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A review of generic medicine pricing in Europe

Professor Steven Simoens, MSc, PhD

Introduction: Switching from originator products to generic equivalents is a key method used by governments to reduce costs and
keep their healthcare systems sustainable. The aim of this article is to review generic medicine pricing in Europe by analysing the fac-
tors that influence them.

Methods: The literature review focused on selected studies that highlighted generic medicine pricing in ambulatory care in Europe.
PubMed, the Centre for Reviews and Dissemination databases, Cochrane Database of Systematic Reviews, and EconLit were searched
up to August 2011. Search terms included, ‘pharmaceuticals, ‘generic medicines;, ‘Europe; ‘pricing; ‘discount, and ‘rebate’
Bibliographies of included studies were checked for relevant studies and the status of generic medicines pricing in Europe was also
documented via accessing the European Generic medicines Association market survey.

Results: Ex-manufacturer prices for generic medicines were found to vary substantially between European countries, which suggests
that pricing not only reflects production costs, but is also influenced by the domestic regulatory environment. The penetration of
generic medicines is more successful in countries that permit free pricing of medicines than in those that have price regulation.
Although tendering systems may reduce (generic) medicine prices in the short term, little is known about the overall long-term

impact of such systems.

Conclusion: No single approach towards developing generic medicine pricing policies and attaining cost savings was evident.
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Introduction

Generic medicines are a key instrument for governments to sus-
tain their healthcare systems and control pharmaceutical expen-
ditures. This contribution of generic medicines to the sustainabil-
ity of European healthcare systems has been recognised by the
High Level Pharmaceutical Forums, ‘Generic medicines provide
an opportunity to obtain similar treatments at lower costs for
patients and payers, while liberating budgets for financing new
innovative medicines’ [1]. WHO also emphasises the cost-saving
potential of switching consumption from originator products to
generic equivalents [2].

This underlines the importance of gaining insight into gener-
ic medicine pricing in Europe, where pricing is an area of
national responsibility of the EU Member States. The aim of
this brief article is to review generic medicine pricing in
Europe. This will be achieved by providing evidence con-
cerning the generic medicine price levels in Europe and the
factors that influence price levels and by providing an insight
into the international literature on generic medicine pricing
policies and their impact. When addressing generic medicine
pricing policies, this article focuses on free-pricing systems
versus price-regulated systems, reference pricing, price com-
petition and discounts, and tendering procedures.

Methods

This literature review did not focus on summarising and assess-
ing all relevant studies, but rather drew on personally selected
studies about generic medicine pricing in Europe. As such, this
literature review was not systematic.

Studies were identified by searching PubMed, Centre for Reviews
and Dissemination databases, Cochrane Database of Systematic
Reviews, and Econlit, up to August 2011. Additionally, the bibli-
ography of included studies was checked for other relevant stud-

ies. Search terms included pharmaceuticals, generic medicines,
Europe, pricing, policies, regulation, market, competition, refer-
ence pricing claw-back, tendering, discount and rebate alone and
in combination with each other.

The literature review was restricted to generic medicine pricing
in ambulatory care in a European country. Studies of generic
medicine pricing in the hospital setting were excluded. Studies
could be published in Dutch, English, French, German or Italian.
Studies published prior to January 2000 were not included as this
is a rapidly changing field. Additionally, the market survey con-
ducted by the European Generic medicines Association was
accessed to document the status of generic medicine pricing in
Europe in 2011.

Results

Generic medicine pricing

Price levels

Professor Simoens conducted an international comparison of ex-
manufacturer prices of generic medicines in ambulatory care in
2005 [3]. Data on generic medicine prices of 15 mole-
cules/strengths were derived from IMS Health. The analysis was
limited to medicines in immediate release, oral, and solid dosage
forms. Prices were compared between nine European countries
(Belgium, Denmark, France, Germany, The Netherlands,
Norway, Spain, Sweden and UK) and with India. India was
included because the European generic medicines industry has
been facing competition from Indian firms which benefit from
lower labour and production costs, and weaker patent protection
laws.

