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» Why is Europe different?
» Funding health and pharmaceutical expenditure

Objective and outline 

» Elements of pharmaceutical systems
» Pricing policies and procedures

− Pricing policies and procedures
− Distribution remuneration
− Taxes

» Reimbursement
b l d
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− Reimbursement lists and rates
− Eligibility
− Reference price systems

» Generic policies
» Challenges
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The information and data provided in this presentation was 
collected and analyzed by the WHO Collaborating Centre for 
Pharmaceutical Pricing and Reimbursement Policies. This is not a 

Disclaimer and acknowledgements

Pharmaceutical Pricing and Reimbursement Policies. This is not a 
publication of WHO. The authors are responsible for the views 
expressed in this presentation, and they do not necessarily 
represent the decisions and policies of the World Health 
Organization.

Credits go to:
- PPRI team members & WHO CC staff at Gesundheit Österreich: 
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Claudia Habl, Christine Leopold, Nina Zimmermann
- The members of the PPRI network

Information used from this presentation has to be correctly 
quoted. Commercial exploitation is forbidden.

Is the European Union different?
Is Europe different?

4



03/10/2011

3

Globally

A rather small public pharmaceutical 
sector in many countries

Pharmaceutical system
Europe / European Union

The distinction between public 
and private sectors is not always y

Medicines in the public sector are 
distributed / dispensed to the 
patients (free-of-charge /
co-payments)

Essential medicines list

Medicines are purchased by the state 
(public procurement) and sometimes 

p y
clear

Medicines are often supplied 
through private channels, but 
largely publicly funded

Reimbursement list (positive list)

Medicines on the reimbursement 
list are (partially) reimbursed by 

5

(p p )
also distributed by the state 
(central/regional warehouses)

Patients need to buy medicines in 
the private sector out-of-pocket.

No price control on medicines in the 
private sector. 

(p y) y
the payers (= NHS / SHI). There is 
some co-funding.

Prices of many medicines are 
regulated (= price control), at the 
manufacturer and at the 
distribution levels.

Health insurance coverage

“Millennium Development Goal (MDG) 8-E expresses a global commitment 
to ensure that access to essential affordable medicines is achieved by 2015. 
To achieve this goal an increase in spending on medicines in low- and 
middle-income countries may be required This could be achieved by an

National Health Service (NHS) and Social Health Insurance Systems (SHI)
in the EU Member States
System EU Member States

middle-income countries may be required. This could be achieved by an 
increase in health insurance coverage or increased public expenditure.” 
(WHO, The World Medicines Situation 2011, chapter on Medicines 
Expenditure)

6

NHS CY1, DK, ES, EL, FI, IE, IT, LV, MT, PT, SE, UK = 12
SHI AT, BE, BG, CZ, DE, EE, FR, HU, LT, LU, NL, PL, RO, SI, SK = 15

1 Cyprus, currently a kind of NHS, is being transformed to a SHI

Please note that mixed systems are possible.

Source: WHO Collaborating Centre for Pharmaceutical Pricing and Reimbursement Policies, Vienna 
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Pharmaceutical expenditure / globally vs. Europe
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Source: WHO, The World Medicines Situation 2011, chapter on Medicines Expenditure

