FREE MOVEMENT OF PHARMACEUTICAL PRODUCTS: 

AN OVERDOSE OF CHEAP DRUGS?

I. Introduction

The single market in pharmaceutical products has been partially achieved. Detailed regulations and directives establish a European system for authorising medicinal products, through a centralized evaluation procedure by the European Medicines Evaluation Agency,
 or through a decentralized mutual recognition process.
 Labelling and package leaflets have also been harmonized,
 and a directive covers the advertising of medicinal products.


This paper does not deal with this European legislation but instead concentrates on the unharmonized areas, where the single market has not been achieved, and focuses on the impact of the EC Treaty on the trade in pharmaceutical products.
 This trade is generated by large price differences between Member States, which partly result from national price controls used to limit health care costs. Research-based pharmaceutical companies oppose this parallel trade. 

In this paper the legality of the national price controls will be examined, followed by a legal analysis of the strategic response of the pharmaceutical industry to these controls. The paper seeks to answer three questions: Do national price controls contravene the free movement rules of the EC Treaty? Can pharmaceutical companies rely on their intellectual property rights to stop parallel imports without breaching the same rules? Are pharmaceutical companies able to employ other devices to hinder parallel trade without falling foul of the EC competition law? Finally, some potential solutions are discussed.

II. Price Controls

The pharmaceutical sector is unusual. Often one person chooses the product, a second one uses it, and a third one pays for it. The doctor prescribing the medicine does not pay for it himself, and therefore the cost is not of primary importance to him.
 As a result, the state paying for the product through NHS or social insurance needs to find a way of controlling costs. This need is accentuated by other trends, such as the ageing population, higher patient expectations, and the technological advances bringing out better products, which are also putting pressure on health care budgets. Altogether, spending on health care has been rising at a faster rate than the economies are growing, which is obviously not sustainable in the long run.


As a response, all Member States have adopted some measures to control the costs relating to pharmaceutical products.
 However, the methods used and the criteria employed vary widely,
 and as a result there are large differences in the prices of pharmaceutical products.
 In general, the prices are high in the northern states where the pharmaceutical companies have their headquarters and facilities, and low in the southern Member States.
 This reflects the fact that the regulation of the pricing of pharmaceutical products is largely unharmonized. There is Directive 89/105 on transparency of national pricing measures, but it does not deal with the substance of the issue; it merely controls the process of adopting these measures.


At first sight, the legality of national price controls appears doubtful. In particular the compliance with Article 28 EC could be questioned.
 This provision prohibits quantitative restrictions and measures having equivalent effect, and has been traditionally interpreted as capturing any national measures that are capable of hindering trade ‘directly or indirectly, actually or potentially’.
 This definition seems to cover national price controls. Further, although there are exceptions to the free movement of goods, some of which are found in Article 30 EC and some that have been developed in the case law,
 and although these exceptions include the protection of public health, according to a consistent case law purely economic reasons can never serve to justify a restriction on the free movement of goods.
 National price controls are of course motivated by budgetary reasons.


The Court applied these principles to national price controls of pharmaceutical products for the first time in Roussel in 1983.
 In issue were Dutch rules that had been adopted in 1982 in response to the substantial profits made by companies manufacturing pharmaceuticals in low price countries and subsequently selling them in the Netherlands. The new system of price controls applied only to imports, while the pre-1982 system was still used for domestic products. The Court begun its judgment by quoting its decisions on price controls in other sectors and stating that ‘price control systems applicable to domestic products and imported products alike… do not in themselves constitute measures having an effect equivalent to a quantitative restriction’ but noted that such an effect may arise if ‘the prices are fixed at a level such that the sale of imported products becomes either impossible or more difficult than that of domestic products.’
 However, it then noted that the Dutch legislation did not apply to domestic and imported products alike, and held that if the sale of imported products was made more difficult in any way, there was a restriction. The result therefore was that the Dutch system contravened Article 28 EC.


The Roussel decision was of crucial importance for the pharmaceutical sector. National price controls were not in themselves contrary to the free movement of goods. Only if the marketing of imported products was made impossible or more difficult than the marketing of domestic ones, did Article 28 EC come into play. As a result, Member States were given great leeway to manage drug prices. As long as there was no discrimination, national price controls could stand.