Ex-manufacturer prices, i.e. the price at which a pharmaceutical
company sells medicines, for generic medicines varied substan-
tially between European countries. For instance, generic medi-
cine prices in the Scandinavian countries were substantially lower
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than prices in countries such as France, Germany, The
Netherlands or UK. Such European variation suggests that the
prices of generic medicines not only reflect underlying produc-
tion costs, but are also influenced by the domestic regulatory
environment surrounding registration, pricing, reimbursement
and distribution of generic (and originator) medicines. This illus-
trates the importance of domestic healthcare policies in the pric-
ing strategies of manufacturers. For instance, the introduction of
the ‘manufacturer’ and ‘wholesaler’ schemes in UK in 2005
(which purported to increase generic medicine pricing trans-
parency) reduced generic medicine prices by 32% in the first year
following policy implementation [4, 5].

This study also indicated that the lowest ex-manufacturer prices
of generic medicines were observed in India. Imports from India
are likely to put downward pressure on generic medicine price
levels in Europe. Indeed, Indian generic medicine prices could
give an indication of how much generic medicine prices in
Europe could drop in the future.

Factors influencing price levels

Generic medicine pricing not only varies between European
countries, but it can also differ between medicines within a
single country. Adriaen et al. examined the evolution of the retail
price of originator and generic medicines from July 2001 to
December 2005 in Belgium [6]. Price levels in the Belgian off-
patent market were influenced by a large number of issues such
as successive reductions in reference prices and prescription
status of medicines; by market incentives in the form of price
competition between generic medicines, competition between
originator and generic medicines or price agreements between
originator and generic medicines; by medication class; and by the
market power of the originator medicine.

Figure 1: Evolution of generic medicine market share [18]
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A recent study investigated whether there is a relationship
between the market share of generic medicines and the price
level in European off-patent markets [7]. Data on 35 oral
active substances were derived from IMS Health. Medicine
values were calculated on the basis of ex-manufacturer
prices. The analysis included countries with a high market
share of generic medicines (volume of 40% or more) as well
as countries with a low market share of generic medicines
(volume of 20% or less), see Figure 1. Data used were from
June 2002 until March 2006.

The authors calculated the evolution of off-patent market values,
ie. price x volume, of 35 selected active substances. The
decrease of market value in markets with a high share of gener-
ic medicines was more substantial (-26.6%) than the decrease in
markets with a low share of generic medicines (-0.06%),
although this was not statistically evaluated. In high generics
market share markets, medicine prices dropped by -43.18% and
in low market share markets by -21.56%. Thus, the extent to
which price competition from generic medicines leads to price
reductions appears to vary according to the market share of
generic medicines.

Markets with a high market share of generic medicines tended to
see a larger decrease in medicine prices than markets with a low
market share of generic medicines. This observation suggests that
the generic medicines industry is able to deliver competitive
prices if it is ensured a high market share of the off-patent
market. This high market share is dependent on demand-side
policies. On the one hand, countries with a high market share of
generic medicines have incentives in place for physicians, phar-
macists, and/or patients to demand generic medicines. On the
other hand, there are few incentives to stimulate demand for gener-
ic medicines in countries with a low
market share of generic medicines
[8]. This is corroborated by recent
work from Godman et al., which
suggests that European countries can
enhance prescribing efficiency by
implementing measures to lower
generic medicine prices in combina-
tion with demand-side policies such
as prescribing restrictions on origina-
tor medicines [9, 10].

Generic medicine pricing
policies

Free market versus price regula-
tion

European generic medicine pricing
systems tend to be: a) a free-
market approach, where manufac-
turers are (relatively) free to set
generic medicine prices; b) a price-
regulated system, where generic
medicine prices are set on a regu-
latory basis, e.g. by law; or ¢) a com-
bination of these two approaches,
e.g. price regulation for the first
generic medicine(s) and a free-
market approach for following
medicines [4, 11, 12].
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In Europe, the reimbursement status of a generic medicine tends to
determine which pricing system applies to a product. The literature
indicates that penetration of generic medicines is more successful
in countries that permit free pricing of medicines than in countries
that have price regulation [13-15]. In countries where a free-market
approach prevails, manufacturers of originator medicines can
charge premium prices both before and after patent expiry, there-
by attracting market entry of generic medicines. Manufacturers of
generic medicines are engaged in price competition and are able to
raise their market share by offering price reductions on their prod-
ucts. As a result, in countries with free pricing, the price difference
between originator and generic medicines tends to be higher than
in countries with price regulation [14, 16].

