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Through bilateral and multilateral trade 
agreements, the EU aims to improve the 
protection of intellectual property rights (IPR), 
going beyond World Trade Organisation (WTO) 
rules. Strengthened border controls have 
enabled many seizures of drugs in transit to 
developing countries to be made in 2009.   
Civil society groups criticise this policy, in 
particular since it could have a negative impact 
on production and trade in generic drugs. 
Millions of sick people in poor countries depend 
on these. 
The European Commission considers it has 
taken these concerns into account by softening 
its position in the current negotiations on a free 
trade agreement (FTA) with India. Furthermore, 
the Commission stresses that the Anti-
Counterfeiting Trade Agreement (ACTA) 
respects the WTO flexibility clauses for public 
health concerns. 
In order to defend Europe's main comparative 
advantage – innovation – the Commission 
advocates strengthening IPR protection for 
European companies, which at present often 
finds their rights breached on the global 
market. This position has strong support from 
pharmaceutical companies, except the 
producers of generic medicines. 
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Glossary 
Trademark: Intellectual property right (IPR) on a 
commercial sign that serves in business to 
distinguish the goods and/or services of one 
undertaking from those of other undertakings. 

Patent: Intellectual property right that protects 
inventions that are new, have an inventive step 
and are capable of industrial application. It 
grants the holder the exclusive right, for a limited 
period of time (generally 20 years), to stop others 
from making, using or selling the patented 
invention without authorisation. 

Statistics on access to medication  

Access to drugs varies hugely across the 
world. (see chart1) 

Chart 1 - Percentage of population with access to 
necessary medication  

Unknown (4)

Less then 50% (30)

From 50% to 80% (66)

From  81% to 95% (34)

Over 95% (57)
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Data source: WHO, Medicines strategy 2002 - 2003 

There are many reasons, linked to the level of 
development, such as weaknesses in 
production, distribution and supply systems. 
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Above all, there is a lack of financial 
resources. 

Bi- and multilateral trade policy instruments 
can influence access to drugs in poor 
countries. This is not only related to drug 
supply, but also, more significantly, to 
market prices. In particular, measures to 
protect IPR can restrict the production of 
generics. Not only are these much more 
affordable, but they also create competitive 
pressure on prices for original producers' 
drugs.   

WTO context: the TRIPS agreement 

The WTO agreement on Trade-Related 
Aspects of Intellectual Property Rights 
(TRIPS), in force since 1995, is the reference 
framework for EU policy in the matter. It 
obliges the parties to introduce a patent 
system which offers protection for at least 
twenty years for all new inventions that are 
commercially applicable. This obligation also 
covers pharmaceutical products, although a 
variety of measures have created some 
flexibility in respect of medicines.   

The agreement foresees transition periods 
for the introduction of patents on drugs: 
least developed countries (LDCs) have to 
introduce them by 2016, while other 
developing countries have benefited from a 
shorter transition period of five to ten years.1 

Similarly, Art. 31 TRIPS gives countries the 
possibility to issue compulsory licences 
(without consent from the patent holder) to 
produce patented drugs, in the overriding 
interest of public health. The Doha 
Declaration of 2001 extended this provision 
to allow countries without production 
facilities of their own to import drugs under 
compulsory licences.2  

First conceived as a temporary derogation, 
the measure is included in a protocol 
modifying TRIPS, which has been open for 
signature since 2005.3 The perpetuation of 
this flexibility clause, which has not yet 
received the 102 signatures required for it to 

enter into force, could be interpreted as a 
growing concern for public health on the 
part of the WTO.  

However, its reach should not be 
overestimated: so far, only one country – 
Rwanda – has invoked the clause in order to 
import drugs produced under compulsory 
licences from Canada. Commentators mainly 
blame the complicated procedures and a 
lack of national legislation for the limited use 
of this provision. 

EU trade policy 

Free trade agreements (FTAs) 
In the past, FTAs between the EU and 
developing countries contained only very 
general clauses on IPR protection. They did 
not go beyond calling for respect of WTO 
rules. They did not, as US agreements have, 
include specific additional demands.    

Since 2004, however, a reversal of this 
tendency has been observed. In its FTAs, the 
EU has been working towards a level of IPR 
protection that goes beyond the TRIPS rules, 
which the EU now considers to offer only 
minimal protection. 