This relaxed attitude towards price controls was surprising. Here the Court was focusing on the disparate impact of national rules, while in general measures adopted by Member States were not merely subjected to a discrimination test but also assessed against their effects on trade.
 Oliver has argued that the reason for the leniency was that price controls, not only in the pharmaceutical sector but also more generally, were an integral part of national economic policies, which were a matter for Member States. As a result, the Court showed caution.
 Another reason may have been the doctrine according to which measures adopted for purely economic reasons could never be justified. This made price controls very vulnerable, and if the Court did not wish to strike them all down, it had to find that they were outside of Article 28 EC altogether. By contrast, in other areas the finding of a restriction did not carry such dramatic consequences as exceptions were available.


However, the judgment in Roussel should not be read too restrictively. Although the Court was relatively lenient when compared with other types of national measures, it did not offer a blank cheque to Member States. Directly discriminatory systems, such as the Dutch one in issue, clearly fell within Article 28 EC, but so did price controls that discriminated in a more indirect manner. For example, the imposition of a single maximum price for both domestic and imported products could have a discriminatory effect, in particular if the maximum price was fixed at such a low level that imported products could not be profitably marketed at all.
 Seemingly even-handed measures were not immune to scrutiny.


In the pharmaceutical sector Roussel was followed in 1986 by a Commission Communication on Price Controls,
 which largely summarised the previous case law, as well as some judgments where discriminatory national measures were held to violate Article 28 EC.
 Also, in Duphar the Court made it clear that the blacklisting of drugs was governed by the same principles as price controls, taking as the starting point that a Dutch list of drugs which did not qualify for reimbursement out of social security due to excessive costs was outside Article 28 EC unless there was discrimination against imported products, while also noting that if, on the facts, there indeed was discrimination, then the national measure could not be justified due to its budgetary purpose.


Given the prevalence of national measures affecting the prices of pharmaceutical products, it is surprising to see that all of the case law of the European Court of Justice on this issue is more than ten years old. Therefore, it has to be asked whether there is a chance that the Court might change its mind and decide cases differently today. 

The answer seems to be negative. Indeed, more recent developments in the case law make it even more difficult to successfully challenge national price controls. First, in Keck in 1993 the Court held that national rules concerning selling arrangements only fall within Article 28 EC if they discriminate in law or in fact.
 The effect of this judgment is to extend the principles behind the Roussel price control cases to all national regulation of market circumstances, and in this way firmly entrench the law. Further, the case of Belgapom
 indicates that price controls themselves are now to be classified as rules concerning selling arrangements.


Secondly, the judgment of the Court in Decker indicates that even if price controls do fall within Article 28 EC, they might benefit from a justification.
 The case concerned Luxembourg rules providing that medical treatment abroad would only be reimbursed if the competent social security institution had given prior authorisation. Mr Decker, who was insured in Luxembourg, had purchased a pair of spectacles in Belgium but was not reimbursed due to failing to seek the prior authorisation. The Court found that the national rules fell within the scope of Article 28 EC as they ‘encourage the insured persons to purchase those products in Luxembourg rather than in other Member States, and are thus liable to curb the import of spectacles’.
 Next it turned to the justification of the rules, and recalled the doctrine that aims of purely economic nature cannot justify restrictions. Nevertheless, it accepted that ‘the risk of seriously undermining the financial balance of the social security system may constitute an overriding reason in the general interest capable of justifying a barrier’,
 although it held that on the facts there was no effect on the finances of the social security system, in particular as the amount of compensation was the same regardless of where the purchase was made.
 Accordingly, there now seems to be scope for an argument that national price controls are justified, even if they prima facie infringe the free movement of goods, provided they are necessary to preserve the financial balance of the social security system, notwithstanding the fact that this argument was rejected in the earlier case of Duphar.


It has to be noted that the overriding reason of safeguarding the financial balance of the social security system cannot serve to justify all kinds of price controls. In particular, if the national system is distinctly applicable in the sense that it applies on its face differently to domestic and imported products, only Article 30 EC can save it.
 But if the national system does not discriminate in law but applies equally to imports and domestic products, it can be justified on this ground even if it does discriminate in fact.


