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The issue: Seizures of generic medication by customs officials in Europe highlight the danger of border 

enforcement regimes based on allegations of intellectual property infringement. Under the guise of action 

against counterfeits, border enforcement rules hinder the flow of life-saving generic medicines. 

 

The EU is highly active in the field of IPR enforcement both domestically, through its trade negotiations 

in bilateral trade and investment agreements (FTAs) and in „Anti-Counterfeiting Trade Agreement‟ 

(ACTA) negotiations.  

 

IPR enforcement provisions are being incorporated in legislation related to counterfeits and therefore 

contrary to popular perception have nothing to do with improving the quality of medicines used in 

developing countries. Such enforcement provisions in anti-counterfeit laws are targeting intellectual 

property in the area of pharmaceuticals by including patent and civil trademark infringement disputes and 

are designed to have a chilling effect on generic drug production in developing countries and creating 

trade barriers so that affordable medicines cannot be sent from one developing country to another.  

 

IP enforcement: EC’s border detention regulations 
An example of such legislation is European Customs Regulation (Council Regulation (EC) No 1383/2003 

of 22, “concerning customs actions against goods suspected of infringing certain intellectual property 

rights and the measures to be taken against goods found to have infringed such rights”. The regulation 

allows IP right holders to petition customs officials to act “when goods are suspected of infringing an 

intellectual property right”.  

 

Available at 

http://www.ip-watch.org/weblog/wp-content/uploads/2009/03/l_19620030802en00070014.pdf 

 

Put in place in 2003, it ultimately led to the seizure by EU custom authorities of legitimate Indian 

generics in transit at European ports, en-route to other developing countries.  

 

EU‟s aim was to use its geographical position as a transit hub for international medicine trade, to delay 

and cancel consignments of generic medicines on alleged IP infringements. Such actions have a chilling 

effect on exporters and require alternative and potentially more expensive transit routes to be used that 

would inhibit the supply of medicines from Indian generic producers to other developing countries.   

 

The confiscation of medicines by EU customs 

The first incident that came into light, involved detainment in December 2008 by customs authorities in 

the Netherlands of the generic version of losartan potassium, used to treat high blood pressure, 

manufactured in India by the generic company Dr Reddy and in transit to Brazil. According to the 

statement of the Brazilian government at the TRIPS Council on March 3, 2009, 300 000 patients in Brazil 

were awaiting treatment with the said medicine. 

 

A further incident came to light in February 09 when it emerged that the Dutch authorities had in 

November 08 impounded a shipment of the antiretroviral drug, abacavir. The shipment of generic 

medicines had been purchased by the international drug agency UNITAID and was en route from India to 

patients in Nigeria. The medicines were prequalified (quality) by the WHO. In this case the drugs were 

eventually released four months after they were impounded. The shipment aimed at treating 166 HIV-

AIDS patients for 3 months. The customs initially stopped it for alleged patent infringement and then 

decided to confiscate the whole shipment.  

http://www.ip-watch.org/weblog/wp-content/uploads/2009/03/l_19620030802en00070014.pdf


 

In April 09, Health Action International has filed an official request with the Dutch government, 

under the Wet Openbaar Bestuur (the Dutch-equivalent of a Freedom of Information Act), to 

release all documents related to the recent seizures of generic medicines in transit. The reply from the 

Dutch government revealed that custom authorities in 2008 conducted 17 seizures of medicines bound for 

Brazil, Peru, Colombia, Ecuador, Mexico, Portugal, Spain and Nigeria. The drugs were for diseases such 

as cardiac ailments, AIDS, dementia and schizophrenia. Of these, 16 consignments originated from India 

and one from China. See the reply at 

http://www.haiweb.org/19062009/7%20May%202009%20Dutch%20government%20response%20to%20

Freedom%20of%20Information%20request%20(EN).pdf 

 

While the above seizures were based on allegations of patent infringement, the danger of border 

enforcement rules that applied to trademarks also came to light in May 09.  

 

A shipment of the generic Amoxicillin (manufactured in India) was seized by custom authorities while in 

transit through Frankfurt Germany, and on its way to Vanuatu, a least developed country. Amoxicillin is 

an first line antibiotic medicine used to treat a wide range of bacterial infections. The shipment that was 

seized comprised 3,047,000 tablets of Amoxicillin (250 mg), worth approximately 28,000 Euros. This is 

equivalent to 76,000 courses of treatment. EU customs picked up the consignment of generic amoxicillin 

on mistaken grounds of trademark infringement. It was released only once GlaxoSmithKline confirmed 

that there was no trademark infringement as amoxicillin is an international non-proprietary name (INN) in 

the public domain and as such is not the property of GSK. An INN or the generic name given to a 

pharmaceutical substance is meant to prevent confusion by providing a standard name for pharmaceutical 

substances. It is globally recognised and is public property. 

 

Response of Brazil, India, EC 

Brazil: While referring to the TRIPS article 28 (rights conferred) Brazil pointed out the territoriality 

principle, a keystone rule of intellectual property rights law. The medicines in question do not enjoy 

patent protection either in the country of exportation, or in the country of importation, whether or not the 

medicines are patent protected in the country of transit is irrelevant and can‟t justify their seizure.  

Intervention by Brazil at the WTO General Council (February 03 and 04, 2009). Available at: 

http://www.ip-watch.org/weblog/wp-content/uploads/2009/03/intervention-by-brazil.pdf 

 

India: TRIPS article 41.1 provides that enforcement procedures “shall be applied in such a manner as to 

avoid the creation of barriers to legitimate trade and to provide for safeguards against their abuse”. 