This tendency is reflected in the 2005 
Strategy for the enforcement of intellectual 
property rights in third countries. It calls for a 
review of the approach towards IPR chapters 
in bilateral agreements, specifically by 
clarifying and strengthening IPR protection 
clauses. The TRIPS agreement remains one of 
the main references, but the strategy draws 
attention to its weaknesses. 

The strategy was first implemented with the 
Economic Partnership Agreement (EPA) 
concluded in 2007 with the Caribbean states 
of the CARIFORUM. It is the first with a 
substantial chapter on IPR. Art. 147, 
concerning patents, stipulates that the 
parties have to conform to a number of IPR 
treaties that go beyond TRIPS (TRIPS-plus). 

Art. 163 foresees strict enforcement 
measures, which can even include the 
seizure at borders of products suspected of 

http://www.wto.org/english/docs_e/legal_e/27-trips_03_e.htm
http://www.worldtradelaw.net/doha/tripshealth.pdf
http://www.worldtradelaw.net/doha/tripshealth.pdf
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2005:129:0003:0016:EN:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2005:129:0003:0016:EN:PDF
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breaching IPR. The agreement nevertheless 
recognises the importance of the Doha 
Declaration: the parties are bound to accept 
the protocol which makes permanent the 
temporary derogation. 4 

The most recent FTA, signed in May 2010 
with Columbia and Peru, introduces 
provisions on trials data exclusivity. 
Producers of original drugs have exclusive 
use of the clinical trials data necessary for the 
registration of the drug for a period of five 
years (the EU initially asked for 11 years).  

The EU-India FTA, still under negotiation, is 
potentially the most crucial for poor 
countries' access to medicines. India has 
specialised in generics production and 
produces the majority of medicines used in 
the third world, for example 80% of 
antiretroviral drugs. Proposals put on the 
negotiating table by the EU include:5 

 Trials data exclusivity for all drugs, 
irrespective whether patented or not 

 Patent duration extended beyond the 20 
years required by TRIPS 

 Enforcement measures such as seizures at 
borders and penalties for patent or 
trademark violations 

 Inclusion of IPR in the provisions on 
investment. This would allow foreign 
companies investing in India to take the 
government to court if they regard their 
IPR as having been breached, notably 
through compulsory licences or price 
regulation. 

The agreement was supposed to have been 
signed at the December 2010 EU-India 
summit. The earliest opportunity for its 
signature is now the December 2011 summit 
in Delhi, which demonstrates the difficulties 
of the ongoing negotiations.6 

Seizures at borders 
In 2008 and 2009, a number of deliveries of 
generic medicines exported from India to 
developing countries were temporarily 
detained on transit through the EU. These 
products were seized in accordance with 
Council Regulation 1383/2003 on intellectual 

property rights when passing through 
customs. The goods in question were not 
patented in the countries concerned, but in 
the EU. Public health concerns were also 
advanced to justify these seizures. India and 
Brazil subsequently filed a complaint against 
the EU at the WTO, arguing that the 
extraterritorial application of patent law was 
not in conformity with the Doha Declaration. 
After months of negotiations between the 
parties, the dispute seems to have been 
solved. The exact content of the settlement 
is unknown at present. However, it has been 
confirmed that the EU regulation will be 
revised in order to allow generic medicines 
to transit the EU without risk of seizure.7 

The "Watch List" 
Following the example of the USA, the EU 
started in 2006 to publish a list of countries 
that it considers fail to protect IPR 
adequately. That year, it named 14 countries. 
The 2009 report identifies 16, with China 
continuing to head the list. In 2009, India was 
added to the list, as were the USA, Canada 
and Israel. The list can be used to put 
pressure on partner countries, first and 
foremost in bilateral negotiations.  

ACTA 
The Anti-Counterfeiting Trade Agreement, 
the final version of which was published on 6 
December 2010, brought three years of 
negotiations between the EU and 11 
countries to a close.8 Concluded outside the 
WTO framework, this agreement aims to 
become the new global norm for IPR 
implementation. It sets out civil and criminal 
law and customs measures for the fight 
against IPR violations, as well as means of 
cooperation for the parties to enforce these 
measures. Even if the customs measures, 
which can constitute grounds on which to 
seize goods at borders, are not directed at 
patent breaches, they do include trademark 
violations, notably usage of a brand name or 
similar packaging.  

It should be noted that ACTA recognises the 
Doha Declaration in its preamble, as well as 

http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2003:196:0007:0014:EN:PDF
http://trade.ec.europa.eu/doclib/docs/2009/october/tradoc_145204.pdf
http://trade.ec.europa.eu/doclib/docs/2010/december/tradoc_147079.pdf
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Art. 8 of TRIPS, which allows the parties to 
adopt measures deemed necessary in the 
interest of public health.  