Pharmaceutical expenditure per capita 2009 in € PPPa

210
220

470
290

310
250

480
390

EE
DK
DE
CZ
CY
BG
BE
AT

400
340

350
290

420
330
330

160
400

230
280

230
390

250
420

500
370

470
340

400
550

EU-15
Median EU-27*

EU-27*
UK
SK
SI
SE

RO
PT
PL
NL
LV
LU
LT
IT
IE

HU
FR
FI
ES
EL

8

90
270

350
390

280
400

0 100 200 300 400 500 6

TR
NO

IS
CH

EU-12*
EU 15

in Euro

*excl. Malta
2009 or latest available year (2008: BG, CY, EE, LT, LU, PT, RO, UK; 2007: EL, LV; 2000: TR)
Out-patient pharmaceutical expenditure (in Euro, adjusted for purchasing power): public and private expenditure for prescription-only medicines (POM) and over-the-counter (OTC) 
medicines (AT, CZ, DE, DK, EE, FI, FR, IS, PL, SI, ES, SE, CH, TR), only for POM (BE, LU, NO (estimation), SK), for pharmaceuticals and other medical non-durables (BG, CY, EL, HU, IE, IT, 
LV, LT, PT, RO, UK)
EU-12 are the “new” EU Member States which acceded on / after May 2004 to the EU
Sources: PHIS Database by the WHO Collaborating Centre for Pharmaceutical Pricing and Reimbursement Policies, Vienna, based on OECD Health Data, June 2011 (AT, BE, CZ, DE, DK, 
FI, FR, EL, EE, HU, IS, IE, IT, LU, NO, PL, PT, SK, SI, ES, SE, CH, UK, TR), Eurostat Public Health Database 2010 (BG, CY, LV, LT, RO), national sources (NL)
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Share of pharmaceutical expenditure of in % of health expenditure 2009
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Out-patient pharmaceutical 
expenditure: public and private 
expenditure for prescription-
only medicines (POM) and over-
the-counter (OTC) medicines 
(AT, CZ, DE, DK, EE, FI, FR, IS, PL, 
SI, ES, SE, CH), only for POM (BE, 
LU, NO (estimation), SK), for 
pharmaceuticals and other 
medical non-durables (BG, CY, 
EL, HU, IE, IT, LV, LT, PT, RO, UK)
Health expenditure: Total health 
expenditure (AT, CZ, DK, EE, FI, 
FR, DE, EL, HU, IE, IT, LU, NL, NO, 
PL, PT, SK, SI, ES, SE, UK); only 
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Sources: PHIS Database by the 
WHO Collaborating Centre for 
Pharmaceutical Pricing and 
Reimbursement Policies, Vienna, 
based on OECD Health Data, June 
2011 (AT, BE, CZ, DE, DK, FI, FR, 
EL, EE, HU, IS, IE, IT, LU, NO, PL, 
PT, SK, SI, ES, SE, CH, UK), 
Eurostat Public Health Database 
2010 (BG, CY, LV, LT, RO), 
national sources (NL)

Public/private share of pharmaceutical expenditure 2009
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Out-patient pharmaceutical 
expenditure: public and private 
expenditure for prescription-
only medicines (POM) and over-
the-counter (OTC) medicines 
(AT, CZ, DE. DK, EE, FI, FR, IS, 
PL, SI, ES, SE, CH), only for POM 
(BE, LU, NO (estimation), SK), 
for pharmaceuticals and other 
medical non-durables (BG, CY, 
EL, HU, IE, IT, LV, LT, PT, RO, 
UK)
Sources: PHIS Database by the 
WHO Collaborating Centre for 
Ph i l P i i d

10

NO

IS

CH

EU-12*

EU-15

EU-27*

UK

SK

SI

SE

RO

PT

45%

43%

32%

56%

30%

41%

15%

30%

44%

41%

55%

44%

55%

57%

68%

44%

70%

59%

85%

70%

56%

59%

45%

56%

private public

Pharmaceutical Pricing and 
Reimbursement Policies, 
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CH, UK), Eurostat Public Health 
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Market authorisation:
regulated at EU level (Directive 
2004/27/EC)

Pricing and reimbursement:Pricing and reimbursement:
mainly a competence of the EU 
Member States

Transparency Directive 
(Council Directive 89/105/EEC)

− time-frame: 90 + 90 days for 
P + R

− statement of reasons based 
on objective and verifiable 
criteria

Pricing and reimbursement
often interlinked

11

− publication and 
communication to the 
European Commission 

Distribution / dispensing to 
patients

− Hospital treatment
− Dispensing to out-patients

» POM dispenaries
− Community pharmacies

Who dispenses medicines to out-patients?