In contrast, in countries that rely on regulated prices, regulation
drives down the price of the originator medicine over the life
cycle of the medicine, thus discouraging market entry of generic
medicines [15]. The limited diffusion of generic medicines in such
markets restricts price competition following patent expiration,
although competition in the form of discounts to pharmacists
may occur [16]. In response to this, countries such as France have
introduced generics substitution targets to sustain generic medi-
cine market entry and price competition [17].

A market survey conducted by the European Generic medicines
Association in 2011 revealed that 80% of European countries
imposed price regulation and 20% adhered to free-market pricing
[18]. Of those countries with pricing regulation, 37% set the price
of generic medicines at a predetermined percentage below the
price of the originator medicine, 31% set a maximum price for
generic medicines, and 16% based the generic medicine price on
the average price of medicines in a selection of European coun-
tries. The mechanism used to link the prices of generic and orig-
inator medicines may produce the following incentive: if a gener-
ic medicine needs to be priced at, for example, 55% or more
below the price of an originator medicine throughout its life
cycle, as is the case in France, then manufacturers of originator
medicines can lower prices in an attempt to drive generic medi-
cines out of the market.

The mechanism of price regulation may also have an impact on
the extent to which price competition takes place and, hence,
can influence generic medicine pricing. A Norwegian study has
reported that a reference pricing system, i.e. a system where the
regulator establishes a common reimbursement level for a group
of interchangeable medicines, stimulated generics competition to
a greater extent and led to lower prices than did price-cap regula-
tion, i.e. a system where the regulator sets a maximum price that
can be charged for a medicine [19]. The recent literature suggests
that mechanisms to regulate prices such as price caps or a refer-
ence pricing system reduce prices of originator and generic medi-
cines and may encourage price competition beyond the price
reductions imposed by regulation in some countries, e.g. Austria,
Lithuania [11, 12], but not in others, such as Slovenia or Spain [20].

Reference pricing

The generic medicine price level is likely to be influenced by the
operation of a reference pricing system. Given that medicines
priced above the reference price are likely to lose market share
as a result of the additional patient co-payment, manufacturers
have an incentive to price generic and originator medicines at or
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below the reference price. Also, in some countries such as
Belgium, generic medicines need to be priced at or below the
reference price if they wish to gain reimbursement [21].

The market survey conducted by the European Generic medi-
cines Association found that 80% of European countries had a
reference pricing system in 2011 [18]. When setting reference
prices, the majority of countries took into account the prices of
existing medicines: the reference price was based on either the
lowest priced medicine (47% of countries), the lowest priced
generic medicine (21% of countries), the average price of medi-
cines (11% of countries), the average price of generic medicines
(5% of countries), or other measures (16% of countries). Reference
prices were established by active substance (42% of countries),
therapeutic class (31% of countries), pharmacological class (18%
of countries), or by another mechanism (9% of countries).

By calculating the reference price as a function of the prices of
existing medicines, generic medicine manufacturers may have an
incentive to compete, thereby driving down (reference) prices of
medicines [22]. Nevertheless, it should be noted that competition
does not exist in all countries that have adopted this mechanism
of setting reference prices. Therefore, in addition to setting refer-
ence prices as a function of the prices of existing medicines,
some countries have established a fixed minimum price differ-
ence between generic and originator medicines, e.g. France, Italy
and Portugal [8]. This approach has the benefit of guaranteeing
savings to the third-party payer, although it is not clear at what
level maximum prices of generic medicines need to be set. The
third-party payer will lose out if reimbursement prices of generic
medicines are established at a higher level than would have been
observed in a competitive market [22].

Discounting

In some European countries, competition between generic
medicine manufacturers takes the form of discounting to the
distribution chain rather than price competition. Indeed, two
studies found that generic medicine discounts ranged from
20-70% oft the wholesaler selling price in France and maximum
discounts exceeded 50% of the Drug Tariff price in UK [23, 24].
Retail prices overestimate the value of generic medicines if
generic medicines manufacturers compete by offering discounts
to the distribution chain. This is because retail prices do not
take these discounts into account. In the author’s opinion, the
practice of discounting is not clear to market actors and is not
fair as wholesalers and pharmacists are not rewarded for serv-
ices rendered, but rather for their ability to negotiate discounts
on artificial prices [22].