Stakeholder positions 

NGO concerns 
Non-governmental organisations (NGOs) 
engaged in health issues in developing 
countries have criticised EU trade policy for 
its lack of coherence with development 
policy. They accuse the EU, which remains 
the largest development aid donor, of 
pursuing a trade policy which endangers 
access to medicine in poor countries. By 
trying to protect European inventions 
irrespective of the cost, NGOs claim that the 
EU hinders the production and trade of 
generics, which are the only possibility for 
millions of sick people. NGOs are particularly 
critical of the following elements: 

 ACTA discourages generics: 
Even if patent breaches do not lead to 
seizures at borders and criminal penalties as 
set out in ACTA, the agreement could have a 
dissuasive effect on generics production and 
trade. Generic medicines can be seized on 
grounds of a resemblance to the original 
drugs. NGOs stress that similarities in names 
often stem from international 
denominations and not from a deliberate 
aim to mislead on the part of producers.  

Similarly, they regard the sanctions foreseen 
in the agreement, which can be financial or 
even imprisonment for certain IPR breaches, 
as disproportionate. Furthermore, their 
scope is widened to third parties - 
distributors, suppliers, and even public 
health authorities and NGOs. They fear that 
these elements in combination will amount 
to an obstacle for the development and 
circulation of generic medicines. These 
concerns are reinforced by the fact that the 
EU plans to make joining ACTA a prerequisite 
for future FTAs.9 

An appeal from academic circles calls on EU 
institutions not to approve ACTA in its 
current form. According to its signatories, the 

agreement is not only particularly worrying 
for the effects it could have on the trade in 
generics, but they also regard it as 
incompatible with EU legislation, notably 
ACTA's criminal penalties.  

 The EU-India FTA 
NGOs condemn the Commission's approach 
of pushing developing countries, through 
bilateral agreements, to accept higher IPR 
protection standards than provided through 
the WTO. The EU-India FTA gives rise to the 
most worries, because India is of crucial 
importance as a source of affordable generic 
medicines. Some 67% of drugs produced in 
India are exported to developing countries.  

Among other criticisms is the attempt to 
prolong the life span of patents beyond 
20 years, already considered too long. Then 
there are the measures guaranteeing 
exclusivity of trials data. In practice, 
producers of generics would have to redo 
the clinical trials already carried out, which 
would seriously affect prices and delay 
market entry of generics. Finally, there are 
border measures, which allow for drugs to be 
seized not only on grounds of public health 
but also of suspected IPR infringement, 
therefore for purely commercial reasons.10  

In order to improve access to medication and 
ensure IPR compliance, NGOs propose the 
establishment of a patent pool. This would 
be a mechanism to let patent holders group 
their patents together in such a "pool", and 
authorise those that need access to use their 
patents in exchange for royalty payments.11    

 Deliberately confusing counterfeiting and 
fake medicines: 

According to NGOs, this confusion is a 
strategy used by proponents of IPR 
strengthening to give their arguments an 
"altruistic" touch regarding public health, 
whereas what really drives them are 
economic interests. 

The industry's position 
"Innovating" pharmaceutical companies as 
well as trademark associations have both 

http://www.iri.uni-hannover.de/tl_files/pdf/ACTA_opinion_200111_2.pdf
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reacted enthusiastically to ACTA. They 
consider the TRIPS rules as minimal and 
insufficient to protect their legitimate 
interests. The industry reacted particularly 
positively to the enforcement of border 
measures foreseen in the ACTA. 12 

Representatives of "innovating" pharma-
ceutical firms are sceptical as to the 
introduction of compulsory licences. They 
say that these cannot solve the problem of 
access to medication and should be guided 
by strict procedures in a WTO context.  

The industry moreover stresses that trials 
data exclusivity is a legitimate and necessary 
precondition to advance research. The 
development of new medicines is a long (10 
to 15 years) and costly (US$1.2 billion) 
process. Return on investment could not be 
guaranteed without a period during which 
only the original company can use the trials 
data that were required to commercialise its 
invention.13    
It is not surprising that the position of 
generics producers is diametrically opposed 
to the rest of the industry. The TRIPS-plus 
provisions introduced via FTAs or ACTA are 
likely to damage the delicate balance 
between the commercial interests of the 
north and public health imperatives of the 
south negotiated at WTO level. They point 
out that counterfeiting is essentially a breach 
of trademarks and not of patent rights. 
Therefore, it should not be used as a pretext 
to introduce disproportionate IPR protection 
provisions in FTAs.14 

Positions of the EU institutions 

The European Commission 
The EU executive firmly defends its positions 
in the EU-India FTA negotiations as well as 
concerning ACTA.  