Altogether, it is clear from the consistent line of cases from the European Court of Justice that only discriminatory price controls are caught by Article 28 EC. Disparities between national systems are not categorized as obstacles to the free movement of goods. The EC Treaty tolerates a patchwork of national systems controlling the pricing of pharmaceutical products.


III. Intellectual Property Rights and Free Movement

The differences between national cost containment systems, and the ensuing large price differentials, create problems for pharmaceutical companies, in particular as drugs are easy to transport and expensive in relation to volume. Incentives are created for parallel importers who can profit by buying cheaply in low price markets and selling dearly in high price Member States.
 Parallel trade then cuts into the pharmaceutical companies’ profits that are needed to finance further research.
 The industry has sought to respond to cheap parallel imports in a number of ways. In particular, pharmaceutical companies have attempted to use their intellectual property rights to stop parallel trade. Typically, they have relied on national patents or trade marks to prevent imports from other Member States.


The European Court of Justice has in its decisions balanced the principle of free movement of goods, articulated in Article 28 EC, against the protection of ‘industrial property’, provided for in Article 30 EC. This balance has been achieved through the development of the doctrine of exhaustion of rights, established in particular in the two Centrafarm decisions of 1974, according to which the first sale by the patent or trade mark owner, or with his consent, anywhere within the Community exhausts the right for the whole Community.
 The high water mark of the doctrine came in the 1981 case of Merck v Stephar, where the Court found that the first sale by the right owner in Italy exhausted its patent rights in the Netherlands, despite the fact that pharmaceutical products were not be patentable in Italy at the relevant time.
 The result was that pharmaceutical companies were deprived of the possibility of stopping parallel trade in their own products.


However, over time the Court has become more tolerant of intellectual property rights.
 In various decisions concerning copyright it has been prepared to qualify the doctrine of exhaustion when the special features of the situation have made the exhaustion of rights inappropriate.
 In the field of trade marks, it has been prepared to overrule its previous decisions establishing the doctrine of common origin when it became clear that the doctrine ‘was not a legitimate creature of Community law’.
 As a result, the question naturally arose as to whether Merck v Stephar should be overruled, or at least qualified due to the special circumstances of the pharmaceutical sector.


This question was answered in Merck v Primecrown.
 The case concerned drugs sold in Spain and Portugal by Merck. Due to the state of the national laws of these countries at the relevant time, the products could not be patented, and were sold at low prices. Primecrown bought the drugs on the Spanish and Portuguese markets and then imported them to the UK, a practice that Merck sought to prevent by relying on its UK patent rights.


Advocate General Fennelly gave a long and carefully argued Opinion, where he supported the overruling of Merck v Stephar. In particular, he argued that the decision was not logically coherent, asking how a right can be exhausted when it has not even been exercised? According to him, exhaustion should only occur when the owner of an intellectual property right has used his right once, and correspondingly has had the chance of obtaining a reward for his creative effort. Here the right had not been used at all, and the creative effort had not been rewarded, due to the unavailability of patent protection in the country of export.  Additionally, he argued that Merck v Stephar had been overtaken by developments in case law. In Pharmon v Hoechst the Court had held that ‘the substance of a patent right lies essentially in according the inventor an exclusive right of first placing the product on the market so as to allow him to obtain the reward for his creative effort’,
 but in the case of parallel imports from a country with no patent protection, the patentee has not benefited from an exclusive right at all. In Warner Brothers v Christiansen the Court had held that the sale in a country with no rental right did not exhaust that right in another Member State,
 and similarly sale in a country with no patent protection should not exhaust that protection elsewhere.


The Court refused to change course. It stated that if a patentee could prohibit the importation of patented products, national markets could be partitioned. According to the Court, ‘if a patentee decides… to put a product on the market in a Member State in which it is not patentable, he must accept the consequences of his choice as regards the possibility of parallel imports.’
 The Court then held that none of the arguments presented showed a need to reassess Merck v Stephar. It disagreed with the Advocate General about the impact of Pharmon v Hoechst and Warner Brothers v Christiansen, and argued that by adopting transitional measures in the Spanish and Portuguese Acts of Accession, which postponed the application of Merck v Stephar, Member States had implicitly agreed that after the end of the transitional period the judgment should apply normally.