− Self-dispensing doctors
− Hospital pharmacies for 

out-patients – a few cases

» OTC dispensaries
− E.g. drugstores,

para-pharmacies,

12

e-pharmacies
− Continuously playing a role

*excl. LU, RO, SI
2009 or latest available year (2010: BG; 2008: AL, UK, PT, LT; 2007: 
LV, BE; 2006: SE, PL, IE, HU, EE, DK, CY; 2005: TU, DE)

Sources: PHIS Database by the WHO Collaborating Centre for 
Pharmaceutical Pricing and Reimbursement Policies, Vienna,
based on PPRI and PHIS Pharma Profiles and national sources
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Definition:
Pricing policies where government authorities set the price of a 
pharmaceutical and/or indirectly influence it (e.g. statutory 

i i i i i bli ) C f

Price control

pricing, price negotiations, public procurement). Contrary to free 
pricing. 
Source: PPRI/PHIS Glossary (http://phis.goeg.at)

Practice in the EU
» Price control in nearly all EU Member States
» In the majority of the EU Member States,

13

j y ,
price control is limited to reimbursable medicines
− E.g. AT, CZ, EE, FR, HU, IT, LT, SK, SI
− For all medicines (e.g. BE, EL, LU) or for POM (e.g. BG, RO)

» “Free pricing countries”: DK and DE
» PPRS in UK Sources: PHIS Database by the WHO Collaborating Centre for 

Pharmaceutical Pricing and Reimbursement Policies, Vienna,
based on PPRI and PHIS Pharma Profiles and national sources

» Statutory pricing
− Definition: Pricing system, where pharmaceutical prices are set on a 

regulatory basis (e.g. law, enactment, decree).

Pricing policies at manufacturer level

g y ( g , , )
− Practice: Most common price control policy in the EU (e.g. BE, BG, CY, CZ, EL, 

ES, LT, LU, PT, SE)

» Price negotiations
− Definition: A form of pricing procedure, where pharmaceutical prices are 

discussed / negotiated (e.g. between manufacturer and social health 
insurance / national health service).

− Practice: Used in a few countries (ES, FR, IT)

14

» Procurement
− Definition: Buying medicines on the basis of a tendering procedure, granting 

the contract to the best tenderer (pharmaceutical company / importer). Often 
public procurement, i.e. done by the state (e.g. public hospitals) 

− Practice: in the hospital sector and/or for public functions
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External Price Referencing 2011 

No external price referencing

External price referencing
FI

Increasingly used in 
the EU, currently in 
23 EU-MS + NO

External price referencing
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PL
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15

23 EU MS + NO

EPR-like procedure 
in DE in 2011 ESPL

FR
IT HR

EL
AL

RO

BG

SI
U

MT

CYSources: PHIS Database by the WHO Collaborating Centre for 
Pharmaceutical Pricing and Reimbursement Policies, Vienna,
based on PPRI and PHIS Pharma Profiles and national sources

FI

Pricing policies at distribution level
» 4 of the 27 EU-MS apply no statutory wholesale 

mark-ups
− In these countries  (DK, FI, SE, NL) the 

h h i i i ll d h
SE

EE

UK

LV

NL

BE

LT

LU

DE

CZ

PL

pharmacy purchasing price is controlled, the 
ex-factory price is an outcome of 
negotiations between manufacturer & 
wholesaler.

− All other PPRI countries have statutory 
wholesale mark-ups, either a linear mark-
up or a regressive scheme. 

» Pharmacy margins are regulated in all 27 EU-MS
U ll th t k th f f i

CH
AT

SK

FR
HU

PT

RO

ES

IT
BG

EL

CY
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− Usually, they take the form of a regressive 
scheme or a linear mark-up.

