chapter 6.1.2
Defined conditions (either health outcomes or re- Chapter 4.2.4
lated to procurement  processes e.g. minimum pur- For MEA cf. chapter 6.1.3
chases)
6Best offerd (based on pric Chapter 4.2.5
procurement specifics) in comparison to other bids
Costs (e.g. production costs, R+D costs ) Chapter 4.2.6
HTA = Health Technology Assessment, MEA = managed - entry agreement(s), R+D = research and development, RPS =

reference price system

Source: Classification provided by the authors , based on Vogler 2019

The pricing policies  do not always address all medicines but

» can be focused on specific groups of medicines (e.g. on - patent or off - patent medicines,
prescription -only or non - prescription medicines),

» can be targeted at a specific sector or sett ing (e.g. hospital or  outpatient , public / reim-
bursement or private sector) and

» may be applied as sole, dominant  or supplementary policy for defined medicines.

As a result, countries may and do use several pricing policies in parallel.

Even in EU Member St ates pricing (and reimbursement) policies are a national competence. Still,
there are some collaborative approaches in pricing (and reimbursement), which will be presented
in chapter 4.2.7 .

4.2.1 External price referencing

(EPR) is a commonly applied pricing policy in the PPRI countries. This
pricing policy relate s to the price of the same medicine in other countries.

The practice of EPR varies across from country to country  with respect to:

»  the methodology to derive the benchmark price (cf. chapter 4.2.1.2),

»  the reference countries considered (cf. chapter 4.2.1.3),

» the scope of medicines covered (e.g. originator /o n- patent medicines , prescription - only
medicines, new innovative medicines , medicines in the outpatient sector, medicines in the
public sector ),
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» the price type considered for calculations (e.g. ex - factory price, wholesale price, list price ),
» the frequency o f price revisions ( at regular and irregular intervals)
» the data sources of price information considered (e.g. information provided by the market-
ing authorisation holders,  national or European data bases),
» the approaches of how to deal with missing information and
» the choice of exchange rates applied for foreign currencies

4.2.1.1 Application of EPR

41 of the PPRI countries apply EPRto derive a benchmark for setting national medicine prices , at
least for some of the medicines. Non- EPR applyin g countries either have other pricing policies in
place (Sweden, UK), or have no price regulation at all (4 countries: Armenia, Belarus, Kosovo and
Kyrgyzstan) . However, the latter are in the process of implementing and they aim
to base it on EPR 27 of countries that apply EPR use it as a main pricing policy, and 14 as a
supplementary policy (cf. Figure 4.2).
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Figure 4.2:
Pricing policies - Overview of the use of external pricer eferencing in PPRInetwork member
countries , 2018

- EPR as main pricing policy “%

EPR as supportive pricing
policy

Mo EPR; use of other pricing
policies

Mo price regulation UK

- Mot a PPRI member country

EPR as main pricing policy: Canada, Israel, Kazakhstan

EPR as supportive pricing policy: Republic of Korea, South Africa

No price regulation: Kyrgyzstan

Austria: While EPR is the main pricing policy, itis a supplementary policy in the reimbursement process

Source: PPRI network members ; data compilation by PPRI secretariat

EPR tends to be applied for outpatient medicines, but some countries also apply it for inpatient
medicines. As of 2018, Denmark only uses it for medicines in the inpatient sector. Usually, med-
icines that fall under EPRare on - patent medicines subject to medical prescription.

Differences betwe en countries exist with respectto the scope of medicines covered by EPR, e.g.
originator, prescription - only or new innovative medicines

4.2.1.2 Calculation of the EPR benchmark

Different methodological approaches are applied to calculate the benchmark price. 18 countries
apply an average / median price, and 9 countries determine their price as being equal to or lower

than the lowest price of the reference countries. 6 countries use a combination of average and
lowest price (e.g. average of the three of lowest pri ces in Lithuania and Moldova).  In Ukraine, the
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median of the pricesin defined reference countries is taken for the price regulation of medicines
underthe 6 Af f or dabl e Medi ¢whicteareR3 INNgfor eandim eoévascular diseases, bron-
chial asthma and diabetes type 2, whereas for insulins the average of the prices of a larger group

of reference countriesis  considered (cf. Figure 4.3).

Figure 4.3:
Pricing policies - Methodology t o determine the reference price under
member countries , 201 8

EPR in PPRInetwork

Average / media n of reference countries: Canada

Average price of reference countries: Israel, Republic of Korea
Elements of lowest price and average price method: Kazakhstan
No EPR: Kyrgyzstan

No information available: South Africa

Source: PPRI network members;
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data compilation by PPRI secretariat
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