The Court’s refusal to overrule Merck v Stephar has been subject to severe criticism.
 Its reasoning was less than wholly convincing, in particular when compared with the much more fully argued Opinion of Advocate General Fennelly, and in places, such as when the Court sought to distinguish Warner Brothers v Christiansen, there was hardly any reasoning at all.
 

Wyatt and Dashwood argue that the true reason for the refusal to overrule may have been that in the accession negotiations Merck v Stephar had been taken into account and dealt with by transitional arrangements. Accordingly, the intention of the states was clearly that that the doctrine of exhaustion would apply after a set period even in the case of the absence of patent protection in the country of exportation.
 This argument is weakened by a certain circularity. Member States were not free to negotiate any solution whatsoever. They could not in good faith insert a permanent derogation from fundamental Treaty rules to an Act of Accession, but were bound to accept the Court’s interpretation of Articles 28 and 30 EC. For the Court then to draw conclusions from this acceptance and uphold its earlier case law involves circular logic.

The practical significance of the refusal of the Court to overrule Merck and Stephar is limited. As the Court itself recognized, in the future there will be few if any instances where patents are unavailable, as all current Member States and candidate countries have signed up to the TRIPS agreement.
 Further, the simple overruling of Merck v Stephar, with the result that exhaustion would not occur in the absence of patent protection in the exporting country, would have been of little importance, as long as the doctrine continued to apply to price controlled patented products. From the point of view of the patentee, it is entirely irrelevant whether the failure to obtain monopoly profits is due to the lack of intellectual property protection or due to governmental price controls.
 Nevertheless, the decision sends a very strong signal. The Court was not prepared to tamper with the doctrine of exhaustion of rights even in a special case.

From a purely theoretical perspective, the decision in Merck v Primecrown can be defended. If the pharmaceutical companies are concerned about parallel imports, they always have the option of declining to place their products on the low price markets. These states would then have to bear the full consequences of their pricing decisions, as the availability of certain drugs would be compromised. Indeed, the Court expressly argued that if companies choose to market their products in a particular country, they must then face the consequences of their choice.

 However, it can be questioned whether in practice the pharmaceutical companies really have the freedom to decline to market. Certainly, they have not often been prepared to do this for a number of reasons, in particular the fear of a backlash in public opinion,
 although the tide may be turning.
 The lack of freedom for pharmaceutical companies was raised in the proceeding in Merck v Primecrown. The plaintiffs argued that even if Merck v Stephar was not overruled, its scope should be restricted. Pharmaceutical companies maintained that they did not have the option of leaving the Spanish and Portuguese markets, due to the ethical need to provide drugs, and that they had no freedom as regards the pricing of their products, as they were fixed by the authorities.

The Court accepted that the imposition of price controls could distort competition, but held that any distortions must be remedied by measures taken by the Community authorities. It further accepted that if there was a legal obligation to market products in a Member State, the company involved could not be deemed to have given its consent to the marketing, and as a result could oppose any parallel imports. However, it was for the patentee to prove such an obligation, and in the case at hand it could hardly be said to exist. A mere ethical obligation would not suffice to render the doctrine of exhaustion inapplicable, in particular due to the legal uncertainty attached to such a duty. 

Altogether, the Court was very unreceptive to the arguments of the pharmaceutical companies. It neither overruled Merck v Stephar nor restricted its scope on grounds of price controls or ethical supply obligations. As a result, the ability of pharmaceutical companies to rely on their intellectual property rights to stop parallel imports remains severely limited. The Court’s solution was to invite the Community legislative authorities to deal with the distortions created by the combination of free parallel trade and differing national price legislations. However, this solution appears very unrealistic. In fact the Court has been repeating this call since its 1974 decision in Centrafarm with few results.
 The Commission has clearly refused to take up the challenge, and has recently in its Communication on the Single Market in Pharmaceuticals argued that these matters are mostly within the exclusive competence of the Member States and, in accordance with subsidiarity, should be left for the national authorities.

IV. Export Restrictions Imposed by Undertakings

The development of the doctrine of exhaustion of rights has meant that pharmaceutical companies have been unsuccessful at preventing parallel trade through recourse to intellectual property rights. As a result, they have adopted various other practices aimed at reducing parallel imports, such as limiting the supply to the wholesalers in low price countries. However, it is again necessary to analyze their behaviour in the light of the Community law, as restrictions of exports by private parties may restrict competition.


