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Reducing the European healthcare budget with generics and 
biosimilars
The world market for medicinal products is expected to reach 
US$1 trillion in 2014. Global spending on medicines is expected to 
grow to nearly US$1.2 trillion by 2017 [1]. As governments around 
the world try to rein in healthcare expenses, generics and biosimi-
lars can play a major role in reducing this budgetary burden.

Intellectual property
Intellectual property (IP) rights are of critical value in a  knowledge-
based society and pharmaceutical companies are particularly 
dependent on appropriate patent protection and enforcement. 
Equally, effective competition between originator and generic 
drugs generates incentives for originator pharmaceutical compa-
nies to continue investing in research and development.

Budget constraints
Due to a combined effect of the so-called ‘patent cliff’ (when a 
large number of key small molecule brand-name drugs become 
open to competition from generics) and the current economic 

crisis, in recent years most OECD (Organisation for Economic 
Co-operation and Development) countries have even experi-
enced a consolidation or decrease in pharmaceutical expendi-
ture as a share of total healthcare expenditure. Most of these 
savings have been achieved by the replacement of expensive 
brand-name drugs with low cost generics.

Other changes have also been introduced to reduce spending 
on medicines. Changes affecting reimbursement lists and pro-
cedures, e.g. de-listings, introduction of positive and/or nega-
tive lists; and the reference price system, i.e. changes in pricing 
methodology allowing lower reference prices, broader clusters 
of similar medicines, and/or the pricing of generics in a cluster 
(‘generic price link’) are being made.

Measures to increase the uptake of generics, such as making 
prescribing by international non-proprietary name mandatory 
and the use of public awareness-raising campaigns, have been 
frequently used.

Despite these measures, pharmaceutical expenditure still 
accounts for a considerable percentage of total healthcare 
spending in Europe. In 2011, spending on drugs as a percentage 
of total healthcare spending ranged from 6.8% in Denmark to 
33.4% in Hungary; followed by Greece (28.5%) and the Slovak 
Republic (27.4%).

European Union measures
The European Union (EU) has introduced several measures, 
such as a centralized procedure for the authorization of medi-
cines, rules facilitating the approval of generics, support to 
small- and medium-sized enterprises (SMEs), and regulatory 
data protection incentives to promote innovation while assuring 
timely access of patients to medicines.

Biosimilars
Biosimilars can also play a major role in improving public health 
since they address the need for the responsible allocation of 
public funds while opening up promising treatment options for 
patients by increasing their affordability. However, to realize 
the potential benefi ts that biosimilars offer requires not only a 
robust regulatory framework such as the one in place in the EU, 
but also effective risk management.

Experience to date suggests that the most important conditions 
required for market uptake of biosimilars are factors such as:
 i. physician perception
  ii. patient acceptance
iii. local pricing and reimbursement regulations
 iv. procurement policies and terms.

Fostering the informed uptake and improving early access to 
high quality biosimilars on the basis of the EU’s regulatory 
framework, i.e. through access to unbiased information and 
education of patients, healthcare professionals and payers, while 
closely  monitoring the EU’s market penetration of biosimilars 
may  contribute to the success of the dual objectives of improv-
ing overall public health and the sustainability of Member States’ 
healthcare systems.
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According to IMS Health, although biosimilars are a small  segment 
in the total pharmaceutical market (∼ 1%), they have experienced 
exceptional growth (38% in 2012). Biosimilars’ share of the acces-
sible European market has grown steadily from their launch and 
is now at 18%. Biosimilars have a 13% share of the growth hor-
mone market, 19% of the erythropoietin market, and 49% of the 
granulocyte colony-stimulating factor  market [2].

The per capita uptake of biosimilars and the size of the acces-
sible market however differ between European markets [3]. For 
example, in the UK biosimilars make up only 30% of the volume 
market share of their reference products, despite the fact that the 
UK has one of the highest market shares of generics in Europe. 
In 2010, 83% of prescriptions in England were prescribed and 
67% were dispensed as generics [4]. The UK biosimilars uptake 
is signifi cantly lower than in Germany, where biosimilars have 
around 50% volume uptake [5].

Continued effort
Member States’ governments will need to continue their efforts to 
limit the future growth in medical expenditures, especially for med-
icines. The use of generics and biosimilars is therefore expected 
to be promoted as a lower-cost alternative by public and private 
 payers. However, lack of competition and insuffi cient or  ineffective 
policies promoting the use of generics and biosimilars can limit the 
ability of governments to implement budgetary savings.
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2014 World Transplant Congress, San Francisco, California, 
USA, 26–31 July 2014
This was a joint meeting of the American Society of Trans-
plant Surgeons (ASTS), The Transplant Society (TTS) and the 
 American Society of Transplantation (ATS). The Congress was 
packed with an impressive number of interesting Symposia, 
State-of-the-Art Lectures as well as Plenary and Poster Sessions 
covering all aspects of basic and clinical research and care of 
transplant patients. Interested readers who were not aware of 
the World Transplant Congress should visit the  meeting website 
at www.wtc2014.org/

There were however relatively few presentations, sessions and 
posters dealing with generic or biosimilar medicinal products 
including talks by Professors Teun Van Gelder (Rotterdam, The 
 Netherlands),  Jennifer Harrison (Toronto, Canada), and Rita  Alloway 
( Cincinnati, Ohio, USA), and some relevant posters including one 
from  Montreal with the provocative title ‘Is it  ethical to prescribe 
generic immunosupprssive drugs to our transplanted patients’.

I found the State-of-the Art Address by past Nobel Prize  winner 
Shinya Yamanaka, MD, PhD, particularly thought provoking 
with respect to biosimilars. Professor Yamanaka described his 
programme to develop human blood cells, white blood cells, 
red blood cells and platelet precursors from transformed human 
fi broblasts. It has been calculated that with ‘only’ fi broblasts from 
about 140 specifi c HLA donors it should be possible to generate 
HLA compatible human blood cells for more than 90% of the 

Japanese population and apparently human trials using these 
cells are soon to begin in Japan. Similar programmes might also 
provide solid organs for use in transplantation. If successful this 
could solve major problems with human blood product and solid 
organ availability. However, this would also create the potential 
for future ‘follow-on’ versions of all of these biological products. 
Approval and use of such follow-on ‘biosimilars’ would also 
however create some interesting regulatory and clinical barriers.

GaBI Journal has published papers dealing with transplantation 
but if the number of attendees present and research topics cov-
ered at this meeting is any indication the number of manuscripts 
and topics covered could increase greatly. I encourage readers 
who are involved in transplantation to consider GaBI Journal 
for manu scripts dealing with all aspects of generics, biosimi-
lars and non-biological complex drugs to submit their work for 
consideration.
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