− Pharmacy remuneration - fixed fees in NL 
and DE (flat  fee with a linear mark-up)

− SI and UK:
fee-for-service remuneration

Sources: PHIS Database by the WHO Collaborating Centre for 
Pharmaceutical Pricing and Reimbursement Policies, Vienna,
based on PPRI and PHIS Pharma Profiles and national sources
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VAT rates for medicines 2011 
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2.5 2.1

0 0 0 0
0

AT BE BG CH CY CZ DE DK EE EL ES FI FR * HR HU IE IS IT LT* LV MT NL NO PL PT RO SE SI SK TR UK

standard VAT rate VAT for POM or reimbursable med.* VAT for OTC or non‐reimbursable med.*

Sources: PHIS Database by the WHO Collaborating Centre for Pharmaceutical Pricing and Reimbursement Policies, Vienna,
based on PPRI and PHIS Pharma Profiles and national sources

Relevant price types

Out-patient

Ex-factory price

In-patient

Ex-factory price Official hospital price

Pharmacy purchase price 
(wholesale price)

Pharmacy retail price net

Pharmacy retail price gross

Pharmacy purchase price 
(wholesale price)

Pharmacy retail price

Actual hospital price

18

Pharmacy retail price gross
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Pricing and procurement in the hospital sector

19
Sources: PHIS Database by the WHO Collaborating Centre for 
Pharmaceutical Pricing and Reimbursement Policies, Vienna,
based on PPRI and PHIS Pharma Profiles and national sources

Reimbursement lists

Positive lists (synonym: formulary)
− Definition: List of medicines that may be prescribed at the 

expense of the third party payer.
− Practice – out-patient: In 24 EU Member States (in all but DE, ES, 

UK) - in the out-patient sector
− Practice – in-patient: hospital pharmaceutical formularies

(at hospital level; additionally national formularies in FR, LV, PT & 
regional formulary in DK + NO)

Negative lists
− Definition: List of medicines which cannot be prescribed at the 

expense of the third party payer

20

expense of the third party payer
− Practice – out-patient: Negative lists are less common (DE, HU, 

UK; legal basis in FI and in EL)

Positive / negative lists have to be seen in consideration with 
the reimbursement eligibility schemes!

Sources: PHIS Database by the WHO Collaborating Centre for 
Pharmaceutical Pricing and Reimbursement Policies, Vienna,
based on PPRI and PHIS Pharma Profiles and national sources
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Reimbursement eligibility schemes – key schemes

Product-specific eligibility
− Definition:  Eligibility for reimbursement depends on the medicine in question 

(either a medicine is considered as reimbursable or as non-reimbursable). ( )
− Practice: In most EU Member States

Disease-specific eligibility
− Definition:  Eligibility for reimbursement is linked to the underlying disease 

which shall be treated. 
− Practice: Key scheme in the Baltic States

Population-group-specific eligibility
− Definition: Specific population groups (e.g. children, old-age pensioners) are 

eligible for medicines, while others are not. 
h l

21

− Practice: Key scheme in CY, MT, IE; elements on many countries

Consumption-based eligibility
− Definition: The level of reimbursement depends on the expenses for medicines 

of a patient within a certain period of time (increasing reimbursement with rising 
consumption).

− Practice: DK, SE
Sources: PHIS Database by the WHO Collaborating Centre for 
Pharmaceutical Pricing and Reimbursement Policies, Vienna,
based on PPRI and PHIS Pharma Profiles and national sources

Reimbursement rates
Definition
The percentage share of the price of a medicine or medicinal 
service,  which is reimbursed/subsidized by a third party payer. 
The difference to the full price of the medicine or medicinal service 
is paid by the patients. 

Practice in EU – out-patient
− Defined percentages such as 100% for essential medicines, 80% 

for chronic medicines, 60% for medicines that have moderate 
improved therapeutic effect

− Only AT, DE, IT, NL and UK have 100% reimbursement (additional 

22

co-payments such as prescription fees are common)

Practice in EU – in-patient
− 100% coverage/reimbursement for medicines in in-patient 

care
Sources: PHIS Database by the WHO Collaborating Centre for 
Pharmaceutical Pricing and Reimbursement Policies, Vienna,
based on PPRI and PHIS Pharma Profiles and national sources
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Definition:
The social health insurance / national health service 
determines a maximum price ( reference price) to be

Reference price systems

determines a maximum price (= reference price) to be 
reimbursed for certain pharmaceuticals. On buying a 
pharmaceutical for which a fixed price / amount ( = 
reimbursement price) has been determined, the insured 
person must pay the difference between the fixed price / 
amount and the actual pharmacy retail price of the 
pharmaceutical in question, in addition to any fixed co-
payment or percentage co-payment rates. Usually the 
reference price is the same for all pharmaceuticals in a

23

reference price is the same for all pharmaceuticals in a 
given ATC 4 and/or ATC 5 level group. 

