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EU Challenged on Generics Seizures

After months of speculation, Brazil and India have launched a WTO dispute against the EU and the Netherlands over the seizure of generic drugs in transit.

The complainants requested dispute settlement consultations on 11 May, citing a raft of EU and Dutch regulations that allow customs officials to detain goods in transit through European ports and airports if they are suspected of infringing intellectual property rights.

That is what happened in 2008 and 2009 to sixteen consignments of generic medicines on their way from India to destinations in Latin America and Africa. No intellectual property rights were infringed by either the manufacturer or the recipient since the drugs in question were not under patent in either country. However, pharmaceutical companies that own Dutch patents on the medicines managed to stop the release of the goods in transit under the EU’s extraterritorial application of patent rights. Most shipments were either destroyed or returned to sender. Only in a few cases were the generics permitted to proceed to their intended destination after considerable delay.

The best known example of such practices was the December 2008 seizure of hypertension drug losartan at Amsterdam’s Schipol airport. The consignment, bound for Brazil, was held for 36 days before it was returned to India (Bridges Year 13 No.1 page 12).

Brazil and India singled out EU Regulation 1383/2003, which provides the legal basis for such seizures. Both countries claimed that the regulation (and related Dutch and EU-wide legal texts) violates GATT Article V under which WTO Members must provide freedom of transit through their territories via the most convenient routes. Furthermore, all charges and regulations imposed on traffic in transit must be ‘reasonable’, and the goods must not be subject to any unnecessary delays or restrictions “except in cases of failure to comply with applicable customs laws and regulations.” The challenge for the panel will be to determine whether it is ‘reasonable’ to detain goods in transit because European patents may have been infringed while they pass through EU territory (Bridges Year 13 No.1 page 13).

Both complainants also alleged several violations of the TRIPS Agreement, including Articles 41 and 42, “because the measures at issue, inter alia, create barriers to legitimate trade, permit abuse of the rights conferred on the owner of a patent, are unfair and inequitable, unnecessarily burdensome and complicated and create unwarranted delays.”

The complainants, as well as many civil society organisations, have also evoked a breach of the spirit, if not the letter, of the Doha Declaration on TRIPS and Public Health, which confirmed that the agreement “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.”

Knowledge Ecology International noted that there was an important difference of opinion over whether countries should be “free to aggressively enforce patent and other intellectual property claims against goods in transit, or should goods in transit be protected when they are clearly intended to markets where their use is legitimate?” KEI expressed hope that an eventual dispute settlement panel would uphold the principle of ‘goods in transit’ due to the issue’s relevance to the challenge of providing access to medicine for all.

Meanwhile, the European Commission insists that the EU is open to revising its border regulations. It “has already signalled its intentions to modify its legislation to the extent necessary to clarify the procedures relating to medicines in transit,” said John Clancy, spokesman for DG Trade. “We are confident that a dispute on this issue will not be necessary,” he added.

So far, the complainants have not requested the establishment of a panel. Canada, China, Ecuador, Japan and Turkey have joined the consultations as third parties.