For the Commission, there is nothing in the 
draft agreement with India that would limit 
its capacity to export essential medicines in 
accordance with the TRIPS procedures. The 
Commission refutes the allegation that trials 
data exclusivity would call into question the 

option to use compulsory licences. In case of 
a conflict between the two provisions, the 
necessity to grant compulsory licences 
would prevail. Moreover, the Commission 
stresses that an extension of patent 
durations has been dropped from the 
negotiations and that the planned revision of 
customs procedures would allow 
unobstructed transit of generics from India.15  

On ACTA, the Commission points to the 
systematic and generalised attacks on IPR, 
which endanger competitiveness and 
employment in Europe. Indeed, according to 
Commission estimates, counterfeiting and 
product piracy in 2007 cost €250 billion and 
tens of thousands of jobs in the EU. It sees 
ACTA as an efficient instrument for 
defending innovation within the EU, its main 
comparative advantage. Fears regarding the 
impact of the agreement on access to 
medication are, according to the 
Commission, unjustified: it explicitly 
recognises the TRIPS flexibility clause, and 
patents are excluded from the chapters on 
border measures and criminal penalties.16 

The European Parliament 
Having still argued in 2007 against the 
tendency to go beyond the TRIPS rules, the 
position of the EP has evolved: 

In its Resolution of 12 July 2007 on the TRIPS 
agreement and access to medicines, the EP 
asked the Council to support those 
developing countries that use the TRIPS 
flexibility clause. It also called for the 
Commission's mandate to be restricted to 
keep it from introducing TRIPS-plus 
provisions in bilateral agreements with 
developing countries. This request was not 
repeated in its Resolution of 26 March 2009 
on an EU-India Free Trade Agreement. 
Stressing that India is one of the most 
important sources for counterfeit 
medication, the EP calls on India and the 
Commission to collaborate in the fight 
against this phenomenon. 

In its Resolution of 18 December 2008 on the 
impact of counterfeiting on international 

http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-//EP//TEXT+TA+P6-TA-2007-0353+0+DOC+XML+V0//EN
http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-//EP//TEXT+TA+P6-TA-2007-0353+0+DOC+XML+V0//EN
http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-//EP//TEXT+TA+P6-TA-2009-0189+0+DOC+XML+V0//EN
http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-//EP//TEXT+TA+P6-TA-2009-0189+0+DOC+XML+V0//EN
http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-//EP//TEXT+TA+P6-TA-2008-0634+0+DOC+XML+V0//EN
http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-//EP//TEXT+TA+P6-TA-2008-0634+0+DOC+XML+V0//EN
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trade, the EP recognises the dramatic effects 
of counterfeiting on the European socio-
economic system. It also underlines that it is 
necessary to distinguish between generic 
medicines, the distribution of which should 
be supported, and counterfeit medicines, 
which are a health hazard. MEPs call for 
different procedures for patent and 
trademark breaches, due to their differences.  

Finally, in its Resolution of 24 November 
2010 on ACTA, the EP expresses general 
satisfaction with the agreement, saying that 
it reflects its most important concerns. It is 
particularly satisfied with the reference to 
the Doha Declaration now included in the 
ACTA preamble. The EP considers ACTA as an 
instrument that will increase the efficiency of 
IPR enforcement, in the interest of EU 
exporters and IPR holders, whose rights are 
often disregarded on the global market. This 
resolution was the subject of significant 

debate in the EP.   

The Lisbon Treaty has extended the EP's 
trade policy competencies. The EP now 
shares with the Council the power to decide 
on legislation in this field (ordinary legislative 
procedure). In parallel, the EP role in the 
ratification of trade agreements has been 
enhanced. The EP has to give consent to all 
trade agreements.  

Further reading 

Access to generic drugs: transit and other 
customs issues (Current EU Rules and ACTA 
Negotiations) / DG EXPO Policy Department, 
Roberto Bendini, Policy Briefing, 2010. 

EU - India economic and trade relations / DG 
EXPO Policy Department, Elfriede Bierbrauer, 
Policy Briefing, 2011.  
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