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EAEPC WELCOMES CRUCIAL RULING FOR FREE MOVEMENT OF MEDICINES 

IN EUROPE

The EAEPC welcomes today’s ruling by the European Court of Justice as a crucial victory for competition in the pharmaceutical distribution sector, the EU single market and consumers. The ruling unequivocally confirms that manufacturers cannot partition the market in an attempt to harm legitimate competitors and disrupt parallel trade.

“This is a landmark case for parallel distribution of medicines in Europe. The ruling confirms that in principle EU competition law applies without exception to the pharmaceutical sector,” said EAEPC President Richard Freudenberg.

The Court’s ruling is very clear: “An undertaking occupying a dominant position on the relevant market for medicinal products which, in order to put a stop to parallel exports, refuses to meet ordinary orders is abusing its dominant position.”
The Court’s decision is about more than supply restrictions. It invalidates a series of empty economic arguments used by the pharmaceutical industry to justify numerous anticompetitive strategies, including supply quotas, dual-pricing and direct-to-pharmacy distribution schemes.

Mr. Freudenberg said: “The alleged economic specificity of the pharmaceutical sector has always been a shaky foundation on which to justify anti-competitive behaviour. Today’s ruling has dealt this argument a final blow”. 
Contrary to manufacturers’ claims, the Court concludes that “it cannot be argued that parallel exports are of only minimal benefit to the final consumers.”
The ruling also gives welcome guidance to national courts in the interpretation of “ordinary orders” and makes it crystal clear that domestic and international commercial relations are equally protected under EC competition law. The ruling leaves no doubt that manufacturers break the law if they limit supplies to national markets.  

With prospects of containing legitimate competition through the courts fading, the manufacturers have recently stepped up their smear campaign against the safety profile of parallel trade. Without any substantiating evidence, and under the guise of promoting supply chain safety, the industry is lobbying EU policymakers to propose technical regulatory changes that would de facto impede if not eliminate parallel distribution. Legislative proposals elaborated by Industry Commissioner Günter Verheugen are currently being assessed by the competition department and other parts of the European Commission. 

“This is an industry of enormous size and clout and the companies will continue to attack parallel distributors where they can,” said Dr. Heinz Kobelt, EAEPC Secretary-General. “But whether on the economics or on the safety of parallel trade, the facts and the evidence speak for us. Today’s ruling is also a reflection of that.”

In its decision, the Court rejected the unsubstantiated argument made by GSK that competition from parallel trade led to a reduction in R&D investment. The case also sets a clear direction for the application of Article 82 EC to supply restrictions in the pharmaceutical sector. 

The ECJ was originally asked for its opinion by the Greek Competition Commission following a decision it took in April 2002. It was concerned that GSK, as the dominant player in the market for three medicines, was abusing its dominant position by restricting supplies of these medicines to pharmaceutical wholesalers. This has now been confirmed.
****

Notes to the Editor:

Case summary & history

GlaxoSmithKline (GSK) distributes its pharmaceutical products intended for the Greek market via its Greek subsidiary. Until November 2000, GSK met in full all orders from Greek pharmacists and wholesalers. After November 2000, the company stopped supplying them, stating that from then on it would directly supply hospitals and pharmacies because the export by the wholesalers of the products in question was resulting in significant shortages on the Greek market. GSK did subsequently resume supplies, but only in limited quantities and to selected wholesalers only. Subsequently, the wholesalers and associations of pharmacists involved brought a complaint before the Greek competition commission against GSK’s refusal to meet in full their orders. The complaint was based on Article 82 EC, arguing that GSK abused its dominant market position to restrict parallel distribution of its products. 

The competition commission ordered interim measures and GSK's Greek subsidiary met the complainant's orders to the extent that it was supplied by its parent company. At the same time, the Greek competition commission asked the ECJ whether and in what circumstances a dominant pharmaceutical company can, in order to restrict parallel trade in its products, refuse to meet in full orders placed with it by wholesalers. 