An export ban imposed by an undertaking in a dominant position will most likely constitute an abuse of that position in infringement of Article 82 EC.
 Barriers erected by non-dominant companies contravene competition law as well, but only so far as they form a part of an agreement or a concerted practice.
 Purely unilateral action by these firms is not caught by Article 81 EC. However, traditionally the concept of an agreement has been understood very widely, and consequently the freedom of manoeuvre of the pharmaceutical companies has been limited.


A recent decision by the Court of First Instance in Bayer has clarified that truly unilateral behaviour by a non-dominant undertaking is not prohibited by Article 81 EC and has shown that pharmaceutical companies are able to adopt strategies to reduce parallel trade without falling foul of EC competition law.
 The case concerned the attempt by Bayer to stop parallel imports of the drug Adalat from France and Spain to the UK. It pursued this goal by reducing the quantities of the drug it supplied to its French and Spanish wholesalers, so that the needs of these markets were met but little was left for parallel trade. The wholesalers were not happy with this policy and tried to obtain Adalat through various channels. Despite their resistance, the Commission classified the policy as an agreement between Bayer and the wholesalers, and fined Bayer for restricting competition in violation of Article 81 EC.
 Bayer challenged this decision. 


The Court of First Instance begun its judgment by defining the concept of an agreement. It stated that the concept ‘centres around the existence of a concurrence of wills between at least two parties, the form in which it is manifested being unimportant so long as it constitutes the faithful expression of the parties’ intention.’
 However, it noted that a measure which at first sight looked unilateral might nevertheless constitute an agreement, in particular if there was at least a tacit acquiescence by both parties. It then went on to examine whether Bayer had intended to impose an export ban, coming to the conclusion that this had not been shown by the Commission. It also noted the lack of systematic monitoring of the actual final destination of the Adalat packets, the absence of threats or sanctions against exporting wholesalers, that the supply of the product was not made conditional on not exporting, and that no agreement was sought from the wholesalers to the implementation of the policy. On the alleged intention of the wholesalers to comply with Bayer’s policy of reducing parallel imports, the Court held that the Commission’s claim had no foundation, as the evidence showed that the wholesalers did their best to frustrate and circumvent this policy, rather than adhered to it. Next, the Court distinguished the previous cases cited by the Commission; and finally it dealt with the argument that the maintenance of commercial relations proved the existence of an agreement, ruling that this did not amount to acquiescence by the wholesalers when their de facto conduct was clearly contrary to Bayer’s policy. When dealing with this last argument, the Court made several comments of general importance. It stressed that Article 81 EC was not aimed at eliminating all obstacles to intra-Community trade but only those that result from the concurrence of wills between more than one party. As long as an undertaking was not in a dominant position, it was free to adopt whatever supply policy it wished, in accordance with the principle of free enterprise. The Court also again stated that the harmonization of the prices of pharmaceutical products is to be achieved by measures adopted by Community legislative authorities, not by misuse of Article 81 EC. Finally, it argued that the Commission’s conviction that ‘parallel imports will in the long term bring about price harmonization’ could not be relied upon and was ‘devoid of all foundation’, as was the claim that it was not acceptable to allow the hindering of parallel imports to the effect that ‘pharmaceutical undertakings may impose excessive rates in countries not applying any price controls in order to compensate for lower profits’ elsewhere.
 Accordingly, the Court annulled the Commission’s decision.


The Court’s decision is sound from the legal point of view. It maintains the basic structure and coherence of the EC competition law by clarifying that the unilateral conduct of undertakings is only caught by Article 82 EC, not by Article 81 EC, which requires collusion.
 Accordingly, unilateral conduct by non-dominant firms is not caught by Treaty competition rules at all.


However, other Treaty rules relating to intra-Community trade may still be of significance. The case law has established that the conduct of private parties falls outside the framework of the rules on free movement of goods,
 but has ruled that the free movement of workers can be restricted by the conduct of a single undertaking.
 In relation to services and establishment the situation is more unclear, but at the very least private collective regulation is caught,
 and it is to be feared that the European Court of Justice will blindly extend its ruling on the employed persons also to these freedoms.
 Accordingly, if a unilateral conduct of a non-dominant undertaking was to restrict intra-Community provision of services, it is possible that a violation of Article 49 EC would be found. In this respect the coherence of the jurisprudence can still be questioned.


