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EU to review drugs rules amid concern about fakes
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The European Commission is to rule next year on whether regulations should be tightened to tackle the sale of counterfeit medicines.

Günther Verheugen, the EU industry commissioner, has launched studies to assess whether efforts to cut red tape and restrict the introduction of fresh regulations were outweighed by a need to prevent counterfeit medicines and medical devices.

His decision came as Jean-François Dehecq, the chairman of Sanofi-Aventis, the French pharmaceuticals group, and vice-chairman of the European industry association, called for a ban on the repackaging of medicines and tighter controls on so-called parallel trade in efforts to exclude fakes from the market.

The big pharmaceuticals companies have long accused parallel traders, often small independent companies, of compromising the safety of supply chains between manufacturers and pharmacies, creating an opportunity for unscrupulous traders to sell counterfeit drugs.

The European Association of Euro-Pharmaceutical Companies, which represents the parallel traders, said last week that the European supply chain was "robust" and called the connection between the medicines it handles and counterfeit medicines "inaccurate".

Technology consultancies such as Aegate have also been keen to stress the risks of counterfeiting, and propose solutions such as a bar code system linked to a unique identity number for every packet of medicines.

The most recent efforts by the World Health Organisation to quantify the scale of counterfeit drugs have suggested that while they are widespread in the developing world, they account for less than 1 per cent of medicines in industrialised countries.

While counterfeit drugs represent a growing public health concern worldwide, the connection with parallel trade in Europe is more hotly debated. Most fakes identified within the EU come via unregulated internet sales, not through pharmacies.

In private, some pharmaceutical companies admit that taking a high-profile stance on counterfeiting is a way to improve their public image as fighters for safety, as well as a fresh line of attack on a parallel imports that cut into their profit margins.

The Association of the British Pharmaceutical Industry estimated that the process deprived its members of £1bn ($2bn, €1.46bn) in sales in 2005, which could have been re-invested in new research by the drug companies.

A London School of Economics study in 2004 suggested that most of the savings were simply taken by the traders, without providing significant discounts to health services.

EU policymakers and institutions have remained largely supportive of parallel trade as a manifestation of the free movement of goods.

The drugs companies have instead attempted to tackle parallel traders by legal challenges to repackaging, and by restricting supplies in countries where they sell drugs more cheaply, to stifle surplus stocks being bought up and sold by parallel traders elsewhere.
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