Such a system may financially benefit wholesalers and pharma-
cists, but it is not sustainable in the long run given that countries
increasingly compare prices across Europe and given that health-
care payers and patients do not capture the potential savings
from a generic medicines market where companies compete on
price [25]. In response to this, France has regulated the size of dis-
counts awarded in the distribution chain [24] and The
Netherlands has introduced claw-back mechanisms that aim to
recover the discounts that pharmacists receive. The introduction
of the ‘Manufacturer’ and ‘Wholesaler’ schemes in UK made the
manufacturing costs and discounts more transparent, leading to
lower prices for generic medicines [5].
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However, this type of government intervention is unlikely to be
as efficient as a market mechanism where generic medicine man-
ufacturers compete on the basis of prices rather than discounts to
the distribution chain. Price competition between generic medi-
cines manufacturers is transparent and easy for all market actors to
understand, and ensures that prices paid by healthcare payers and
patients reflect value [15]. For instance, Poland will introduce leg-
islation in 2012 that outlaws discounting to the distribution chain
and promotes price competition. However, such legislation also
needs to address the issue of pharmacist remuneration as pharma-
cists are likely to lose an important source of income if discounts
are outlawed.

Tendering

Tendering is a mechanism whereby a purchaser buys medicines
based on a competitive bidding process where the contract is
granted to the pharmaceutical supplier who offers the best bid
following strict criteria [26]. Whereas tendering procedures are
widely used in the hospital sector, in the last couple of years they
are also being rolled out in ambulatory care in an increasing
number of European countries with a view to constraining phar-
maceutical expenditure [27]. Few data are available to date on the
current status and impact of tendering procedures in Europe.

The literature suggests that significant pharmaceutical budget sav-
ings can be achieved from tenders, but the overall results are
unclear [28]. One study pointed to pharmaceutical budget savings
as a result of significant reductions in medicine prices in
Denmark, Germany and The Netherlands [29]. However,
although physicians and patients have incentives (in the form of
lower patient co-payment) to demand medicines that are includ-
ed in the tender in Germany, physicians still have the right to
write ‘do not substitute’ on the prescription form. Furthermore,
the Belgian experience indicates that tendering produced savings
for one specific medicine, but these savings were offset by the
fact that physicians switched their prescribing patterns to medi-
cines with a similar therapeutic indication that did not fall under
the tendering procedure, so-called ‘re-allocation of demand’, and
total expenditure actually increased [30].

Countries that have implemented tendering procedures have
sometimes witnessed a decrease in pharmaceutical investments,
a slowdown in the development of the generic medicine market,
short-term absences of some medicines due to logistic shortages,
a reduction in pharmacist remuneration, and problems with
patient compliance [29]. Finally, tendering systems in countries
such as Germany are regionally based and are initiated between
individual sickness funds and pharmaceutical companies and,
therefore, are less transparent than in countries such as Belgium,
which has a national tender.

Conclusion

Using evidence from the literature on generic medicine pricing
in Europe, this article suggests that competition from Indian
generic medicine manufacturers, international comparisons of
generic medicine prices, some mechanisms to set (reference)
prices, and efforts to move away from competition by discount
to competition by price are likely to put pressure on generic
medicine prices in European countries and to generate addi-
tional savings to healthcare payers and patients. These savings
may depend on the implementation of a free-market approach

GaBl Journal | www.gabi-journal.net

because more generics competitors tend to enter the market
and price competition is stronger in less-regulated markets.
Although tendering systems may reduce (generic) medicine
prices in the short term, little is known about the overall long-
term impact of such systems.

For patients

Once the patent of an originator medicine expires, generic med-
icines can enter the market. Generic medicines have the same
quality, safety and therapeutic efficacy as the originator medicine,
but are less expensive than originator medicines. In an era of
ageing populations and rising healthcare costs, generic medicines
allow patients to access safe, effective, high quality medicines at
20%—-80% of the price of branded originator medicines.
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