Moot Court Problem 2002/2003 – Case M-300/02 MedEX plc v Longevita Ltd





KineSearch Health Incorporated (‘KineSearch’) is a United States-based company providing a wide range of health care services. Over the past 25 years it has developed expertise in the field of alternative (non-medicinal) treatments of addiction to alcohol, drugs and nicotine. In 1990, after more than 10 years of research in close collaboration with the US Department of Health, KineSearch introduced a new method of treating addiction. The treatment - known as the ‘4 week method’ (or ‘4WM’) – is a non-medicinal treatment, involving 4 weeks of intensive therapy in a closed environment. The 4WM is carefully tailored for the needs of each individual patient and involves multiple phases of mental and physical therapy (such as the regular use of hypnosis, acupuncture, nocturnal stimulation of brain and body, physical activities, etc) as well as a special nutritional programme. It quickly became apparent that the 4WM treatment produces excellent results across the spectrum of drug, alcohol and nicotine addiction. In 1994, checks carried out showed that 3 years after treatment, fewer than 5 percent of treated addicts experienced a relapse, figures clearly unmatched by any other existing method of treatment. 





News of the 4WM treatment quickly reached Europe, and in particular the EU Member State of Euforia, which had tried for years, in vain, to combat widespread problems of criminality related to alcohol and drug addiction. In 1996, after numerous contacts between the Euforian Government and KineSearch, the latter agreed to set up a treatment centre as a subsidiary in Euforia, to be named Longevita Ltd (‘Longevita’). The Euforian 1996 Health Act, as amended, provides that Longevita is to provide treatment under the control and supervision of the Ministry of Health. The Act further provides that, for administrative purposes, all addicts must enter their names into a national register to be set up and run by Longevita. Finally, the Act states that the State will reimburse 50 percent of the costs of the patients for their first treatment at Longevita or at one of the nine other competing treatment centres within Euforia appointed by the Ministry upon recommendation from Longevita. 





Longevita was fully operational by Spring 1997. Within just one year, it had successfully treated more than 5 percent of all registered addicts in Euforia. Owing to the very short period of intensive therapy and its high success rates, there is a very significant demand for Longevita treatment, not only from within Euforia but also from addicts residing in neighbouring countries. In 1999, Longevita was granted a patent for the 4WM method by the Euforian Patent Office. At the same time, it filed an application for a European patent with the European Patent Office.





The success of the 4WM treatment has led to attempts by a number of competing companies to establish their own new methods of treatment. One of these companies is MedEX plc (‘MedEX’), a public limited company also established in Euforia and one of the nine companies whose patients are entitled to receive partial reimbursement from Euforian public funds. For a number of years MedEX has been one of the leading European firms in the treatment of addiction. However, since the introduction of the 4WM it has lost most of its clients who have abandoned it for the 4WM treatment at the Longevita centre. In Autumn 1998, MedEX introduced a - partly medicinal – 6 week treatment for nicotine, drug and alcohol addiction, which however reports success rates of only around 50 percent (nicotine addicts) and 70 percent (drug and alcohol addicts) and clearly fails to reverse the demand for the 4WM treatment. Moreover, MedEX finds that most patients prefer purely non-medicinal treatment. Since 1999, MedEX has been asking Longevita to grant it a non-exclusive licence for the EU territory to the 4WM patent, in return for an annual royalty payment of 100,000 Euros. Its requests have so far been rejected out of hand by Longevita.





Following intense lobbying activities from several medical companies (including MedEX) and addicts’ associations, as well as considerable political pressure from some Member States, on 28 February 2000 the Council adopted Directive 2000/800/EC on the basis of Article 83 EC.





In the preamble, Directive 2000/800 states, inter alia: 





"Whereas:





The Community aims at attaining a high level of human health protection;


Smoking constitutes the single largest avoidable cause of premature death and disability in the Community;


The treatment of addiction should at all times be based on the best techniques available within the Community;


The exercise of an exclusive right by a proprietor of an intellectual property right may, in exceptional circumstances, involve abusive conduct under Article 82 EC;


The refusal to grant a licence to certain kinds of treatment of addiction may be likely to eliminate all competition in the relevant market;


There are methods of treatment for which there is no actual or potential substitute in existence and which therefore are indispensable to carrying on business;


Accordingly, the refusal to grant access to such treatments constitutes an infringement of Article 82 EC; (..)


Article 83 EC enables the Council, acting by qualified majority on proposal from the Commission and after consulting the European Parliament, to adopt regulations and directives to ensure compliance with the prohibitions laid down in Articles 81(1) and 82 EC (..)". 