Intervention by India at WTO General Council Meeting (February 03, 2009) 

 

EC: So far, the response from the EU has been disheartening and, rather than amending the controversial 

regulation speddily, the EU seems to be exporting it to other platforms such as, free trade agreements and 

the proposed Anti-Counterfeiting Trade Agreement (ACTA). 

 

 

 

 

WHO statement 13 March 09  

http://www.who.int/mediacentre/news/statements/2009/access-medicines-20090313/en/index.html 

 

TRIPS & GATT  

Enforcement of EC‟s custom regulation is particularly problematic in light of the Doha Declaration‟s 

mandate that TRIPS “can and should be interpreted and implemented in a manner supportive of WTO 

members' right to protect public health and, in particular, to promote access to medicines for all” (Doha 

http://www.haiweb.org/19062009/7%20May%202009%20Dutch%20government%20response%20to%20Freedom%20of%20Information%20request%20(EN).pdf
http://www.haiweb.org/19062009/7%20May%202009%20Dutch%20government%20response%20to%20Freedom%20of%20Information%20request%20(EN).pdf
http://www.ip-watch.org/weblog/wp-content/uploads/2009/03/intervention-by-brazil.pdf
http://www.who.int/mediacentre/news/statements/2009/access-medicines-20090313/en/index.html


Declaration 2001, par. 4). Many countries lack pharmaceutical manufacturing facilities, and so they rely 

on imports from other countries. Seizure of in-transit goods for alleged patent and trademark infringement 

threatens their access to generic medicines.  

 

The Preamble to the TRIPS Agreement states clearly that, inter alia, the purpose of the TRIPS Agreement 

is to ensure that IP enforcement measures and procedures do not themselves become barriers to 

legitimate trade. This is reiterated in the first Article in Part III of the TRIPS Agreement that contains 

provisions on the „Enforcement of Intellectual Property Rights.‟ Thus, Article 41 specifies that enforcement 

procedures “shall be applied in such a manner as to avoid the creation of barriers to legitimate trade and 

to provide for safeguards against their abuse.”  

 

Article 51 of TRIPS sets out what actions border officials must take when dealing with suspected 

counterfeit or pirated goods and in a footnote states, “[i]t is understood that there shall be no obligation to 

apply such procedures to imports of goods put on the market in another country by or with the consent of 

the right holder [ie., parallel traded goods], or to goods in transit”.  

  

Article 52 specifies the “any right holder initiating the procedures under Article 51 shall be required to 

provide adequate evidence to satisfy the competent authorities that, under the laws of the country of 

importation, there is  prima facie an infringement of the right holder‟s intellectual property right...”   

 

Article V of the General Agreement on Trade and Tariffs, 1994 (GATT) enshrines the principle of 

freedom of transit. According to experts, “the extension of local patents to goods in transit raises a serious 

question of consistency with Article V of the GATT 1994. That article provides that regulations imposed 

on goods in transit “shall be reasonable”. A strong case can be made that extension of local patents to 

goods in transit constitutes the unreasonable extension of domestic regulation interfering with legitimate 

trade.”  

 

 

WTO Dispute- Why? 

India's dispute with the EU on the seizure of generic medicines in transit via ports [predominantly 

Rotterdam] and airports [e.g. Schipol & Frankfurt] by EU customs authorities was formally taken up by 

the Indian government to WTO's dispute resolution mechanism on 11th May 2010 - "Seizure of Generic 

Drugs in Transit", Dispute DS408. India grounds for filing are that EU domestic regulations and seizures 

are inconsistent with the obligations of the European Union under Articles V and X of GATT and various 

provisions of the TRIPs Agreement.  

 

[See complaint at http://www.wto.org/english/tratop_e/dispu_e/cases_e/ds408_e.htm] 

 

According to the WTO rules, the first step after filing a complaint is consultations - in which the two 

countries see if they are able to settle the differences without the help of the WTO secretariat. If, after a 

minimum of 60 days, this does not work, the complaining government can request a panel. This is 

requested at meetings of the Dispute Settlement Board. The accused party can block a request for a panel 

once, but not twice. 

 

Several countries that have subsequently joined the consultations as interested/affected parties include 

Brazil, Equador, Canada, China, Turkey and Japan.  

 

Brazil filed to join the consultations to take action against the seizure of consignments of generic 

medicines by EU customs meant for import into Brazil from India. In addition, Brazil has also filed for 

consultation on the ground that it is also an exporter of generic medicines. 

 

http://www.wto.org/english/tratop_e/dispu_e/cases_e/ds408_e.htm
http://www.wto.org/english/thewto_e/whatis_e/tif_e/disp1_e.htm


Brazil request for consultation:  

http://www.wto.org/english/tratop_e/dispu_e/cases_e/ds409_e.htm 

Till date, India and the 27-nation European Union bloc have already held two rounds of consultations in 

Geneva at the behest of the World Trade Organisation. The latest round of consultations was held on 

September 13-14.  

However since the row on seizures does not seem to get resolved through the consultations, India and 

Brazil are expected to press ahead with a request for establishment of a WTO dispute settlement panel to 

adjudicate over the seizure of generic drugs on high seas by EU member countries that allegedly violated 

global trade rules.  

 

 

 

http://www.wto.org/english/tratop_e/dispu_e/cases_e/ds409_e.htm