Then ECJ Advocate General Francis Jacobs issued a controversial opinion in October 2004 suggesting that GSK’s behaviour could be defensible in light of the economic and commercial peculiarities of the pharmaceutical market. His assessment departed from a long history of consistent European case law condemning anti-competitive practices designed to undermine the free movement of goods in the Single Market.

However, in May 2005 the ECJ decided not to follow Jacob’s opinion, refusing to rule on the matter on procedural grounds. The judges found that the court had no jurisdiction to answer the questions referred by the Greek competition commission since that body “is not a court or tribunal" within the meaning of Article 234 EC.
Subsequently, several separate referrals were made to the ECJ by an Athens civil court, with questions essentially identical to those of the Greek competition authority. Today’s ruling follows the opinion of Advocate General Ruiz-Jarabo Colomer of 1 April 2008. Ruiz-Jarabo’s interpretation of the case followed the core principles of EU competition law and was favourable to the free movement of medicines in Europe, discrediting many of the arguments put forward by GSK.
Context and significance

The present GSK case represents a milestone for the application of competition law in the pharmaceutical sector for the following reasons:

· The final ruling sets a precedent on the application of Article 82 EC for supply restrictions in the pharmaceutical sector.

· It provides much needed clarity on the validity and relevance of some of the economic arguments used frequently by manufacturers to justify exemptions of pharmaceutical companies from competition rules. The industry has been increasingly pushing the notion that the pharmaceutical sector is characterized by specific economic and commercial circumstances (e.g. pervasive price regulation, significant R&D investment, etc.) that justify a different approach to assessing their market behavior. This concept has been firmly refuted.
· Economic arguments are used by manufacturers to justify not only supply restrictions but a series of anti-competitive commercial strategies including dual pricing and direct distribution schemes. The outcome of this case therefore has wider implications beyond supply restrictions/quotas, as they too are put in question.
· The ruling reconfirms the basic principles of European case law against anticompetitive practices aimed at artificially partitioning the EU Single Market and puts to rest the speculation and confusion caused by former AG Jacob’s unorthodox 2004 opinion.
· The ruling gives guidance to national courts and competition authorities, as well as the European Commission, who are faced with numerous complaints against anticompetitive practices in the pharmaceutical sector. Complaints are pending before the Commission in Brussels and before national courts in Belgium, France, Greece, Italy and Spain.

· Today’s ruling is one of many developing fronts of the pharmaceutical debate, with the European Commission’s current competition sector inquiry into the pharmaceutical industry ongoing.
Industry smear campaign on patient safety

· The attempts by GSK and other manufacturers to undermine parallel trade continue through other means, notably by attempting to hijack the debate on patient safety and counterfeits to push the European Commission to propose a ban on parallel trade. This approach is characterised by a complete lack of evidence, un-transparent behaviour and libelous accusations.

· The EAEPC submitted detailed input to two separate consultations recently carried out by DG Enterprise of the European Commission on parallel distribution (March 2007) and on counterfeit medicines (April 2007). They can be found at http://www.eaepc.org/news_and_press/news.php?n=3.
The EAEPC

· The EAEPC (European Association of Euro-Pharmaceutical Companies) is the representative voice of pharmaceutical parallel distribution in Europe. Through national association or individual company membership it encompasses over 70 firms from 18 countries in the European Economic Area (EEA). 

· The EAEPC’s primary aims are to safeguard the free movement of medicines, as laid down in the EU treaty, and to counteract any attempts to restrict the freedom of choice for the consumer through trading patterns in breach of European competition law. The Association believes that free trade will lead to improvements in health standards through the provision of innovative medicines at lower cost, benefiting statutory healthcare systems, other third-party payers, and the public as both patients and taxpayers, as well as assisting the EU to achieve its objective of a single, internal market. 

· All products handled by EAEPC members have EU or national regulatory approval, are 100% safe and are exclusively sourced from and sold to EEA countries using authorised channels.

· For further information please visit www.eaepc.org
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