The operative part provides as follows: 





"Article 1


All Member States shall provide that undertakings on their territory active in the treatment of addiction and having developed a non-medicinal method of short duration for treating addiction to nicotine, alcohol and drugs (a 'multi-therapeutic method') with a success rate above 80 percent must, on request and on a non-discriminatory basis, grant access to use of that treatment without delay to all undertakings established within the European Union and active on the market for the treatment of nicotine, alcohol or drug addiction. In situations where a multi-therapeutic method is protected by intellectual property rights, the holder of such rights shall grant a non-exclusive licence for the use of that method on normal market conditions.





Article 2


Definitions: (..) ‘Short duration’ means less than 40 days.





Article 3


Member States shall ensure that the undertakings granting access to their multi-therapeutic method receive reasonable royalties on normal market conditions.





Article 4


Member States shall bring into force the laws, regulations and administrative provisions necessary to comply with this Directive by 1 June 2003 at latest."





On 5 January 2002, after long discussions with the Euforian Government, who voted against Directive 2000/800 and, moreover, has declared its intention not to implement the Directive, Longevita announces that it will shut down the treatment centre in Euforia as from 1 May 2003, i.e. one month before the expiry of the deadline for implementation of the directive, and move its European operations to a non-EU country. 





In response to the announcement of the closure of Longevita, MedEX brings an action against Longevita seeking a declaratory judgment from the High Court of Euforia that the decision by Longevita to close its treatment centre runs counter both to the effet utile of Directive 2000/800 and to Articles 10 and 249 of the EC Treaty. 





In its defence, Longevita contends, inter alia, that it can be under no obligation to comply with a directive which has not been transposed into national law and, a fortiori, a directive the deadline for transposition of which has not yet expired. Moreover, Longevita submits that the Directive is incompatible with Article 83 of the Treaty, in particular because it has committed no infringement of Articles 81 or 82 EC. It emphasises that a compulsory licence to the 4WM method is not essential to compete on the market and that, in any event, it holds an intellectual property right which merits special protection under the EC Treaty and inalienable immunity from the Community legislator. 





In reply to this submission, MedEX invokes Article 256 b of the Euforian procedural Code, according to which:


"No party may plead before a Euforian court the illegality of any act other than those adopted by the public authorities and institutions of Euforia, unless it can show that such act was not challengeable before the courts normally having jurisdiction over the acts of the authority or institution  which adopted the said act". 





In its defence, Longevita contends that Article 256 b does not deprive it of its right of action as it had no possibility of challenging Directive 2000/800 directly before the Court of First Instance of the EC pursuant to Article 230(4) EC. In view of the questions of EC law raised by the parties, on 1 June 2002 the High Court of Euforia decided to stay proceedings and refer the following questions to the European Court of Justice pursuant to Article 234 of the EC Treaty: 





Question 1 : 


In the absence of national measures implementing Directive 2000/800/EC, is a privately owned health centre such as Longevita, whose patients are entitled to receive 50 percent reimbursement of their costs for treatment from the State, carrying out its activities under the supervision of the State, entrusted with the setting up and operation of a national addicts register and making recommendations as to the appointment of other treatment centres for the purpose of public funding, a body against whom the Directive can be invoked ?


If the answer to question a) is in the affirmative, is Longevita a body against which the Directive can be invoked prior to the expiry of the deadline for transposing the  Directive ? 


If the answer to questions a) and b) is in the affirmative, does a decision such as that taken by Longevita to close down its treatment centre constitute an infringement of Directive 2000/800, read in combination with Articles 10 and 249 EC ? 





Question 2 : 


If the answers to questions 1 a), b) and c) are in the affirmative, for the purpose of assessing whether Directive 2000/800 is contrary to the EC Treaty, does Article 83 EC provide the necessary legal basis for the adoption of Directive 2000/800? 





Question 3 : 


If questions 1 and 2 are answered in the affirmative, for the purposes of assessing whether Longevita should be allowed to invoke the illegality of Directive 2000/800 before the Euforian High Court in a situation such as the present, would a legal entity such as Longevita have been entitled to challenge Directive 2000/800 directly before the EC Court of First Instance under Article 230(4) of the EC Treaty ? 





In view of the pressing nature of the matter, the Euforian High Court requests that the Court apply an accelerated procedure (as provided for in Article 104a of the Rules of Procedure of the European Court of Justice). 





The order for reference is received by the Registrar of the Court of Justice, who has allocated it case number M-300/02. In accordance with Article 20 of the Statute of the European Court of Justice, the Registrar has notified MedEX (as applicant) and Longevita (as respondent) and has invited them to submit written observations to the Court. 





On proposal from the Judge-Rapporteur and after hearing the Advocate General, by order of 25 June 2002 the President of the Court orders the use of an accelerated procedure. In the order, the parties are requested to lodge their observations by 15 November 2002 and requests that they restrict the matters addressed in their submissions to the essential points of law raised by the questions referred. 