The Bayer decision is also to be applauded from the economic point of view. A single undertaking with no market power does not need the discipline of competition law, as it is already disciplined by the market. Any unilateral conduct of such a firm that is not efficiency driven will be punished by the market. Simply put, if it increases prices, its customers will shop elsewhere. In contrast, a single undertaking in a dominant position, or a number of companies pooling their market power in a cartel, need to be policed by competition law, as their customers may not be able to turn elsewhere. Accordingly, it would be inefficient for public authorities to intervene in the former case, while in the latter situations such intervention may be called for.


The practical result of Bayer, if upheld by the European Court of Justice, is to preserve the option for non-dominant pharmaceutical companies to limit supply in order to reduce parallel trade, as long as they do so unilaterally. The details of such a policy are likely to be very important. In particular, exports should not be expressly banned or even monitored, exporters should not be subjected to any sanctions, including the denial of supplies in case of exports, and, above all, there should be no efforts to secure the acceptance of the policy.
 Despite this rather fine line that needs to be walked, Bayer may prove to be of great practical importance, and it is to be expected that quite a few defences of ‘unilateral behaviour’ will be presented to the relevant authorities in the future.

V. Conclusion

The reality that emerges from the case law is complex. Disparities between national price controls do not amount to obstacles on intra-Community trade; Article 28 EC will only be triggered by discrimination. As a result, a patchwork of national systems is tolerated, with the result of widely diverging prices for pharmaceuticals in different Member States. The natural consequence is parallel trade, with products moving from low price countries to high price ones. The doctrine of exhaustion does not allow the pharmaceutical companies to prevent this trade through the use of their intellectual property rights, which undermines the profits needed for further research.


There are two solutions to this problem. The first one is envisaged in the case law of the Court,
 and is based on the harmonization of differing national regulations. However, this does not appear likely for three reasons.
 First, according to the Commission, harmonization may be legally impossible due to the lack of competence. The Commission argues that these matters are mostly within the exclusive competence of Member States.
 This objection is somewhat unconvincing, due to the Tobacco Advertising case having demonstrated that appreciable distortions of competition can be tackled under Article 95 EC,
 and as the European Courts have repeatedly characterised national price controls as a factor that may distort competition.
 Nevertheless, to the extent that the Commission as the holder of the monopoly of initiative believes that it cannot act, any action is unlikely. Secondly, any harmonization would be politically extremely difficult.
 Health care is a sensitive policy area where national elections may be won and lost, and any action resulting for example in higher drug prices might create a serious backlash against ‘meddling by the Brussels’. Finally, harmonization seems largely undesirable, in particular after the enlargement. Different countries have different health care needs and priorities,
 and the imposition of a centrally determined uniform approach seems questionable.
 The current patchwork model also has the advantage of allowing different countries to experiment with various approaches to containing health care costs, and enabling other states to observe and learn from the failures and successes.


The second solution is pointed at by Bayer,
 and is based on the strategic response to the market distortions by the pharmaceutical companies themselves. Under the current system, pharmaceutical companies are not effectively able to force the markets in low price countries to contribute to the recovery of the research expenditure, but by withholding or limiting supply they can at least ensure that these markets do not undermine this recovery in other countries, by providing a source of cheap parallel imports. This does not have to be seen as commercially irrational behaviour, as argued by some,
 but rather it constitutes an intelligent adaptation to the regulatory environment, something that all undertakings routinely have to do. Further, if pharmaceutical companies decline to launch some products in Member States with strict price controls, the citizens of these states will have to bear the consequences of the pricing decisions, due to the lack of easy access to these drugs, and this may well lead to the authorities having to reconsider their approach.

Accordingly, we may have to learn to live with a complex reality. A patchwork of national regulations is likely to persist, and the markets are likely to be to a degree partitioned by the decisions of the pharmaceutical companies. This is not necessarily a bad thing. A federal-type system where the states hold significant powers tends to be messier than a unitary one, but is likely to be more appropriate for Europe, characterized as it is by diversity.
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