Source: PPRI /PHIS Glossary, http://phis.goeg.at

Sources: Glossary, WHO Collaborating Centre for Pharmaceutical Pricing 
and Reimbursement Policies, Vienna,

Reference price systems 2011

FI

DE

DK

BE
LU

NL
UK

IE

NO
SE EE

LV

LT

PL

CZ

AT

SK

HU

No Reference Price System

Reference Price System, 
reference groups at ATC 5 level
Reference Price System, 
broader definition of reference groups

24

20 EU Member 
States
with a reference 
price system

ESPL

FR
IT

HR

EL
AL

RO

BG

SI
U

MT

CY

Sources: PHIS Database by the WHO Collaborating Centre for 
Pharmaceutical Pricing and Reimbursement Policies, Vienna,
based on PPRI and PHIS Pharma Profiles and national sources
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Generics shares – total out-patient market 2009
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2009 or latest available year: 
2010 (BE), 2008 (FI, SI, ES), 
2007 (AT, RO), 2006 (SE), 2005 
(CZ, EE, DE, HU, TR, UK)

Source: PHIS Database by the 
WHO Collaborating Centre for 
Pharmaceutical Pricing and 
Reimbursement Policies, 
Vienna, based on data provided 
in PPRI and PHIS Pharma 
Profiles, plus additional 
national sources

Generic substitution and INN prescribing
Generic substitution: Practice of substituting a pharmaceutical, whether marketed under a trade
name or generic name (branded or unbranded generic), by a pharmaceutical, often a cheaper
one, containing the same active ingredient(s). Source: PPRI/PHIS Glossary, http://phis.goeg.at
Practice of generic substitution in the EUPractice of generic substitution in the EU

− Not allowed in seven countries
− Allowed in 22 countries, 

− thereof indicative in 14 and
− mandatory in eight

INN (International non-proprietary name) prescribing refers to physicians prescribing medicines by 
its INN, i.e. the active ingredient name instead of the brand name. INN prescribing may be allowed 
(indicative INN prescribing) or required (mandatory INN prescribing). Source: PPRI/PHIS Glossary

26

( p g) q ( y p g) / y
Practice of INN prescribing in the EU

Not allowed in five countries
Allowed in 23 countries, 
− thereof indicative in 18 and 
− mandatory in 5

Supported by electronic
prescribing system in the Netherlands

Sources: PHIS Database by the WHO Collaborating Centre for 
Pharmaceutical Pricing and Reimbursement Policies, Vienna,
based on PPRI and PHIS Pharma Profiles and national sources
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Challenges & outlook

Pharmaceutical policies should ensure the access to essential / 
needed medicines in spite of tight budgets
Make decisions based on best practice, evidence and 
experiences from other countries
Not only pricing and reimbursement, but other elements of a 
rational use of medicines
Not only focusing on the out-patient sector, but considering 
also the hospital sector & good-practice examples of interface 
management

27

Benchlearning is important, but each country needs to formulate 
its policies in according to the country-specific framework 
impacted by culture and historic developments
Need for common understanding, databases, information 
systems

For further reading & data sources

28

http://whocc.goeg.at
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Contact

Dr. Sabine Vogler

Stubenring 6
1010 Vienna
T: +43 1 515 61-147
F: +43 1 513 84 72
E-mail: sabine.vogler@goeg.at
www.goeg.at
http://ppri.goeg.at
h // hihttp://phis.goeg.at
http://whocc.goeg.at


